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- Analesis of e final comprorises fexd with & visw fo agresrment

Delegations will find in Snnes the final corapromisze text of the Regulation laying down Urion
procedure s for the authorization and supervision of medicinal products for hurman use and
establishing rules goveming the European Medicines Agency.
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ANNEX

Proposal for a

REGULATION
OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of

laying down Union p roced wres for the autloriation and supervision of medivinal produc is

for human use and estahishing rules governing the Ewropean Med cines Agency, amending

Regulation (EC) Mo 139472007 and Regulation (E17) Mo 536/2014 and repealing Regulation
(EC) Mo T26/2004, Regulation (EC) Mo 14172000 and Eegulation (EC) No 190152006

(Text with EE& relesance )

THE EURCFEAN PART IAWENT &WD THE COUNCIL OF THE ETROFEAN TTHIOH,

Having regard to the Treaty on the Functiorang of the European Urdon, and in parbicular Srticle 114
and &rticle LEE(4), poind (o), thereof,

Having regard to the proposal frorn the Furope an Comirnission,

After transrnission of the draft legislatree act to the national parliarents,

Having regard fo the opinion of the Ewropean Econormdc and Social Committee?,
Having regard to the opinion of the Coramittes of the Regions?,

Leting inaccordance with the ordinarylegislative procedare,

arc, e
I orc,.p..
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Whereas:

(1)

)

(£a)

The Union pharrnace utical frarmework has erabled the authorsation of safe, efficacions
and high-guality medicives it the Urdor, contrlbuting toa high level of public health and a
stnooth fanetioning of the ntermal market of these products.

The Pharrnacentical 5trategy for Burope marks a toming point with the addition of farther
keyobjectrves and by sssedimgeinin g to create an altrachve environmeent for research,
develppment and production of me dicinal producks in the Union, along with a moderm
frarnework that rakes rmoeattve and established e dicinal products available to patients
and healthcare svete s at affordable prices, while strenghthe ning the fight against
shortages of medicinal products and enswring secwrity of supply and addressing

e rrrorene ntal concems.

Ernsuring that patients recewe e medicines ey need, when they need thew, regardiess
af where they Bve inthe hion, i a central objectve of the Furopean Health Inion.
Ensuring the compelibveness of the European pharmaceubical indushy, whilst providing
better availability of medicines and more egual and timely access for patients, is a key

objective of the Union pharmacewtical reform.
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(2B)

(3

Published on 24 Oetober 2023, the communication of the Covanission entitled
Addressing medicine shorages in e EIN outlimed ke me aqures aimed at aims to
addressing ericql shortages of medicines and strengthening se cunly of supply in the
Linion in anticipation of the measures ineluded in the pharmaceutical ro sulation.
Among other things, this Communication foresaw a firstinformal Union Bst of erifeal
medicines and the launch of @ Furopean voluntary solidarily mechanisn for medicines
wllowing Member States to reguest support from another Member Qale and
rediskabution of available stocks in the event of shorlage.

Lddressing unecual patient access of wedicinal products has become a ket prority of the
FPharmaceutical Strategy for Europe as has been highlighted by the Couneil and the
European Parliarert. Ierber States and the Furopean Parlioment have called for
revized mechavisns and imce nirve s for developrnent of medicinal products talored to the

leweel of uranet medical need, while ensuring that the process i ansparent patient access
and availability as well as affordabilify of raedicing products in all Ietaber States.
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i)

)

Presrions amendrerds o the Trdon pharrnace utical legislation have addre ssed acce s fo
tedicinal products by providing for accelerated asse ssyne nt for marketing anthorisstion
applications or by allowing condiional matleting authonsation for medicinal products for
unriet medical need. While these measures accelerated the anthorisation of nnovative and
promising the rapies in some areas, these medicinal products do not aluass reach the
patient and patients in the Urdon still have different levels of access to medicines. S
eddition, many wneddressed public Realth prioridies remain.

The COVID-19 pande roic hee-spedbakdadiither underline d critical lssues, which require
a reform of the Union pharnaceuticals frarework to strengthen its resilience, while
improving e ovailabilily of medicingl products and to eneure that it contrbites o public
health needs and serves the people under all circurstance s,
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()] For the sake of clarity, it is necessary fo replace Regulation (EC Mo 72602004 of the
European Parliament and of the Counc1* with a new Fegulation.

T Weterinary medicinal products are governed by Begulation (E1T) o 20108 of the
Ewropean Parliament and of the Council!. These medicinal products are outside the
scope of this Fegulation, even if certain provisions regarding the governance and general
tasks of the Lgencyset out in this Regulation apply fo these e dicinal yroducts, The
speciflc tasks of the Agencyvin respect toveterinary medicinal produets are laid dowm in
FEegulation 201906 and Regulation 47002009 of the Ewropean Parliament and of the

Conmizil®,

3 Begulation (EC) Ho T26/2004 of the European Parliarent and of the Council of 31 Ivach
2004 laxare doven Corarooara by proce dures for the anthorisation and superdsion of medicinal
products for hutwan and e terinary use and establishing a Buropean Iledicines Agency
(0T L 136, 30.4.2004, p. 13

4 Eegulation (E1T) 20196 of the Enropean Parliament and of the Couneil of 11 Decerher
2018 onweterinaryimedicinal products and repealing Directove 2001/22/EC (OI L 4,
7.1.2019, o 43).

i R.egﬂaﬁm?{EC]l Mo 47002009 of the European Parliarent and of the Council of é vy 2009
laving down Cormrannity procedure s for the establishiment of vesidue lrits of
pharmacologically ac e substances in foodstofts of andmal ongin repealing Council
Begulation (EEC) Mo 237700 and atne nding Direc e 2001ELEC of the European
Parliament and of the Couneil and Begulation (EC) No 72602004 of the European
Parliarent and of the Couneil (07 L 152, 16.6.2009, p. 1.
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()

(%)

The scope of centrally authorised wedicinal products bas been adapted fo the realities of
the market and tec hnological dewelopnent as well as the reed to ensure a centralised
assesstrent for certain categories of me dicinal products. In the Llizht of the Comrission's
report® on the experience gained, it has prove d nece ssaryto draprove the operation of the
rnarketing authorization procedures for the placing of medicinal products on the Undon
tnarket and to arend cerfain administratiee aspects of the Enropean Iedicities Agency In
addifior, the regulatory fratne work should be adapted to the owrent market conditions and
econotudc realityy while corntirming o safeguard a high level of protec ion of gablic health
and the ervironnent. The conclusions of that re port call for corrections to sorme of the
operating procedures and recpuire adaptations to take account of scientific and
teckriological developerent. Italso emerges from the report that the general principles
previously established whick govemn the centralised marke ting authorsation proce dure
{‘centralised procedure’) should be rmaintained.

Lz fo the scope of this Begulation, the authorisation of antirnicrobials iz-in-peneipla: in the
interest of patients’ health at Urdon level and therefore it should be made possible 1o
authorise ther at Urdon lewel

Beport frorm the Commission to the Eutopean Parliament and the Couneil on the experience
acguired with the peoce duares for authorising and superasns medicinal products for hiroan
use, ih accordance with the requireme nts setout in the EXT legislation on medicinal products
for homeian nse, CONT2021 3427 final .
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(10)

With a view o roaittain a high-level of scientific evaluation for new medicinal products
and medicinal products that will serve the entive Union popalation, the centralised
procedure shonld be rmandatory for kigh-techriological medicinal products, particularly
those resulting frorw biotechnological proce sses, for advanced therapy me dicinal
products, priority antivnicrobials, orphar e dicinal produets, geediatrezsetnedicinal
products appling for prediatric wae markeing authoriseion and any medicinal product
that include s ana e w acttve substansesnotanthorsed bafore—thalastirpostant o hassa—ta
Beaubstance. In addition, the mandatony scope of the centralised procednre &

BB howld reflect the scope provided for By Fe gulation (EC) 72572004 and showld
therefore conbinue bo apply to medicing] products eulhorised between 20 Mz 2004 and
the date of entyy into applcation of this Fegulafon, which contained @ new achve
substance and for the indications Bsted in Anmex I
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(11}

Lz regards e dicinal products for harnan use, optional access to the centralised procedure
shonld alzo be foreseen in cases where nse of a single peocednre produces added walue for
the patient. The centralised procedure shonld rernain optional for me dicinal products
whirky, although nothelonging to the categories of products 1o be authorised by the Tninz,
are nevertheless therape utically nnoseattee. It iz also appeopriate to allowr access to this
procedure for medicinal products whick, although not innceatsee | masrbe of benefit o
society ot to patients, inclnding paediatric patients, if theware authorized frorm the outset at
Union lewvel, such as certain medicinal products which can be supplied without & medical
prescription. This option maybe extended to gereric and binsimilar redicinal products
authorised by the Urndon, provided that this in no wayande rnine s either the harroorasation
achieved when the reference medicinal product was esaluated or the results of that
evaluation. &t the satne time, 0 ensre wide availability of gene e medicinal products,
those medicinal products maybe authorised in anycase by the corapetent authoritie s of the
Dleraber States, even if thew are based on a centrallyauthorized reference redicinal

product.
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(Tla) The Courtof Justice of the Furopean Lhion (hereafter “the Court") has on numerous
oecasions held et tre Realth and bfe of humans rank foremost among the aesels and
interests protected by the Trealy. According to the Charter of Fundamewtal Fights, a
high level of human health protection shall be ensured in the dafinition aud
implementation of all the Whion 5 policies and activilies The centralised procediure
ersutes @ high shandard of scientfic assessment and delivers & grificant bens fits to the
Lnion's patient population, particwlarly regarding innovabve medicines that can
improve dlognosis, prevention and treatment of diseases and patients’ lwes. In addifion
to i objechive of puarantecing a kigh level of prolecBon of public ke clth at Thion level
the cendrelised procedure also brings grecter clardly and efficiency to the Union's
authorisation spstem. This allows applicants of sueh products to bene fit from easier and
harmonised access to the European Uhion market. However, Brese innovabve medicinal
products are often unevenly available acrozs the nion, this results in different levels of
patient access depending on the Member Shate in which patients Jve. While fully
respeching fundamental rights and without prejudice o Yhe provisions of the Treaties,
ineluding provisions on the free movement of goods and compeblifion, it is essontial that
markebing quthorisation holders who obtain a centralise dmarkeling authorisafion for
such medicinal produck male eveny effortbo place them on the marketin all Member

Shates.
A368/26 10
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In light of the fact that medicinal products are key for a broad and good therapeutic
affer to pafents in the EIT s is necessary to mainbain @ Righ level of public health
profechon aoross the ELL remove obstacles within the indernal marlet and to strengthen
Linion-wide access to Hhese products. Marke ng anthorisation holders shonld, in
addiion bo established nafonal bgslaion and procedures ciming et maling available
and supplping medicind products ot nebonellevel, also malke thely besteffortsin
compling with new mechanisms provided by the revised Direchve ot allow Member
Shates to signal directly to companies thelr interest to have supply of a specific new
medicinal product Aceordingly, @ markebng authorsation holder for o medicinal
product qutiorised Yerough the centralised proce dure which is subject to re gulatory
protechion or inkelechual properly rights, showld ensure that e me dicinal product is
made available and supplied in accordance with e needs of patient populations aeross
all Member States. This obligation, however, showld neither compromise the financial
vichiliy of the company nor be considered breached where exdernal factors bepond the
company’s conbrol make suppl in all Menber Shates imposaible.
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(127 The stuctare and ope ration of the various bodies aking up the Az ety should be
designed in such a wayras to take into account the need to constantly rene w scierdific
expertize, the need for cooperation betweet Union and national bodies, the need for
adecuate ivvolverne nt of civil societyy and the future enlarzernent of the Union. The
varions bodies of the Azency should establish and develop appropriate contarts with the
patties concerned, in particnlar with re preserdatoees of patients, conswmers and healtheare
professionals.

(137 The chief task of the &Lgency shonld be fo provide Undon institntions and Wk mber States
with the best possible scientific opinions to enable themm to exercize the powers of
authorization and supervision of medicinal products conferred on thera by Union legal acts
in the field of medicinal products. harketing anthorisation should be gravted by the
Comimission onlyafler a single scientific evaluation procedure addresaing the guality,
safety and efficacy of high-technology medicinal products hasbeen condusted by the
Lgeney applying the highest possible standards.

(L3a)  Hhen amessing the marleting authorization application of e medicinal product, e
Arency should draw up the Furopean axessment report on e gualily, safely, efficacy,
and the emvironmental risk assessment of e medicinal product and the reasons for i
opirion. The Agency shouwld make publicly available a suvenan of the European
assesmnent report and @ sunemary of Hee environmental visk assessment, after the
delgtion of any information of @ commercially confidential nature and willening

manner that iz wnderstandable o the public.
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(14 Toernswre cloge cooperation betreen the Lgeneyand avientiste operating in Mewker
States, the composition of the IWhnageraent Board should be such as fo guarantee that the
cornpetent authorties of the e rmber States ave closely troroked in the orveerall
tnanagernett of the Union svetern for anthorising medicinal produets.

(Ida) Topresere the scientific inte griyy of the work and activifies of the European Medicines
Acency, he independence and inpartialily of the members of the Mancgement Board,
the compniftees, rapportenss and experls, who parficipale in meelings or worling
groups of the Agency, is crucial bo avoud any conflict of interest In impleme nting this
objective, the Agency faces the challenge of balancing the need for specific expert input
within Gght timelines with the necessily of safe quarding the credibilily of s decisions
From being comprowise & by conflicls of interest. In cerlain flelds, much as rare dise ases,
special populations, viche therapeukic ndicalions and highly mnovabyve b chnologies,
the pool of experts iz lmited, and many are involed in chnical research on medicinel
producks. Insituations where specific experise is reguired and can be provided only by
individials with competing inte rests, which would normally disgualifiy or limit heir
i olement in the Agenep's activiles oz @ member or experl i vy s8I be in the
inderest of public health o cllow these individuals o provide observalions before q
seientific asgeasment it finalised, while exeluding them from divect ivolvement in

digeussions or decision-making.
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(1537 The Lgency's budget showld be transparent and composed of fees and charge s paid by the
private sector and contributions fror the Uraorn budget fo waplerment Tnion policies and
contibutions paid from thivd counties and @ eecondance, where applcable, with
Fe gulation 202475658, Althowgh the majoriy of iz funding comas from fees, the Agency
g a public quthorly. Jtis of vhnost inportance o safemuard s inke onily and inpartialily
in order bo mainkain public rust in its work aud the Union regulatony frame work,

(L3a)  The staff of the Agency, neliding the Fxecutive Divector and e Depuly Executie
Director of the Agency, as officials or other servanks of the Union, as are bound by
independence , imparfialily, integrity and other obligations provided for in the Shaff
Fe gulations and the Condiions of Employment of bher Servants and the riles adopled
by agreement bebween the inshhdions of the Do, which inelude obligabions qfter
feaving the senvice much as engaging in lobbying or advocacy vis-dais shaff of Yheir
former inshielion for thely buminess, clients or employers on maBers for which ey were
responable. The Saff Regulafions alao lay down rules for those intending to engage in
an occupational actvily, whether gainful or not, after leaving the sewice and provides
for the possibilily for the Agency, having regard bo the terests of the senvice, either
Forbid thewm from undertaling i or give iz approval subject to anp conditions it thinks

fit
366826 14
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(161 Exclustve responsibility for preparing the Agency's opinions on all guestiohs cohee rhing
medicinal products for harean nse shonld be wested in the Coreaittes for Medic mal

Products for Hurnan Use.

{17y The creation of the Agency throngh Council Regulation (EEC) Mo 2309/93% which was
teplared by Begulation (EC) Mo 726/2004 has made it possible to reindoree the scientific
evaluation and raonitoring of e dicinal peoducts in the Trdor, in partionlar through its
scientific bodies and cormmittee s for which cormpe tent authorities of the Meriber States
provide experts and expertise, ensuring a high quality and inde pendent assessinent. Fhas
et b bbbl i Tl st ds thiz Begulation
wreplaces Regulation 7262004, the bgency, previously established by Regulation (EC)
Mo 72602004, should continue its functioning in accordance with this Fegulaion.

112} The field of actrvity of the scientific coramittees should be erdarzed and their operating
tnethods and coraposition modernised. In this regaryd it iz iraportant to ensure patient and
healtheare professional re presertation 1n the Corarnittee for Hurnan hedicival Products as
itis the main evaluation cornittes of the Agencyior medicinal products for haraan use.

3
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(18a)

The Commission showld select, based on q public call for expreasion of interest,
representatives of pabients and healtheare professionals to the Conmitkee for Medicinal
Products for Human Use and the Pharmecoigilance Fisk Assessment Conunillee.
Healthcare professionals can be represented by doctors and phannacists, The
appointment of such representabives showld ensure there is @ well-balanced
representation of medical speciallies and diseases amongst appointed members and
alternates, and there are robust rules on e prevention of confficls of interests including
Jimancicl or ofher inderesk in the pharmacentical or medical devices Rudusty which
cowld affect thelr mpartialiy.

(19 Scientific adwice for future applicants seeking a marketing authorisation should be
prosided rore generallyand in greater de pth and showld be adapted to the specificifies of
the medicinal product concerned. Similavly stuctares allowing the deseeloprnent of
akvice for cornpardes, in paricular small and mediurm-sized enterprizes (5 IVES) and not-
For-profit entifies, should be put in place. The Agenep showld also promote open and
public exchanges about latest seientific developments ad updates of scientific
guide Gnes.
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(207 Promising medicival products that have the potential to significantly addre s patie nte’
wrrnet medical needs and are expected to be of major interest from e point of view of
public health in parfcular as regards therapentical mnovakion, or are priovily
anfimicrobials or are Likely to target a negleche d tropical disease, should be nefit from
eatly and enhanced scientific support. Such support will nltimatel rhelp patie nts benefit
frorn new therapies as eatly as possible,

(202 Jtisimportantio recoguise that unmel medical needs also exdst in the area of menial
health, and that promizing medicinal products o address such unmet medical neo ds
showld also benefit from early and enhanced scienEfic support

(21 In order to allow for advice that is more informative and an exchange of information
betaeen different bodies, scientific advice provided by the &geney should some tirnes take
place in paralle] to scientific advice provided byother bodies. This should be the case for
the joint scientific consultation carried outbythe Ierber State Coordination Groap on
Health Technolo gy Assessment foreseen in Regulation (E1T) 202172252 of the Euro pean
Parliament and of the Councilf and, in cases of medicinal products irolving a medical
dewice, the consultation of the expert panels as described in Axticle 106 of Regulation (ETT)
Mo 2017745 of the Europe an Patliame nt and of the Council?. Where paralle] scientific
advice consaltation mechanising are establishe d under other relewant Union legal acts, a
sitnilar mec havisra should appls,

B Begulation (ETT) 202172282 of the European Parliarent and of the Couneil of 15 Decernber
2021 on health technolo giassesstoe nt and arnending Divective 201 LI24ETT (O L 438,
22122021, o 1),

’ Begulation (ETT) 20177745 of the Enropean Parhament and of the Coureil of 5 Apeil 2017
on medical devices, amending Directree 2001/237EC, Fegulation (EC) Ho 17272002 and
Fegulation (EC) Mo 122372009 and repealing Couneil Direc trves 90732 5EEC and
PEMAEEC (OTL 117, 5.5.2017, p. 1).
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(42)

(43}

[t iz also necessary to reinforce the role of the sciertific corarnittess i such a wayas to
etahle the SLgencyto participate actielsy in international scientific dialogue and to
develop certain activities that will be necessary, in prarticular regarding international
seientific harraonisation and technical cooperation with the Woild Health Organization.

Furtherraore, without prejudice to the provasions laid down in Fegulaton (ETT) 201906,
which rerain applicable for weteritary roe dicinal products, oo order to create gieater legal
certainty, it is necessary to define the responsibilities regarding the transparenc yrules for
the Lgency's work, o set certain conditions for the marketing of medicinal produrcts
authorsed by the Unior, to confer on the P:genn:;rp:lwers to raonitor the distribmtion of
medicinal products anthorized by the Unio i
Llaraber Satee nthird connbies. and to spec ﬂ'}rthe sanctions and the I:mcedums for
1mplernenting thern in the evert of falure to obeerve the provisions of this Regulation and
the conditions contained in the marke ting anthorisations granted under the procedures it
establishes.
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(24)

bepestaalaxTihout prejudice to the powers of the national competent authorities and
withowt undermining thelr nebional mspechion resources, the Sgencyshould be
egpernared-area ety ovide o Witk e hergeled irspecion capacity to sensreat
nepmotione wheaethic lecontribude to the srenghiening of the supervision of the
manafachuing of the medicinal products worldwide, inthe inferest of the Desesand

Thallnion The interest of the Urdon raseoncern situations where, o ensure faster access

to medicival products, challenzes with inspections capacities at national level havee to be
addressed in a tivee Iy wanner or where a respons: to a public health emergenc yor a major
event requites ttrrnediate action. Prosading The ve fore, the Agencywathappeopaats
pesierahonld be empowered and g en Hre capac ity weblele—iathe-bdemoatlo support
Member Sates with regard to inspecfons in third countries. In parficular, where the

ﬂﬂmpé‘ient ﬂuﬁaﬂrﬁ.ﬁe.ﬁ' thhﬂ Hraon facihitate the decarminaton of baotrras HossLno

ember Sabes request Sesarupport in carrying owt their tashs under
revized Diveckive 200183 FEC of the Furopean Parliament and of the Council the
Agency showld be able to perticipale in inspeckoms. Where the competent authontsyof
o Ivleraber State connot cary owt an inspechon, the bgenci-cdieensmdisos-beserual
showld facildate the delegation of the mspection to another competent authoridy of o
Member Rake. As a lagtresory where no other compelent quthorily of @ Member Salke iz
able to acce pt do-sither provide-support-to-the-inspections of sites Jocated inthe Union
eathe dele cafion to catry out sepeab
the compelent quthorily concerned should be able do reguest the Agency bo carrp outthe

inspecBon.

bdaan inapec o,

T
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(23]

Hhoseakatlaszesin tre Dnion, harrmorised inspection standards shonld be ensared through
the establishmment of a joint audit prograraree within the Agencw-Thas joint andit
prograretne will also frther harrnonise the interpretation of good mannfacturing and

distrbution practices on the basis of Urndon legislatnee requiterents. As regards fo s
imple mendation, # talies inko account the specific congfitebonal and administratae
strucheres of each Member Shate pursuant to Arlicle 4(2) TEwhile enguring the
effechyeness of mek implementation, i accordance wilth Article 4(5) of TEL Iorecwer,
1t will supgort farther roatual recognition of inspection outsornes betwee n Ilermber States
and with strategic partners. Within the joint audit programeae, the competent authorities are
subiject to regular audits conducte d by other Ileraber States to mairdain an equiealent and
harmonised qualitysystern and to ensure an appropriate toplernentation of relevant good
tnannfacturing and distribmtion prac tices into national laws and egquialence with other

Elbinapostosatedlclomber Shates.

267 A The inspection working seeuporoups, which peesadecprovide inpmt and
recorretdations on all matters relating, divec tly or indivectly; to good elinical prackee,
good manafacturing practice-sses good distdbution practice end good
pharmacorigilance practice, itvespective of the marketing authorisation procedure through
different reporting lines, should be established within the Bgency. In particular, fadhe
working group in charge of good manufacturing and good distribution practices should
be responsible for the establishene ut, dewe loprae nt and overall supe rvision of the joint audit

FrOZTaTnIne .
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(2aa)  Pharmaceutical research plays a decisive role in the continuing improvement in public
health and in ensuring the Lhion's compebbiveness. Medicingl products, i parbiculay
thoge that are the resull of long, costly research will not continue to be developed in the
Linion unless they are covered by favourable rules that provide for sufficient protection
to encourage mich research. While such rules can contribute o the alfrackveness of the
Linion market, they are however agnoske to the medicines' geographioal origin and
medicines from third counlries quihorised in the Dhion are egually eligible to recetve

lion incentives.

(27T Toproraot: nnoseation avd the dewe lopre nt of new e dicinal produets bee 5 WIE s within
the meaning of Comrnission Recorrme ndation 20030361/ECY, and to reduce the cost of
the placing on the warket of raedicinal products for harnan use authorizsed via the
centralised peocedure, these undertakings shonild bene fit frorn a support scherne from the
bgenny

1287 The support scherie shonld be cormposed of regulatory, procedural and administrative
support, and of a reduc tion, deferral or wamer of fees. The schemme should cover the
varions steps ivvobed in pre-authorisation proce dures, such as sclentific advice, the
subission of the marketing authorisation application, and post-authonsation procedures.

u Corarnission Reconeaendation of 6 hlay 2003 concerning the de fivdtion of micra, small and
tedinr-sized enterprizes (OJ L 124, 20.5 2003, p. 36).
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s 211ch as

(297 LesalNot-for profit entitie sthetere-s
urdversifies, public bodies, research centres or not-for-profit crganisations, represent an

Irmportant source of Bwerabewrese areh in the aree of unmet medical needs, research in
different subpopulations, repurposing and treabnent optimization and should alzso benefit
frorn this support scherne. Whereas it should be possible to take accomnt of the particular
situation of these entities on an indmidual basis, such support can best be achieved by
tneans of a dedicated support sche e, including adredvistrativve support and throuzh the
reduction, deferral and waiver of fees.

(307 The Lgency should be ermpoaered to give solentific recoramendations o whether a
produe t under developenent, which conld potenbally fall under the mandatory scope of the
centralized peocedure, taeets the sclentific criteria to be a wedicinal product. Such an
ackisorymec havdsrn would address, as earlyas possible, gquestions related fo borderline
cases with other ateas such as substances of huwan origin, cosmetics ot medical desices,
which may arise as seience develops. To ensure that recorarnendations given by the
dgennytake into account the views of equiralent advisory mee hanisins v other lezal
frarneworks, the Agency shoald consult the relesant advisory or regulatoryhodies.

1317 Toincrease bansparency of scientific assessrnents and all other activities, a European
tnedicines web-portal should be created and maimtaine d by the Lgency.
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(3la) The LUhion Register of medicinal products lsts all medicing products for human wse as
well as orphan me dicindl producks that have recedved o marketing authorisabon by the
Commigsion tirmigh He centralised procedure. The information provide d in the Union
Fi gister can be used to gearch for perfinent information on the medicinal product in
gueshon, including the active mubslance, and any post-authorisalon reguirements as

well ag applicable prolongations fo regulatory prolecon periods.

32 Experienece with the fune iorang of the regulatory systern has shown that the existing
Ewropean Mledicine s Lgene vrnulti-scie ntific cormmittes stucture often creates complexity
in the scientific assessiment process ataong corrnittees, duplication of work and non-
optitrised use of expertise and resources. In addition, the Agencyand the corpetent
authorties of the Member States are condbonted with challenges related to lirnited capacity
and appropniate expertize o deal with increasing nurber of procedures related o existing
medicinal products and assessinent of rnew ones, in particular cutting edge invoseative and
coraplex medicinal products.

(337 Tooptimise the functioning and efficiency of the regulatorysystern, the structure of the
Lgene s selentfic cormmittees iz sirplified and redured o twro mwain Coreaittees for
tnedicinal products for human use, the Comrnittes for Medicinal Produets for Human Use
(CHIF) and Phanvacovigilance Risk Assessment Comrnittes (PRAC)
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(33a)

The Agency and is commiBees should, where necessary, establish the appropriak
working parbies to ensure the adeguate expertise for the evoluakion of medicines,
including an Environmewtal Risk Assessment working pasty. That working parly showld
have e scientific experfise necessany to characks vise amd assess the environmental
risks, and the mitigahon measures for such rishs, related to the use and dsposal of
medicinal producis.

i34y The siraplification of procedures should niot havee an iinpact on standards or the gualityof
seientific evaluation of the e dicinal produc ts to guarantee the quality, safetvand efficacy
of medicinal products. It should also allowr for the reduc tion of the scientific evaluation
period frorm 210 davs to 150 days.

i135)  The Ageney’s seientific committes s should be sblado-delecateeorms-cfrupported, in
relafion to their evaluation duties, ;e woding parties which should be open o experts
from the scientific world and appointed for this parposes whilst retaining corplets
te sponsibility for the scientific opirions med by thern.
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[36) The expertize of the Coruanittes for Ldwvanced The rapies (CAT), the Coranittes for Orphan
Mledicinal Products (COWE), the Pasdiatie Corgnittes (PDCO) and Cornittes for Hethal
Iledicinal Products (HIVEPC) s retained fheongh worliung sroups, working perties, advisory
groups, and a pool of experts who are orgarized based on different doeaineareas of
experiize and who are grving gt to the CHMP and FRAT This sbruchire gves Hhe
possibiliy for CHMP and PRACY call upon addifional scigniific experis bo provide
specific input and advice on specific apects raised during e evaluation. In eddifion,
patients and he altheare professionals can be part of the pool of experts based on Weir
experiize. The CHIWP and PRAC consists of experts fiom all ember States while
working parties and exgrert groups consist in majority of ex perts appointed by the Ivlerabe
States, based on their expertise, and, if necessary, of extemal exyperts. The model of
rapporeurs remains uhcharnged The efficiency gain Rvobement of adeguate scienfific
expertise and broad geographic representation of experls in the scienfific commitiees,
working parfies and worling oroups will be ensured as part of the strategy for the
organiszionel management and indernal condrol spstems . Fepresentation of patients and
health care professionals, with expertise in elko wide range of areas, incloding rave and
paediatric diseases, is sessssadaoryred at the CHLVE and PRAC, in addition to the
dedicated working groupe representing patients and health care professionals. Tnformabon
regarding the composiion and work of the conmitlees, working parfies and worling
groups, should be publie i available.
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(3ea)  Ttisemcial ot the expertise of experts is not ondy preserved within working groups
working parbes, and a pool of experts, but also that the relevant experkise iz expanded bo
cover emerging techmologies, incorporates experbse from a broader range of Mewmber
Shates, and enables the Agency to continue fulfilling its obligofions ot the highest
seientific vel iz also essential Yhat experts can share Inowledge, expond theiy shills
through braining programs, such as those offered by the ETT MNetwork Training Cender
(EUNTC), and engage in on-the-job learning achivilies, including shadowing
rapporteurs, mentoring, and parfeipating in discussions on bopics of interest in working
parkes, Furopean Scientific Expert Groups (ESECE), and other relevant fora.

LX) Scientific corgnitiees, sech asdis the CAT have been instrarne ntal to ensare expertise
and capaeitybuilding in an ererging fechnological fleld. However, after more than 15
wears, advanced the mpe e dicinal peoduc ts are now more coraraon. Thesalls integration
of their assessmment in the work of the CHIWVE will facilitate the assessment of roedicinal
products within the same therapentic class, independent of the technologyy on which thew
are hased. Bowall alea-sreurethat all biclomical e disinal eoduc fe-are-acsescad bartha

o e T

(38 To alloe for rnore inforrmative advice on clivacal tial applications and therefore a more
integrated desreloparent advice inview of future data requirerne nts for marketing
authorsation applications, the Sgeney can engage in consultation with repre s ntattves
frora vk rober States with clinical trial expertize. Mevertheless, decisions on clindcal frial
applications should remain within the competenee of the Ilember States, in accordanee
with Regulation (E1T) Mo 53612014 of the Fumpean Parliare nt and of the Couneil?

12 Begulation (ETT) Ho 53672014 of the European Parliarent and of the Council of 16 &l
2014 on clindeal tials on medicinal products for harman use, and repealing Directove
20017200BEC (0T L 158, 27.5.2014, . 1).
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(3%)

To allow fior a more indorative decision raaking and for exchange of information and
pooling of knowledge on general 1ssues of scientific or techrdcal nature related o the tasks
of the Ageney regarding rmedicinal products for human use, in particular to seientific
guidelives on wrenet medical needs and the design of clivdcal frials, or other studies and the
generation of evidence along the life eyele of medicinal yroduct, the Sgeney should be
ahle to have recourse toa consultation process of authortizs or bodies active along the life
cele of redicinal products. These authorities could be, as appeopeiate, e presenta e s
frorn Heads of Wk dicines Agencies, the Clinical Trial Coordination and &dwasory

Group, the 50HO Coordination Board, the Coordination Group on Health Technology
&gsesgraent, Wedical Desdices Coordina tiorn Group, roedical device s national cormpete nt
authorities, national corape tent anthorities for pricing and reirnburse rment of medicines,
national insurance funds or healtheare pasers. The Ageneyshould also be able to extend
the consultation mec handsm to consurmers, patients, healtheare professionals, industry
associations representing payers, or other stakeholders, as relevant.
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40)

(41}

Llernber States shonld ensure ade quate funding of corpete nt anthorities to cary ot their
tasks under this Regulation and under [revised Divectre 2001E3EC]. In addition, in line
with the Joint Staterent of the European Parliarment, the Couneil of the EXT and the
European Cordssion on decentralised agencies', Merabe r States should ensure adeguate
resorces ate assigried by the comgetent anthorities of the vk rber States for the parposs
of their contributions to the work of the Szeney, taking into accourd the cost-hased

terneration theyr recemve fromm the Arency.

In the context of cooperation with infernational organisations o support global pablic
health, it iz important to leverage the sclentifie assessinent perforned by the Urdon avd fo
promaote reliance by thard country regulatory authonties based on the wse of certificates of
tnedicinal products for authorized e dicinal produc ts n the Urdon. Sn applicant may
reguest inde pendently or as part of an application arder the centralised procedure a
scientiflc opinion frorn the Agency for the use of the medicinal product for matkets outside
the Union. The Agency should cooperate with the World Health Organization and relevant
third country regulatory authorties and bodies to issue such seientific opinions.

42y The Lgencymay cooperate with cotapetent authorities of third countries in the context of
peforming its tasks. Such regulatory cooperation should be cohe rent with the broader
econornic relaionship of the Urdon with the third country corcemed, taking account of the
televant international agreerents be tareen the Union and that thivd conntry.
1 hitpe: e wropa ewle uropean-
urdon's tesle wropmenfile sfdocsbodyfoint_staternent and corgaon_appecach 2012 enpdf
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(43 In the interest of public health, mwarke ting authorisation decisions under the centralised
procedure should be taken on the basis of the objective scienbtic cntena of guality, safety
and efficacy of the medicinal product concerned, to the exclusion of economic and other
corsiderations. However, W rober States should be able, exceptionally and femporanily, to
prohibit the use in their territory of medicinal products for human use. Afermmber Shates
showld provide justification for such prohibibon of uae to the Conunission and He

Agenecy.

(43a) The Uhion iz required, pursuant to Arficle 208 of the Trealy on the Functioning of the
European Uhion (TFELD, to take account of development objectives in policies Hrat are
Llely to have animpact on low- and middle-income counbries. Union pharmacewlical
legislation hag a role to play in the reclisation of global public health objecves by
promoting e develppment of efficacions, safe, accessibly, and affordable innovakons
for antimicrobial resmistance, poverty-related, emerging and re-emerging health Hireals,
and negle cled diseases, and other condiions of global public heallh inkerest For
example, ag part of its Prioriy Medicines scheme, the Agency will offer dedicated
support o medicine deve lopmends in the area of neglecled bropical diseases. The
Commission showld conkinae to encourage researcly development and innovation in

areas of maj or global health interest in line with it internafional c ommi ne nis.
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44y The cuality, safety and efficacy eriteria of [revised Divectie 2001723/ECT shonld apply to
tedicinal products authorised by the Undon under the centralised yrocedure | The be nefit-
tisk balanee of all medicital products willbe assessed when they are placed on the market,
and at any other ire the corgpetent anthority deerns appeopiate.

(457 Ivlarketing authorisation applications, like anyother application subrnitled o the bgency,
shonld fiollow the digital by default principle and hence be sent to the Azencvin electronic
forra. Applications should be assessed based on the file subratted bythe applicant in
accordance with the different legal basis provided by [revised Divective 2001E3IEC]. At
the sarne titae, the Sgencyand the relevant cornittees raytake into accommt any
inforrmation that is in its possession. Applicants shall be requested to generally subrdt raw
data, in particular with regard to the clinical triale perforraed b the applicant in order to
erenre a full assessyaent of the quality, safetsy and efficac v of the medicinal product.
However, this obligalion o submit row date showld not be conatrued as obliging the
Ageney and Fe relevant commitiees o examine or malie uge of all sech data during
their scientific assesanent They should retain the discrefion o determine in which cases

such data are relovant and necessany for the purposes of assessing the application.

(25a)  In the contexdt of me dicines development and authorisalion, # is crucial that paricular
altenfon is given bo the composition of clinieal trials, fo engure comprehensive clnical

date and, where appropricle, pender-based equily.
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(déy Directive 20L0WEZET of the European Parliavaent and of the Couneil on the peotection of
anirnals used for seientific purpose & lays down provisions on the protection of ardmals
used for selentific parposes based on the principles of e plac erwe nt, reduetion and
tefiverne nt. Lony study rneolving the use of Ibee anitaals, which provides essential
inforrmation on the guality, safety and efficany of a me dicinal produet, shold take mito
account those peinciples of replaceme nt, reduction and refine ment, where theyr concerm the
care and nse of 1ive andmals for scientific parposes, and shold be optitaized in order to
proedde the rost satisfactory results whilst nsing the mirdromn roaker of ararals. The
procedures of such festing shonld be ondy weed where necesaary and be desizned to aeoid
cansing pain, ;uffering, distress or lasting hatra to andrmals and should follover the svaildble
Sgennyand the International Corenittes for Harrnonisation (ICH) guidelines. In particular,
the rmarketing authorisation applicant and the marketing authorisation holder should take
into account the principle s laid down in Dive ctive 201 0637ED, dnetadine—sharapaadiole
aes-afmving priorily o vew approach e thodologies in place of animal testing. These can
include but are not lireated to: invitro rodels, such as microphysiological syeterns
including organ-on-chips, (200 and 3000 cell culhire models, organodds and harnan stern
cells-hased rmodels; in silico tools, in cherico technologies and anp combination thereaf
or read-across raodels. Wikmale Y, efforis showld be made bo fully replace procedures on

live animals for scientific purposes.

o
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(46a)

i47)

This Fegulation contrilutes to e implementation of the One Health Approach,
stressing the well-established interconnectedness bebween human, animal and ecospshom
health, and the need to inclhude those tree dimensions when addressing public heallh
threats. Environmentalstress and degradation, including biodiversity logs, contribule to
the bransmission of diseases bebween, and Hhe disease burden of, humnans and animals.
In addifion, pollution from active pharmacenical ingredients ne galy el affe obs e
guelly of waters and ecogpstems, causes anlmicrobial resistance o increase rapidly,
posing risks to public health globally.

Procedures shonld be in place to facilitate joint andmal testing, whe rever possible, in order
to avoid unhe cessardhaplisstioseed te sting using live anitnals covered by Directive
20100630ET. Ilarketing anthorisation applicants and rarke ting anthorization holders
shonld make all effirts o rense arirwal stody results and make the results obtaired frorm
arimal stodies publicly available. For abridzed applications marke ting authorisation
applicants should refer to the relevant stadies conducted for the reference roedicinal
product.
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(48]

The surnrvaty of panduct chavac teristics and the package leaflet should reflect the
assezgrnent of the &gencyand be part of its seierdific opimon. The opirion may
recorrend certain conditions that should be part of the marketing anthorisation, for
exaraple on the safe and efficacious wse of the medicinal prodact or on post-authorisation
ohlizations that hasee to be coraplied with by the marke ting authorization holder. Those
conditions may ine lode the requirement to conduet post-authorsstion safety or efficacy
studies or other stodies that ave considered necessaty to optitizs the treatiment, for
exatrple where the proposed dose schemme by the applicant, whilst acceptable and
Justifying a positoee benefit-nsk balance, conld be further optirnised post-anthorisation.
Where the applicant disagrees with parts of the opindon, the applicant rmasy reguest s re-

exarunation.

1497 Dhme to the need fo reduce overall appeoseal titnes for medicinal products, the firne be baeen
the opirdon of the Coraredttes for IWedieinal Produets for Harean Use (CHIVIFP) and the
final decizion on the application for a rearke ting authorisation showld in priveiple be no
longer than 46 days.
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(300 Omnthe bagis of the opindon of the Ageneythe Coreaission should adopt 2 decision on the
application bymeans of iraple wenting acts. In justified cazes the Commission wasyre tun
the opirdon for further e rarnination or desdate in its decision frorm the opirdon of the
Lgeney Taking into account the need to make wedicinal products swiffly available to
patients, it should be acknowledzed that the chairperson of the Standing Corardttes on
Iledicinal Products fior hurnan use will use the sailable mecharnisrns nnder Begulation
{E1N 18272011 of the Ewropean Parliaraent and of the Council'® and notably the possibility
to obtain the corenittee’s opirdon by written procedure and within expeditions deadlines
which, in prine iple, will not exceed 10 calendar days.

1517 Asageneral mle a matketing authonsation should be granted for an unlimited time,
however, one renewal taybe decided onlyon justified grounds related to the safe ty of the
tedicinal product.

] There iz a need to provide for the ethical requirerente of Fegulation (E1T) Mo 336/2014 to
apply to medicinal products anthorsed by the Untor In perticular, with respect to clinical
trials conducted outside the Urdon on e dicinal products destined to be authorized within
the Unior, at the tirme of the evaluation of the application for anthorization, it showld be
verified that these trials were conducted in accordance with the principles equrvalent to
these of Begulation (E1T) Mo 536/2014 as regards the rights and safety of the subject and
the relighilityand robustness of the data generated in the clirdeal trial.

L3 Begulation (E1T) Ho 13272011 of the European Parliament and of the Council of 16
February 2011 laying down the males and general prineiples conceming mechardsmes for
control by e reber States of the Corumission’s exereise ofimgpleme nting powers (O L 55,
2822011, . 13).
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(337 Ewviroreoental risks rav arise fiorm e dicinal peoduc ts containing or cotsisting of
genetically rodified organisras. It is thus necessary o subject such e dicinal products to
an ervitorrnental nsk-assessnent procedure similar o the procedure under Direc trre
20011 2/EC of the European Parliare nt and of the Council™, to be condueted in parallel
with the evalnation, under a single Union procedure, of the quality, safetyrand efficacyof
the rnedicinal product concerned. The ervironrnental risk-assessment showld be condusted
in arcordance with the recpaive wetits set out in this Regulation and in [revised Divective
20017230EC] which are based on the principles st out in Directrve 2001715FEC bt taking
into account the specificities of medicinal products.

1 Dhirectre 200151 2EC of the Ewropean Patliaraent and of the Counedl of 12 Idarch 2001 on
the deliberate release into the ersaronment of geneticall y wodified orgarisme and repealing
Comneil Directree SUZ2EEC (OTL 108, 17.4.2001, p. 1).
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(5 [revizsed Directrve 2001/23/ECT pertuits Ilereber States to teraporarilyallow the use and
supply of unanthorized medicinal products for public health reasons or indradual patient
teeds and that ine ludes e dicinal products to be authonised onder this Begulation. [tisalso
tecessary, that hWlerber States are alloared under this Fegulation to make a e dicinal
produet available for corapassionate use peior to its rarketing anthorisation. In those
exceptional and urgent situations, whete there is a lack of & suitahle anthorsed medic inal
product, the need to protect pablic health or the health of indrvidual petients must prevail
orvet other considerations, in particular the need to obtain a marketing autho nsation and
consguertly, to have available corplete rformation shont the nsks posad by the
mediciral product, including ary risks to the ervirorraent from medicinal products
containing or consisting of genetically modified orgardsrs (GWDs). To avoid delays in
tnaking these products available or uncertainties as regards their statns in certain Wernber
States, it is appropriate, in those exceptional and wgent sitnations, that for a medicinal
produet containing or consisting of GIVIOk, an e reirorene ntal sk assesswent or consent in
accordance with Directrve 2001715/EC or Directive 2009/41EC of the European
Parliament and of the Coune i should notbe a prerecpuisite. Hevertheless, in these cases,
Llernber States shonld irnplerne nt appeopriate rmeamives iz lne with He precaufionary
principle to minirnise foreseeable negattee ervirorrnerntal irapacts resulting from the
intended or urdnte nded release of the e dicinal produc ts containing or cotsisting of GhiDs

inta the ersAronenent.

-
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(53]

(58]

(27}

(i)

For medicinal products, the period for protection of data relating to non-clivdcal tests and
clivdcal frials should be the sarne as that provided for in [revized Divec tive 2001E3ECT.

In ovder to weet, in particular, the legitimate expectations of patients and to take account of
the increasingly rapid progress of science and therapies, accelerated assessmment procedures
should be setup, reserved for medicinal products of tajor therapenfic interest, and
procedures for obtaining condiional marketing anthorisations subject to certan regulaly
reviewahle conditions.

Corapassionate use progrararmes allow for an earlyaccess to medicinal products. Existing
provisions should be reinforced to ensare that a coramon approach is followed, whe never
possible, regarding the criteria and conditions for the cornpassionate use of new mediciral
produe ts under Merber Stated' legislation. Woreower, it is irnportant to allow for data on
such uses o be collected to inform decisions regarding the benefit-risk balance of the
tnedicinal products cone ermed.

It showld be recognised that unmet medical needs alvo exist in the areq of mendal Realth.
Promising medicinal products to address seriows mental health condifons should

thevefore also be conaidered for compassionate wae,
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(381 There is the possibility urder certain cirowrnstances for marketing anthorisations to be
granted, subject to specific obligations or condiions, on 2 conditional basis or ander
exceptional citewrnstances. The legislation should allow under sirnilar cirewrnstances for
tnedicinal products with a standard marketing authorisation for new indic ations to be
authorized on a conditional basis or under exceptional cireurastance s, The medicinal
produe ts authorised on a conditiorial basis or under exceptional circumstances should in
principle satisfir the requirernents for a standard marke ting anthorisation with the exception
of the speeific derogations or condiions outlined in the relewant condiional or exeeptinnal
rnarketing authorization and shall be subject to specific review of the Hulfilme nt of the
rposed specific condiions or oblizations. [t is also understood that the grounds for refusal
of a matke ting authorsation shall applymutatis routandis for such cases.

597 Inpmneiple, ordy one ratke ting authonsation maybe granted o an applicant fora
medicinal produet. Duplicate marketing authorsatio ne should ordybe granted in
exceptional cirewnstances. Whet those exce ptional civeurnstanices arve ho longer present,
notablyas regards the protection by a patent or a supplernentary protec ion certificate in
ore o more Ivleraber States, any pote ntially ne gative effects on markets frorn the existence
of duplicate marketing authorisations should be miniraised theough a withdrawal of the
initial or the duplicate rarketing authorization.
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(a0 Begulatorydecision-toaking on the dewvelopeaent, authorisation and supe rvision of
tnedicinal products masyhe supported byraccess and avalysis of health data, incloding real
world data, where appeopeiate, 1.e. health data senerated ontside of clivdcal studies, and
data generated via in silico methods, much as computational modelling and simulaton,
digital mole cnlay represendabon and mechanishic modelling, & gital bwin technology and
arificial ik Bgence (AI). The Azency should be able to use such data, including +ia the
Diata Avalyeis and Beal World Interrogation Metwork (DARIWIRY and the Earopean
Health Diata Space interoperable infrastuctore . Theough these capabilities the Szeney may
take advantage of all the poterdial of supercormputing, artificial intelligence and biz data
science, to fulfil its randate, without corapromising peveacy rights, The Agency showld
putin place sufficient effe chive and specific technical and organisafional measures to
safeguard the fundamental rights and inleresk of date sulbjects in Ere with Uion Law.
Whete necessary the bgency may cooperate with the competent authorities of the Iletaber
States towards thiz objectne.

(G137 The handling of kealth data reuires a high level of protection against eyber attacks. It 1s
necessaty for the Soency o be equipped with a high level of securty controls and
processes against oyber attacks to ensure that the Azency operates norraally at all irees. To
that end, the Agency should establish a plan to prevent, detect, ratizate and respond to
cyoer attacks so that its operations are secure at all tirnes, whale preventing arny illegal
access to docuraertation held by the Agency.
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(627 Dhme to the sensitive natare of health data, the Agenevshould safeguard ite processing
operations and ensare that the vy respect the data protection prineiples of lawdfnlness,
fairness and transparency, parpose lirdtation, data rinirmisation, acouracy, storage
lirnitatinry integrity and confidentiality. Where the processing of personal data is necessary
for the parposes of thiz Fegulation, such processing should be done v accordane e with
Union law on the protection of personal data. Anyprocessing of personal dats under this
Regulation should take place in accordance with Regulation (ETT) 20165791 and
Fegulation (E1T) 201801 725 of the Ewropean Parliarment and of the Couneil.

(63 Access to individual patient data frow clindcal studies in stroctured forraat allowing for
statistical analyses 1svaluable o assist regulators in understanding the subraitled evidence
and to inforen regulatory decision-raking on the benefit-risk balance of a redic nal
product. The mbrodue tion of such possibilityin the legislation 1s iraportant to Sl stier
erazble data-drtee n bhenefit-risk assesaments at all stages of the Life cyele of'a medicinal
product. Thiz Regulation the refore empowers the Agenc o weguestreceive and uge such
data as part of the assessment of indtial and post-aunthorisation applic ations.

18 BEegulation (E1T) 20167679 of the Enropean Parliarnent and of the Coureil of 27 Lpedl 2016
on the protection of natural persons with regard to the processing of persoral data and on the
free movernent of such data, and repealing Divective P50M48/EC (General Data Protection
Fegnlation) (OJ L 119, 452016, p. 13,

18 FEegulation (E1T) 201271725 of the Ewropean Parliatnent and of the Couned of 23 October
201% on the protection of natoral persons with regard to the processing of personal data by
the Urdon institutions, bodies, offices and agencies and on the free movernent of such data,
and repealing Fegulation (EC) Ho 4572001 and Decision Mo 12472002FC (0 L 295,
21.11.2018, p. 39).
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(6d) For generic and biosiveilar redicinal products, as a general nile, risk manageraent plans
shonld not be dewe loped and subiitted, also considering that the reference mediciral
produet has such a plan; however, in specific cases, s nsk managernent plan for gene ric
and biogirnilar rmedicinal products shndd be developed and subrrdtted to the comwpetent

authomties.

(651 Inthe preparation of scientific advice and in duly justified cases, the Agency should alao
be able to consult authorites established in other relevant Union lezal acts or other public
bodies established in the Trdon, as applicable. These may include expe s in cliniea] trials,
tnedical devices, substances of hoarvay origin or anyother as requived for the provision of
the scientific advice in question.

i66)  Through the Prionity Ivledic ines (PRIWE) schemne, the Agency has gained experience of the
provision of early scientific and regulatorysupport to developers of certain medicinal
products that, based on prelivdvary evidence, ave likely to address an wnret redical need
and are considered proraising at an early stage Df'dmreln:lptmnt Itis apI:m:lpnate to
recoghise this earl v support mec hardsn-in
seagenad For tnedicingl products et bave the potenmi to sionific antly address
patients! unmel medical needs and are expected to be of major inkerest from the point of

view of public health in parfenlar as regards therapeulic innovakion, or are
anfimicrobials addressing antimicrobial resistance or target @ neglected #ropical dise ase
wher they fulfil the eriteria for the schermeasdsdless The Agency in consultation with
the Member States and the Cormmission, $eehowld establish selection criteria for promdsing

medicinal products.
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(=X The Agency, in consultation with the Ileraber States and the Corerrdssior, shonld set the
scientific selection criteria for medicinal produets that rece mee pre -authorisation sapport
with priority to be given o the most proraising developene nts in therapies. In the case of
tnedicinal products for unmet wedical needs, baged on the sclentific selection criteria set
b the Agency, any inte rested developer can subnit I:crelnmna:rj,rmdﬁme to dermonstrate
that the e dicinal produet has the potential o peessde-asa:
waithreepectdo-theaddress an 1dentified wrone t redical need end be ofmajor pub&w health
interest parkeularly regarding s therapeulic innovakion.

(621 Before amedicinal product for harnan use iz anthorised for placing o the market of one or
rnote IWernber States, it generally has to undergo exte naive studies to enswe that it iz safe,
of high guality and e ffective for use in the target population. Howewver, in the case of
certain categories of medicinal produets for huran use, i order to me et unmet medical
needs of patients and in the interest of gblic health, it mavbe necessaryto grant
tnatketing authorisation on the basis of less cotaplete data than is noreaally the case. Such
tnarketing authonzation should be granted subject to specific obligations. The categories of
medicinal products for hurwan use conecemed shold be the e dicinal produr ts, swhedine
ephersrsrmdiosselpaaakstamthat airn at the treatroent, preve ntion or medical diagnosis of
serionslydebilitating or life-theeatenits diseases, or that are intended 1o be nsed in
erergency sitlations in response to public health fheeats.
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[ The Union showld have the reans to carryouta avientific assessrnent of the medicinal
products presented i accordance with the decentralised marketing anthorisation
procedures. Ilorecrer, with a vie wto ensuring the effectse harrmornisation of
adrnivdstrative decisions taken by e reber 5tates with regard fo redicinal products
presented in accordance with decentralised marketing anthorisation procedures, it is
necessary o endow the Urnion with the means to resobre disagres rents be tareen Member
States concerring the gquality, safe tyand e fficacy of e dicinal products.

(10 Inthe event of a sk to public health, the marke ing authorisation holder or the corage tent
authorties showld be able to make ureent safe ty or efficac v restric ions on thelr own
initiative to ensare a swift adaphion of the marketing authorisation to maintain the safe and
efficacious use of the medicinal product by healtheare professionals and patients. Ifa
review 15 launched on the sarme safetyor efficacy concemn addre ssed by urze nt restrichons
initiated byra corapete nt authority, ansy written observations bythe marketing anthorisation
hiolder shonld be considered in that review to avold duplication of asse sswe nt.

(717 The tenns of a marketing authorisation for a medicinal peoduct for harean use maybe
varied. While the core elernents of avariation ave laid down in this Fegulation, the
Corardssion shonld be ermpowered to cormplere nt these elementsbylaying down futher
hecessaryelements, to adapt the syetern fo technical and scientific progress, and to ermploy
digitalisation reasures to etsare that e cessary administrative barden is avvoided for
rnarketing authorization holders and cormpetent anthorities.
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(Fla)  Competent quthorities should have the power to evalualk addiional evidence that may
affect the bene fit-nisk balance of medicingl products, bepond what is provided By
marheing quthoraztion holders. When justfied, competent quihoribies may recommend
that the marketing authorisaon holde rvaries oo ks of ils markating authorisation.

(7127 Toawold unne cessary admindstratiee and financial barden both for the phannaceutical
indnstry and the corapetent authorities, cerfain steardining measures should be
introduced. Electronic applications for marketing authorisations and for variations 1o the
terrns of the marke ing authorization shonld be mwade possible.

13 Tooptraise the use of resources for both applic ants for marketing anthorisations and
corapetent authorities assessing such applications, a single assessment of an active
substance master file should be introduced. The onteome of the assessrment shonld be
issued through a certificate. To avoid duplication of assessraent, the use of an actrve
substance master file certificate should be mardatory for sdheeguent apgplications or
matketing anthorisations for medicinal products for haraan nse containing that actrve
substance from an active substance master file certification holder. The Comdssion
shonld be ermpowered fo establish the procedure for the single assesament of an active
substance raster file. To firther opfitnise the use of resoree s, the Corunission should be
etapowered to extend the certification scherme to additional quality master files, e.g. in case
of novvel excipie nts, adjwrants, radiopharmacentical precursors and active substance
intermediates, when the intermnediate is a chetnical active substanee by itself or used in

corjugation with a binlogical substance.
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(73]

)

Ina sitnation of pablic health ernergency, it is of major interest for the Union that safe and
efficacions rmedicinal products can be developed and made available within the Union as
soon as posaible. Lgile, fast and streamlined processes are of the essence. & range of
tneasures already exists at rdon level to facilitate, support and speed up the development
of atd granting rarke ing authorizations for treatme nts and saceine s during a public health

BTHETIENCY.

It is corsidered appropriate to also have the possibalityfor the Corrnission to grant
ternporary erne rgency matketing authorsations to address public health emmerzencies.
Termporary erne rgeney atketing authorizations rmaybe granted proedded that, having
regard to the circwrnstanees of the public health ernerzency, the berefit of the irenediate
availahility on the market of the wedicina produst coneermed outweighs the rgk inherent
to the fact that additional comwgrehe nsive guality; non-clindeal, clivical data way shllbe
reguired. & teroporary e merge ney matketing authorsstion should be wvalid onlyduring the
prblic health ewergency. The Corarnission showld be giver the posshility to wary, suspend
ot revole such marketing authorisations in order to profect puablic health or when the
marketing authonzation holder has not corgplied with the conditions and obligations set out
in the teraporary erne rgency marketing anthorisation.
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(Faa)  Ttisapproprigte to have in place transparency measwres and standards re garding the
Agency's re gulatory aehivibies in relabon to medicinal products, n parbicular those Huat
recew e @ lemporan emergency marketing quthorisalion. Thase measures showld ieluds
the timely publication of all relevant information on centrallp approved me dicinal
products.

(77 The developrnent of antiraicrobial vesistance 1za growing concern and the pipeline of
effective antirnicrobials is chstructed due to a market fathuwe wherely anfimicrobial
research and development (D) is hampered by the Iow commercialvalue of the
anfimicrobial medicinagl product market Tt is therefore necessary to mainiain e efficacy
of exising anbmicrobials for as long as possible and to consider @ muember of new
tneasures to proraote the developene nt of priority antivddcrobials that ave effective against
artiricrobial resistance and to support unde Hakings, often SWEs, and nob-for-profit
erdifies which choose to irevest in this area. JHis equally necessary to support research and
development of novel anlmicrobials including throwgh e establishment of subscriphon
models. Such models delink the volume of antimicrobial sales from the reward received,
in parbeular through voluntary joint procurement and can help overcome such market
Failures Such measures showld facilitale e development of clermative breabmends, such
as bacteriophages, which can be effective againgt mulfi-dnig resistant bacteria and can

be wsed a5 an allemakive treabnent or bogether with antibiotics.
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(77a)  FHebictamce to invest in the development of antimicrobials exists in part because the
develppment of anfmicrobials i costly and many developess, often SMES cannot afford
to proceed do the nexd slage of development. Addiionally, when an anfimicrobial is
develpped, the marliotic naberally Bmite d By virtue of the need to use antimicrobials
prudently. Therefore, i iz necessany bo congider further Dhion level aclon to support the
development of anfimicrobials and address exdsbingmarket failures Accordingly, a
volurtany subscriphon model for $he joint procurement of mibimicrobials showld be
develope d to ensure Fuat a market exdsts for developers Boat de inlis volumes sold from

papment receied

78y Tobe considered a “pricrityantirnicrobial’, a medicinal produet should represent a real
achrarice rent againet antivaicrobial resistanice and should therefore bring foreard non-
clivdcal and clinical data that underpin a significant clinieal benefit with respect to
antirnicrobial resistance. When assessing the conditions for axtibiotics, the Agency shall
take into account the prioritisation of pathogens as regards the risk of antirndcrobial
resistance provided for in the “WHO priority pathogens list for Ré&asapD) of newr
antibiotics”, specifically those listed as priority | (eritical) or priontyd (hizgh) or incass
there 15 an equiralent list of priomty pathogens adopted at Undon level, the Agzency should

take suck Urion list into account s a priotsy
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(797 The creation of a voucher vewarding the deve loprae nt of priomityr antireicrobials theough an
addifional year of regulatory data protection has the capacity to provide the needed
finarcial support to deselopers of priority antirnic robials. Howeser, in order to enewe that
the financial reward which is wtirmatel vhorme by health svsterns i mostly absorbed by the
dewveloperaf the priotyantinicrobial and not the buser of the woacher, the namber of
available wouchers on the rnarket shodd be ke pt to & mindeora. It 1s the refore necessary to
establish strict conditions of granting, transfer and use of the voucher and to futher ghve
the posability to the Coramission to revole the woucher under certain cirourastances,

(200 & transferable dats exclusivityvoucher should ordybe available fo those antiraicrobial
products that bring a sigraficant clinde al be nefit with respect to anbirnicrobial re sistance,
and which have the charae teristics described in this Regulation. It is also necessaty to
ersnre that an undertaking which recemres this incentre 1sin forn capable to supply the
medicinal produet to patients across the Union in sufficient quantities and to prosade
information on all funding receiwved for research related to its deseelopevent in order to
provdde a fiull aceount of the divect financial support givern to the medicinal prodoct.

(217 Toersure a high level of tansparency and corplets inforrmation on the econode effect of
the transferable data exclusivitywoueher, notably as regards the nsk of overc orapensation
of irmestime nt, a deweloper of a priority antiricrobial 1s requived to provide information on
all divect financial sopgport recetved for research related to the developenent of the priority
antirnicrobial. The declaration should include divect financial support recemred from any

gonrce worldwide.
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(327 & transfer of awouchker for a priority antivdcrobial maybe conducted byzale and map only
be transferred onee. The value of the transaction which rmavhe monetary or othenaise
agreed between the buyer and the seller, shall be made public so as to inforr regulators
atd the pablic. The identity of the holder of a vouc her that has beer grante d and not wt
used showld be public Iy known at all time s 50 as o ensure a maximan kesel of
travspatenc v and tust.

(83 The provisions related to transferable data exclusivatsvouchers shall be applicable fora
specified period from the entry into force of this Fegulation or until a reac iraarn moraber of
vioue hers are granted by the Corgnission in ovder to Lt the total cost of the measue to
Dlermber State health systerns. The lirated application of the e asure will also peovdde the
possibilityto assess the effect of the teamwe in addressing the rearket failure in the
developrrent of new antirnicrobials addve ssivg antirnicrobial resistance and assess the cost

ot natioral health systerns. Such assessrment will proside the necessarylnowledgze fo
decide whether to exterd the application of the rmeasure.

(24 The period of application of the provisions on transferable exclusivityvouchers for priority
artiraicrobials and the total nuwber of wouche rs mavbe extended by the Parlisvaent and
the Couneil upon proposal by the Coroission on the hasis of the ex perience acopured.
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(83 Where the Coronission considers that there are reasons to believe that a raedicinal product
conld present a potential serions nisk to hoawan health, a scientific evaluation of the
medicinal produet should be undertaken by the &zency, leading to a decision whether to
tnaintain, vary, suspend or revoke the raarke ting authorsatior, and taken on the basis of an
orverall henefit-risk assesament. The Corunission mayalso act on a centralised marketing

authorisation whete the conditions attached to 1t are not complied with,

236 ledicinal products for rare diseases and for children should be subject to the sarne
provisions as anyother medicinal product concerning their quality, safety, and e fficacy, for
exaraple for what concerns the marke ting authorisation proce dures, the phiarnac ovizilance
edd quality;, and environme ntd risk avesmnent requiternents. However, specifie
teguiretne nis also apply to ther. Such reguirernents, which ave curre rtlvde fived in
separate legislations, should be integrated in flas Fegulation m order o exsure claityand
cohereneyof all the measures applicable to these medicinal products.

137 Somwe orphan conditions ocour 2o infreguently that the cost of deve loping and bringing to
the market a redicinal product to diagnoss, prevent or treat the condition carmot be
recovered biyrthe expected sales of the medicinal product. Howeser, patients suffering from
rare condiions should be entitled to the sarne gqualityof treatrnent as other patients; it is
therefiore necessary to stitnulate the research, developrnent and placing on the market of
appropriate e dications by the phatmacentical industry
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(B8]

(58]

(20)

Regulation (EC) Mo 14152000 of the Europe an Parliament and of the Couneil™ has proved
to ke successinl in boosting dewe loprve nds of orphan e dicinal produets in the Trdon,
althowgh more progress iz needed, as a maorly of rare diseases are sl without an
authorized treatment;, theve fore av action at Union level remaine preferable to

ure oordinated me asures by the Member States which ma sy result in distorbions of
cotnpetiion and barriers to intra-Union trade.

The oper and transpare nt Urdon peocedure for the designation of potential rmedicinal
products as orphan medicinal products established by Regulation (B2 Mo 1412000
shonld be maintained. To increass legal clarity and sitaplificatiny, the specific legal
provisions applicable to these medicinal products should be tegrated in this Regulation.

Ohijective criteria for the orphan desighation based on the prevvalence of the Life-theeatening
ot chronically debilitating condition for which diagnosis, prevention or treatreent is sought
atd the existence of no satisfactory rmethod of diagnosis, prevention or treatment of the
condiion in guestion that has been anthonsed in the Tnion shonld be maintaired; a
prevalence of not more than fove affected persons per 10 000 is generally regarded as the
appropeiate threshold. The orphan designation criterion ot the basis of ve tom on
irvestine nt has been abolished, since 1t has never been used.

e Begulation (EC) Mo 14152000 of the European Parliament and of the Couneil of 16
Cecernber 1999 on orphan redicinal products (OF L 15, 22.1.2000, . 1.

A3H6/26
LNNEX

)|
LIFE.> LIMITE EN

7424/26 ADD 2

LIFE.5

www.parlament.gv.at

52
EN


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

(1)

(52)

The criterion for orphan desigration based on prevalence of a disease rnay howeser, not
be appropeiate to identifyr rave diseases n all cases. For exaraple, for conditions which have
a short duration and high mortalitsy, measwing the roomber of people that acyuired the
diseage duwring a specific tire period would better reflect 1 it is rave within the meaning of

this Fegulation than reasming the rraber of people who arve “affected barit’ in a specific

rootnent DfﬁIﬂE_ UTEIE I HOMOCT O L e T T 4

With the aimm to better identify only those diseases which are rare, the Corrrission should
be ermpowered to supplernent the desizhation criteria biva delegated act if the v are not
appropriate for certan conditions due to scientific reasons and on the recornendation of
the Ageney. Inaddiion, the designation criteria require roplerme ting measures o be
adopted by the Corgnission.
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(937 If'a satisfactory method of diagnoss, prevention or treatme it of the condition in question
has alreadybeen anthorized in the Uninry the orphan medicinal peoduct will have o be of
sigraficant berefit to those affected byrthat conditior. In this conteat, a medicinal product
authorzed in one Mletaber State is generally deetned as being authorised in the Urdon. It is
not nece ssaty for it fo have Undon authorization or to be authorise d in all Bermber States to
be considered as a satisfactory method. In addiion, coramonly used tosthods of diagnosis,
prevention or treatrent that are not subject to a mwarke ting authorisation mayhe congidered
satisfactory if the re is scienbfic evidence of their efficacyand safety Incertaim cazes,
medicinal products prepared for an indmidual patient in a pharmae waceording to a medical
prescription, or according to the prescriptions of a pharacopoeda and mtended to e
supplied direcflyto patients served by the pharmac v, maybe corsidered as sabsfactory
treatrment if the v are well known and safe and this 15 2 general practice for the relesant
patient population in the Tniom.

(34 The corapetence to designate a medicinal product ag an orphar medicinal product, in the
forrn of a decision, is accorded to the Agency. This iz expected fo facilitate and expedite
the desiznation procedure, while ensaring high level of scierdific experise.

95y In order to meite faster anthorisation of desizrated orphan medicinal products, the walidity
of orphan designation has been st at seven years, with the possibilityof e xtension bythe
Lgeneyunder certain specified conditions; the orphan desighation rmaybe withdrawn at
the request of the orphan medicine sponsor, who provides @ reasoned justification for e
withdrawal reguest. The Agency makes e reasoned jushfication for the withdrawal
reguesh when provided by the sponsor, publicl available.

366826 a3
ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 54

LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

(PE)

(7

(PE)

(99}

The Agencyis responsible for desighation of an orphan e dicinal peoduct as well as for
the setting up and maragement of a register of desiznated orphan medicinal products. That
register should be puablicly available and the minimnin data which should be ineluded in
the register have been specified in this Regulation with the e tapoarerinent for the
Corarndssion to armend or supple rment this databya delezated act.

Spongors of orphan medicinal products de sighated under this Regulation showld be entitled
to the full bene fit of incenttres granted by the Undon or by the Ilermber States to support
the research and desreloprnent of medicinal products for the diaghosis, preve niion or
treatrment of such corditions, including rave diseases.

Patients suffering fiom orphan condiions deserve medicinal products of the sarne quality
safetyand efficacy as other patients; des gnated orphan medicinal products shoald
therefore be mbraitted to the norral evaluation process carred out by the Comenittes of
Lledicival Products for Hutnan Use for the applicant to obtain ess marketing anthorisation
for thase indicakions which fulfil the criteria for orphan mediemelpraduehdon mmalion,
while a separate marke ting authorsation maybe granted for indications not fulfilling the
criteria of an orphan medicinal product. Thoge merketing authorisations should be
considered as belonging to the same global marlelng authorisahon.

& wast percentaze of rare diseases remains without freatraent with research and
developrnent clustered in the areas where profitisbetter assred. Therefore, there 5 a need
to target those areas where research is mostly needed and where ivestroents are most
tiskyr.
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(1007 Orphan raedicinal products sddssasi—ahiak
breakthrough orphan medicinal producks when Hep prevent, diagnose or treat conditions
where-edkes 1o other method of presention, disgnosis or teatinent essteesimek

peieak 1 @ COMSLEET e (18

adaledst and result in @ clinicelly relevant reduction in

dizease mm’r:uldlt_':,r or mn:urtalltj,rf'nr the relevant patient }:npulatnmhaﬂd-eaﬂma-th&t-eﬂy

1101y Expenence since the adoption of Regulation (EC) Mo 14102000 shows that the strongest
incenttve for industyy to ireve st in the developrment and raking available of orphan
medicinal products is where there 1z a prospect of obtaining matket exclusmity for a cerfain
rrnber of years during which part of the irsestnent might be recovered. In addition to the
periods of taarket exclustvity, orphan reedicinal peoduc ts will benefit fror the periods of
regulatory protec ion set out in [revised Directrve 2001583/EC], e lnding the
prolongations of regulatory data peotec ion. Howeseer, where an orphan medicinal prodoct
ohtains an addiional therapeutic indication it will bene fit ondy from the prolongation of

rnatrket exclusvaty.
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(1023 Inorder to incentivise research and dewelopeaent of breakthrough orphan e dicinal
produs t-addsesssatamk-mesretseaeds, 10 ensure market predictability and fo ensue a far
distribution of ince nirves, a modulation of market exclusisityhas heen introduced,
breakihrough orphan medicinal productseddeeesizg Foohureaes b raedical nesds benefit
frorn the longest rarket exclusmaty, while marke t exelustvity for well-established use

orphan medicinal products, reguiring less irvestment, is the shorlest. In order to ensure
increased predictability for developers, the possibilityto review the eligibility criteria for
rnarket exclusvity after six sears after the marketing authonsation has been abolished.

108y Tomadmise e potential benefit of chinical research, conbtinued exploraion of new

indications for orphan medicinal products showld be encowraged. To reward regearch
into and developraent of rew therape ntic ndications, an additional perniod of one wear of
matket exclusivity is provided for a new therape utic indication (with a maxiroom of teo
indications).

(1053 This Regulation include s seve ral provisions aiteed to avold notjustified benefits being
dermred fromm the market exclusivityand to rmprove accessthilityof medicinal products by
ensuring faster enty of generics and biosirdlars, and sirndlar medicinal products on the
tnatket. It also clarifies the conowrence of market exclusivitywith data protecion and
defines sitiations when a sivailar redicinal product maybe granted a marketing
authorisation, despite the ongoing market exclusmeity,
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(F05R)

1 106)

In addiion, the EITz strate gic objective for rare diseages is to improve patient access b
dizgnosis, wformation, and care. FI achions build on o supporbee policy frame work
that encourgges nakonel plans and collaborative offorts among Member States. Tt has
established Furope an Feference Networks connecting healthe are providess across
Furope to share experfize and provide consultafons for patients suffering from rare
digeases Funding is provided Yhrough programs Rlie Horizon Furope b support
research on rare diseages. Moreover, efforls are made to enlance pakient registries and
diata collection o support research and mprove knowlsdge on rare diseases.

Addi Bonally, the Furopean Heelth Dela Space iz set o have a transformabve impact on
research, parficularly for rare diseases. It will draw on e work of the European
Platform on Fare Diseases Fegistraion, o address the isme of fragmentaion of patient
dita geroas Furoge. In 2024 the Commission launched a new 7pear research
parinership, the European Fare Diseases Research Alllance for beller prevention, better
dizgnosis, and beBer freabnent of rare diseases. With these conprehensive set of achons
the Ellgims o improve diagnosis, freaknend, and gualily of Bfe and to belter meet the

unmet needs of people Bring with rare diseases and their carers.

Before a medicinal product for harean use is placed on the rarket in one or more WE mber
States, it has to have undergore extenstee studies, ineluding non-clindcal tests and clinical
trials, to ensure that it iz safe, of high quality and effective for use in the target population.
It is irnportant that such studies are unde rtake n also ssén the paediatric popalation n order
to ensure that e dicinal produc ts are appeopriately authorised for use in the paediatric
popalation, and to irmprosee the indormation available on the ws of medicinal products in
the warious paediatric poplation. It is also nportant that medicinal products are presented
in dosages and forrmlations adecuate for the wse in children.
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(107

1 10%)

1109)

Therefore, the developraent of raedicinal products that conld potentiallybe used for the
paediatric pojpulation should becore an integral part of the deve lopene nt of e dicinal
products, integrated into the deseloprent prograramme for adnlts. Thus, paediatic
lmvestigation plans should be subrnitted eatlyduring medicival product developenent, in
tirne for studies to be conducted in the paediatyie population, whers appropeiate, before
mnarketing authorization applications are subruitted.

&3 the developrment of medicinal products is 4 dynarmic process dependent on the result of
ongoing studies, in certain cases, for exataple when lirited irformation on the medicinal
products are availdble becanse the medicinal products ave tested for the first ime in fhe
paediatic popalatior, a specitic procedure allowing to progresstvelybuild up 4 paediatye
lrvestigation plan should be gt in place.

Dharing puablic health erne rgencies, in order not o delay a prozapt authorsation of a
tnedicinal product intended for the treatrient or the prevention of a condition related to the
prblic health emergency, there should be a posability to teraporarilywaive the

re guiretne his conc erring paediatic studies to be subraitted at the rmoznent of marketing

anthorisation.
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(1107 Inorder to not endanger the health of childre n and awvoid to expose thern to unnece ssary
clivdcal frials, the obligation to agree and conduct paediatric stadies in claldren should be
walved whern the medicinal produet is likely o be neffective or unsafe in part or all of the
paediatric popnlation, the specific e dicinal product does niot represent a significant
therapeutic henefit over existing methods of dlagnosis, prevention or treatments for
children or the diszase for which the medicinal product iz intended occurs only in adult
poplations. Meve rtheless, ischalactcaneif on the basis of existing scientific evidence,
the rnedicinal product due to tsssedesaba= mecharaam of action is-sspestadtats
efebreagaimet relovant for a different disease or condibon i the same Rerapeutic
@req in childrer, the obligation showld be maintained.

(111} Toersure that research in the pae diatric popalation is only cotducted to reet their
therapentic needs, the Agency shonld agree and make public liste of waners for me dicinal
produe ts and for speeific medicinal produets or for classs s or part of classes of medicinal
products. Be knowledge of science and medicine evoles over titne, provision shold be
made for the lists of watvers fo be amended. Howeseer, i’ a waiver 13 revoked, that
reguirerne vt should rot apgplsy for 2 gien period in order o allow tire for at least a
paediatic irvestization plan to be agreed and studies in the paediatic population to be
initiated hefore an application for marketing anthorsation is subritted.
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(112}

1113)

(114

1115)

(11é)

With a view o ensuring that research iz conducted ordywhen safe and ethical and that the
reguirerne nt for stody data in the paediatric population does not block or delay the
authorisation of me dicinal products for other poplations, the Azencyraay defer, based on
seientific or bechnical grounds or congideralions related to public health, the initiation or
cotopleion of sore or all of the measures contained i a paediatic rwestization plan fora
lirnited period of ime. Such deferral shonld be extended orly in dulyjustified cases.

The possibility to modify an agreed paediatrie restization plan should be foreseen when
the applicant encounters such difficulties with its implerventation as to render the plan
wroworkable or no longer appropriate.

The Agency, after consultation of the Corenissionand of interested parties, shold draw
up the details of the content of an application for agreement of a pasdiatric e stigation
plar, for its raodification, for waners and for deferral requests.

For raedicinal produets intended o be deseloped for use oxlyin children which wonld be
developed indepe nderdly fror the cwrerd provisions, siraplified defails of the paediatric
revestization plan shonld be required.

To ensure that the data supgorting the marke ing authorisation concerning the use of 2
medicinal product in children to be authorized under this Begulation have been correctly
developed, the Corntnittes for Medicina Products for Hurman Use should check
corapliance with the agreed paediatic trevestization plan and anywaivers and deferrals at
the walidation step for rmarketing authonzation applications.
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(Tlaa) Member Rates and markefing authorisaion holders should operate q
pharmacovigance spskem to collect informabion that s useful for the monitoring of
medicinal products, meluding nformation m suspected adverae reqachions arising from
uae of @ medicinal product within the terms of the marieting authorisation as well as
From uge oulside the terms of the marketing authorisolion, including off-label use,
verdose, misuse, abuse and medication errors by palends and healtheare professionals.
Mistakes in the prescribing, dispensing storing, preparaion and administration of a
medicing are common Ypes of medic abon ervors. Suspected adverse reactions showld be
recorded and reporled by Member Shates andmarke bing culhorisakons kolders to the
Eudravigilance datebase for Yhe monitoring of safely of medicingl products. The reports
showld be part of the continuous evaluabion of the benefit-risk balance of the medicinal
producks. Swenmaries of data relevant to e benefit-risk balance showld be incleded in
peniodic safety update reports. Marketing authorisafion holders should alzo record and
report information on qdverse reaclons ocourring in the contexd of post-authorisaion
shudies, ineluding post quthorsafion shudies in specific populabons such as children, for
evaluation of the benefit-risk balance.

117y Free scientific advice should be peovided by the Bgeney as an incentnve to sponsors
developing rmedicinal products for the paedistrie popalation.
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(112} To provide healtheare professionals and patients with infornation on the safe and effecte
use of medicinal products in the peediatric population, the reslts of the stodies conducted
in accordance with a paediatie irsestigation plat, independs ntl from the fact that they
support or niot the use of the reedicinal peoduct in chddren, shonld be included in the
surrrnary of product characte ristics and, if appropriate, i the package leaflet.

(119 Tosustain the developraent of novel, paediatric only indications frorn anthorised mwe dicinal
produe ts xo longer covered by indellectual property rights, it is necessary to establisha
specific type of marketing authorisation, the Paediatric Use Ilarketing Authorisation, &
Paediatric Uze harketing &uthorization should be granted theough existivg matketing
authorization proce dures bt shoald apply spe cifically for redicinal products deseloped
exclushve by for use in the paediatie popalation. It should be possible for the name of the
tedicinal product that hasbeen granted a Pae diatyic Use Ilarketing &uthorsation to retain
the existing brand narne of the corresponding medicinal product authorised for adults, in
order to capitalise on existing brand recogrdtion, while bene fiting from the regulatory

protection associated with 4 new marketing anthorization.

(1207 Anapplication for a Paediatric Use Ilarkefing Authorisation should include the subrission
of data concerning use of the medicinal product in the paediatie population, collected in
accordance with an agreed paediatiic rvestigation plan. These data mavybe dertved from
the published literature or from new studies. An application for a Pardiatric Use Narketing
Luthorisation should also be able to refer to data contained in the dossier of a medicinal
produe t which is or hasbeen authorised in the Union. This is idended to prosdde an
addifional incentive to enconrage SMEs, inclnding geveric companies, to develop off-
patent redicinal products for the e diatric pogpulation.
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(121}

(1220

1123)

1124)

Some paediatiic e stization plans waybe discontinned due to variows reasons despite
possible positee results for the treatwent of chaldren obtained frora the studies alread sy
corducted. The information of such discontinuations and their reasons should be collected
by the Lgencyand made pablic in order to inforn eventual third parties who mayrbe
interested in continuing the aborse-me ntioned studies.

To increase the transpare hey on clindeal trials conducted in children in thivd coartrie s and
referred to in & paediatric nestigation plan or conducted frorn a marketing authonsation
holder inde pendently from a peediatric e stigation plan, mfonmation on these clindcal
trialz shold be ivcluded in the Euvopean clivical trial database created by Regulation (ETT)
Mo 53672014

The surareaty of the results of all the paediatric clirdeal tials ineluded in the European
clinical trial database created by Begulation (EIT) Mo 53652014 shiould be raade pablicly
availahle within & wonthe after the end of the clindcal tials unless this is not possible for

Justitied arientific reasons.

To discuss prionty in medicinal product developenent, in partienlar in areas of unmet
tnedical need for children and to coordinate studies relating to paediatric medicinal
products, the Bgencyshould ==t upa Ewropean netaork composed of patient
representative s, academmics, medicines deselopers, rvestizators and research centres based

in the Urdon or in the Ewropean Econormic Lrea.
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(1251 Union funding should be peovided to cower all asyects of the work of the Agenc v resulting
from paediatric related actmvities, such as the assessent of paediatnc irvestization plans,
fee wabre s for seientific adwice, and inforenation and transparenc vineasures, including the
databage of paediatric stadies and the ne tarork.

(126)  Itisnecessaryio take meamues for the supervision of medicingl products authorised by the
Uniom, and in particlar for the intensive supervision of undesivable effects of these
medicinal products, erd e collecon of real-world date within the framework of TTnion
pharmacovigilance activities, so as fo ensure the rapid withdrawal frorm the market of any
tnedicinal product pee e nting a negative benefit-risk balance under nonwal conditions of

1I5E.

127y The main tasks of the Szeneyin the area of pharmacovigilance laid down in Regulation
(EC) Mo 72652004 should be mairdained. This includes the ranagernent of the Undon
pharrmacovigilance datdbase and data-processing network (the “Endravigilance datdbase ™),
the coordination of safefr announcernents by the Ivkraber States and the provision to the
pblic of information regarding safety issues. The Endravigilance database shouldbe the
single point of receipt of phartnac ovigilance irdormation. Ilerber States should the refore
not irvpase anyadditional reporting requirernents on marketing authorsation holders. The
databage should be fill v and perraanently accessible to the Member States, the Azenctyand
the Comenizssion, and arcessible to an appropriate extent to marketing anthorisation holders

and the pblic.
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(122} Toerbance the efficienc v of market swweillance, the Age ey should be responstale for
coordinating Ivleraber States’ phanvac ovigilance actratics. & waraber of provisions are
reguired fo puat in place stringent and efficient pharmacosdslance procedures, to allow the
corapetert authority of the Dletnber State to take provisional e rge ey me asures,
including the introduetion of arnendime nts to the radse tng authorization and, finally, to
petit a reassessinent o be made at anytitne of the risk-benefit halance of @ medicinal

product.

(1297 Scientific and techriological progresses in data analytics and data irdrastiue tove are
essential for the developrient, authorisation and supervision of wedicival products. The
digital transforrmation has affected regulatory decision-traking, making it raore data-driven
and roaltiplying the possibilities to access evidenee and real-world data, across the life
ciele of a medicinal produet. This Begulation recognises the Sgenev's experienee and
capacity to access and avalyee data submitted inde peridently fromm the rarketing
anthorsation applicant or marketing authorisation holder. On thishasis, the Lgency should
take iratiative to wpdadarec ommend the marketing cutiorisaion kolder tovary the
surrrnary of product characte ristics in case new e ffcacy or safety dats has an impact on the
berefit-risk balance of a mediciral product, without excleding olier actions that the
competent authorly may bale.

(1307 Itizalso appeopeiate to erdiost the Corindssior, in close cooperation with the &gencirand
after consultations with the NEmber States, with the task of coordinativg the execution of
the warioms supervisory resporsbilitiesvested i the Member States, and in particular with
the tasks of providing infbrrnation on rmedicinal products and of checking the obee reavce
of good manufae turing, laboratory and clinical practices.
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(131}

(132}

[t iz nece ssary to provide for the coordinated implerne ntation of Union peoce dures for the
tnatketing anthorisation of medicinal products, and of the marketing anthorsation
procedures of DMerber States which have alreadyrbesn harmonised to a corside rable
degree by [revised Direc tive 2001/E3/EC].

The Union and Wleraber 5tates have developed a sclenbific evidence based process that
allows corape tent authorities to deterrnire the relatire e ffectivene sz of new or existing
medicinal products. This process focuse s specifically on the added wwalue of a medicinal
product in coraparison with other new or existing health tectenlogie s Howeser, this
evaluation shonild not be condue ted 1n the context of the marketing anthorisation, for which
itis agreed that the fundarne ntal criteria shondd be retained. Tt is nsefial in this respect to
allow for the possihility of gathe ving information on the methods used by the W mber
States to deterrnine the therapentic benefit chtained by each new medicinal product.
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(133)

—Foamitlartnatr ot e prorvlde a structured context for
experitmentation ander @ cﬂn#ﬂﬁedﬁameworh o enable where appeopiiate ina real-
world ersarontre nt the testing of inmovattee technologies, products, serviees or approaches
—at the romwent especially in the context of digitalisation or the ns of artificial

intellize noe and machine learrang in the Lfe cyrle of medicinal products from dimg
dizcovery, developene nt to the adrairdstration of medicinal products — for a limited tirne
and ina liredted part of a sector or area under regulatu:urj,r supe rvision ensuting that

a ppropriate safeguardsarempl&ce In se-aanahisicns

stczﬂz.',ps showld have the pu.sszba.!’a!y to pﬂmcapate in regulatory sandhoxes era-cam-tar

et frere by they can, ag relevant

contribute with their knowhow and experience.
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(133a) The Compmizsion should be empowered bo establish a regulatory sandbox, based on the
recommendation of $ee Agency, when the developmment and aubhorisetion of an
innovative medicinal product or category of me dicinal producls cannot be aohieved
under the requireme nts applicable to medicinal products, due to methods related to those
medicinal products or Yhely inherent scienkific or technical charackerishics. Aregulatory
sandbox fecilitates the development, validation aud teshn g of the innovatwe element of
the medicinal producks under the supervision of e Agency and naional re mulators
while allowing, where necessany and justified, the adaphon of the regulatory
reguirements for Yhose medicinal products. However, such adaplations should enswre
that the principles of gualily, safely and efficacy of me dicinal products set in e Union
legislation are respected. Fegulatory sandboxes can also benefit pafients’ access to
groundbrealiing new therapies withoul compromizing the skandards of gualiyy, safely
and efficacy. The outcome of regulatory sandboxes should guide the Commission in
assesmng if an adapted frame work for the medicinal products in gueshion is appropriote
and showld be pursued

(134 Inthe area of medicinal products, a high level of protecion of inter alia citize ns,
consurners, health, as well as legal certainty, a level playing field and fair cornpe tition
always need fo be ensured and existing levels of protection need to be respected.
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(135)

The establishrae nt of a regulatory sandbox should be based on a Corredssion
implemmenting Decizion, following a recorune ndation of the Sgency. Such decision should
be based on a detailed and comprefensive plan oufliang the particularities of the sandbozx
ag well ag describing the products o be covered. & regulatory sandboy shonld be Lirndted in
duration and ssesonld be terminated at anytizne based on public health considerations.
The Jesaszlaarnings stermrning from a regulatorysandbon skesdtdmdormmare capable of
informeing future changes to the legal framework to folly ivte grate the paricoular innovative
aspects into the redicinal product regulation. Where appropriate, adapted frameworks
#rwonld be developed by the Cornmmission on the basis of the results of a reglatory
satdbozx. Merketing @ubhorisalioms under @ sendbox should ensure that the principles of
gualiyy, safety and efficacy are respected under this Fegulation and [revised Direchve |
The re gulatory sandbox showld nat affect the supenisony and correclie powers af the
competent authorifes and the lability of the parficipants, such ag clinical trial sponsors,
marketing authonsation holders, applicands for marketing authorisaion, or any enkfes
i olved in the Bfecycle of e medicingl product.
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(136)  Shortages of medicival products represent a growing threat to public health, with potential
serions risks fo the smeoolh funchoning of the imbernel marlet, as well as the health of
patients in the Union and itnpacts on shedheir nzhtefpabesds o access appropriate
tnedical treatraent, incliding longer delaps or interruptions in care or therapy, longer
perods of hospialisal o, increased risks of exposure to falsified medicinal products,
medic alion errors, adverse effects resulling from the subshufion of vnar ailable
medicinal products with allernative ones, significant pspcholo ol distress for palients
and mereased costs for healtheare spsterms. The root canse s of shortages are
rultifactoral, with challenges identified along the entive pharrnacentical value chain, from
guality and marafactoring probleras. In particalar, shortages of me dicinal products can
remilt frorn supply chain disaptions and salne rabilities affecting the supply of key
ingredie nts and cormponents. Member Sades, depending on Heir situation, have
addressed this in different ways. Due to a lack of coordination of me asures taken at
national level these offorts remulted in a fragmented response jeopardigng the
apailability of me dicines aoross e European Thion. Increased coordinehon is
therefore—et-rmmedee i
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(13oa) Mdore often than in the past Member States experience crifical shortages of various
wmedicinal products, meluding certain antimicrobials, endangering e health of pabents
and risking the development of antimicrobial resistance. Thoge crifical shorlages of
anfimicrobials are the result of o multiplicidy of factors, eluding changing infecion
patherns, which skbrongly increages demand, O the supply side, the long lead Haes
needed bo boost produckon makes & difficult bo respond guickly. This experience

wnderlnes the need for a dedicated effort from all actors to address the issue of crifical
shortages.

(137 Toachieve a better security of supply for medicinal products in the infernal market and fo
confribute the rebiy to a high lewel of public health protection, it is appeopriate to
approxitate the miles on merdering and reporting of supply disrupions and monitoring
af expected or achal-esgderdial shortages of medicinal products, including the
procedures and the respecitve roles and chlizations of concemed ertities in this
FEegulation. It iz irportant to ensare contitmed supply of e dicinal peoduc ts, whick iz
often taken for granted across Europe . This 15 especially tue for the raost critical e dicinal
produe ts which are esserntial fo enmure the conbinnity of care, the provision of gquality
healthcare and guarantes a high level of public health protechorssebasepe within e

lhion.
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(157a)

(1378)

AbMember State should be able to decide to exempt @ marke ing authorisation holder
From complring with cesain obligations under Chapter X where the medicinal product is
quthorised by that Mewmber Shate based on public health grounds.

Hithout affe cling the rules laid down in this Regulation, Member Stalas remain the sole
responsible for their own natimal security. They are responsible for defending their
esgenbal shate functions, including ensuring their terviitorial integrity andsafequarding
nafonal secunly. In parbenlar, under Arficle 328 TFET no Member Shate i2 oblized o
supply information the disclosure of which it considers contran to the essential interests
af ils securily. For this reason, Member States showld be able to waive some of the
obligzhons applicable to markeing authorsation holders and other relevant cclors ony
when e medicinal products are supplied for wilibany and defence purposes and inaafiay
as the application of such requirements inply @ risk o nabonal securidy and defence.
For we dicinal products that are supplied for military and defence purposes bul alao o
cover e needs of patients, such exemplons showld only target the specific balches that
are suppled for military and defence purposes. Furthermore, Member States may also
exempt national authoribes from communicating formation where such q reguirement

would imply @ vist to nabional securily and defence.
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(137c) Topreventor mitigate fubure shortages of medicines, marlefing quthorisation holdess
showld nobtifir the concerned competent quthorities and, where applicable, the Acency of
ary fubire withdrawal of @ marke Sng authorizalion, permanent cesaation or bewmporary
suspension of the marketing of a we dicinal prodict and awy supply disruption exceeding
bwo weelis, Supply disruptions showld be nobfied as soon as the marketing auhonaation
holder becomes aware of the fhuahion, and et the latest S months in adrance of the
inderruplion, unless Hrere are duly justified exceptional circumstances, to allow
competent quthorifies to engage with relovant salieholders and talie the necessary
mikgaing actions. Furthermore, shortage prevention plans are key bools for the
prevention of shortages given Hat they require marketing authorisation holders o
identifiy vishs in their supply chaing and tale the necessay mifigation measures to avoid
shortages. Therefore, marketing authorisaion holde rs should have shorkage prevention
plans in place for medicingl products subject to prescriphion and, where applicable,
addifonal medicinal products identified by the Commission, taling into account
reconane ndations from the Executive Seering Group on Shorkages and Safel of
medicingl products IMSST), to prevent or miigate shostages. The Agency should
provide guidance to markefing authorisafion holders on approgehes to stre amline the
implementation of Hose plans. A docusmente d vish assessnent of supply chain risks
showld be reguired for other medicinal products. The Commission showld be able o
reguest the information of the shortage prevention plans of medical counlermeamires in

the conbext of orisis prepare dness.
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(137d) Toenmure confinuiy of supply and availabiliy of medicinal products identifie d as
entical ot nelonal level and offer specific medicinal producks on e market of any
Member Sale where the medicing] product is quthorised, rules for the trangfer of the
marketing authorisation or for the affer of a letter of acecess prioy o the withdrawal of
the marlebing authorisahon or the permuanent market cessation, respechively, in Member
Shates where the marleting quthorization isvalid showld be laid down. Sech trangfer
showld not be considered to be qvariation. Fules on wholesele distnbulion of medicinel
producks, marleted as @ result of @ markehing quthorisabion, whose dala have been
sharedvia @ lefter of access, do not gffect the contracheal arrangements beliween Hhe

markeng authorisction holders or wholesalers concemed,
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(132}  The national corapetent authorities should be erpowered o raonitor shortages of
tnedicinal products that ave authorised throngh both national and centralised procedures,
based on notifications of marke ting authonsation holders. The &zeneyshonld be
etaponrered to mordtor shortages of we dicinal products that ave authorised through the
centralized peocedure, alzo hased on notifications of rarketing anfhorizsation holders.
When critical shortages of hion concesn are identified, both national corpetent
authorties and the Lgency shonld work in a coordinated maner to manage those critical
shortages, whether the me dicinal product concerned bythe critical shortage 1= covered by a
centralized marketing authorisation or 4 national rarketing authorisation exd
commmunicate fie necessary information bo patients, consumers and heclthcare
professionals. Ivhrketing anthorisation holders and other relewvant e ntities sasksh onld
prosdde the relesant irdormation o inform the monitorng . Wholesale distibutors and
other persons or legal entifies, including patient orgardsations or health care professionals,
rnay also report a shortage of a given we dicingl product marketed in the Merber State
concerned to the coropetent anthority, The Exssutme-stesnng Croupon-ohortazas-aty

SEE ol 0 0 PIETE N B PSS POV A A (O PV LI LT

with the support of MESF already e stablishe d within the Agene yymrsuant o Femlation
(E1T) 20225123 of the Ewropean Parliaraent and of the Council®, should adeptestablish
and, when necessany, update a list of critical shortages of ssedistsadpraduaia-and Ui on
concern. The Agency, in coondination with the competent authordy of the Member Shate
eone erne d showld ensure mordtoring of those shoragesrthedorerey The BASE G sheuld
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366826 15
ANNEX LIFE.5 LIMITE EN

7424/26 ADD 2
LIFE.5

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

366826 i3]

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 77
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

(138a) Parallel trade of medicinal products concerns medicingl products traded from one
Member Sale to another Member Shale. Parallelivade facilitabes the free movement of
medicinal products due bo the fact Bl the medicingl products are quthorised i more
Meamber Sates on the basis of the Inion lgislaion. This siiokion is different from
expor, where the hamonise d systewn of muthorising and waking we dicinal products
aprailable on the markel does not exist While the Court of Jushice has ruled that parallel
trade fosters the free movement of medicingl products and is therefore beneficial to the
internal market, it has alao recognized the need do enswre that @ conntyy has relinble
supplies for eszential medical purposes, in particnlar a supply of medicingl products to
the public that is reliable and of good qualily. Therefore, i should be possible for a
Member Sbate to reguire, for cortain medicinal products, to be informed by wholesale
digtrbutors whenever one of these products leaves the Member Skale in guestion o be
digtributed in another Momber Shate. On the basis of this information and other
information at s disposal, mclading shortage prevention plans, e Member Stake
should be able o lale measures to prevent or mikgate shostages and showld notifj to the
Agency. These measures should aleo be appropriate and proportionate to such objechyes
and take into aecount that the principles of e free movement of goods are restricted
only for the purpose of safeguarding public heallth, thus respechng the case law of the
Courtof Justice of the European Union and the Trealies, notably the provisions on free
moverent and compebtion. The information reguireweents set outin s Re gulation do
not gffect exishing obligations under Union law for the nobficakon of technical
regulations and lechnical barriers o the internal market, including Hose set oulin
Directve 20151535 Ttis importantdo recognise that parallel import can conbribute to

the oljeckve of access to medicines, notebly in sealler or vilne rable markels.
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(I38:)

The voluntary mechanism can foster solidaridy between Momber Shates in the context of
erifical shorhages that require wrgent collective aefon. The Furopean Volunbary
Soldany Mechaniam, can be activated o @ last resort me chanisr, showld aim @t
supposting hdember Shates experiencing exrifical shortages that cannot be resolved at
nafonal level despite exhaustve short-terwn measures. Activation of such @ mechanisn
showld be conlingent upon specific condiions, moleding the lack of ¥rerapeudic
elternatves and ingufficient guantifies o cover critical indicclions and an irwninent risk
af stoekout which wnderline the wrgency of Bee situabon. The Ageney showld facilitate
compenication and coondinagte support responges, ereby lao offeric g assistance in
Ligising with markefing authorisaion holders when necessary. The MESGskonld be
responsible for extablishing procedural rules to ensure e efficient operationalisaion of

the mechanism.
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(138d4) Baged on a common Lhion methodology, national competent authorities should identifi
medicinal products Hrep consider as cribical et nabonel level The resulting Gstof cnfeal
medicinal products idenbified by Member Shates ("Union long list') showld be adople d
and published by the Compigzion. The MESFshonld also propose a Inion st of
erfieal me dicinal producks authorised in qecordmee with [revised Divechive
J00I/EFEC] or this Regulation to ensure monidonng of e supply of those products, o
be qdopted by the Commission. The MASG, supported by the Agency, shonld undertake
the vulnerabiliy evaluation of exifcal me dicingl products on the Thion L followig a
defined priorifisation. The Commisgion showld gradually, teking into arcount the
oulcome of the vulnerabililyy evaluahion, specifi the crifical medicinal product for which
@ vulngrability is establishe d. Among these medicines the Commission showld alko
specifi thoge cribical medicinal products, meliding their active subskances, which are
vulnerable due to a high level of dependency on a single or Imite d mumber of countries
outside the Union. The MESGmay provide recommendaions on measures to be taken
by markeling quthorisaion holders, the Member States, he Compnission and other
entiies o resole aup crifical shortage or to ensure the securly of supply of those
eritical me dicinal producks o the market. Where appropriate, Hiose secunily of supply

measures should also comprise e use of regulatory fleochilities such as on packaging
and labeling requirements. However, such flexability showld not undermine the gualiy,
safely, and efficaop shandards
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(15%a)

Monitoring and prevention actvifies, together with far geted actions at national level
hove ot Emes proven to be insufficient to prevent disrnpiom of supply within the Uhion
af exifical medicinal products Experience has shovwn et dBfficalties in the supply chain
have lod to uncoordinate d approaches at compary and govemmental level such as
imposing conbngency stocks reguirements on actors in the supply chain, whick led fo
restricRons in the inlermal markel Such restrichons are clio Lkely o resulting
subopkmal level of availabilily of cribeal medicines, due fo ¥he fact that @ frogmented
approgeh 5 jeopandiangthe avalabilidy hroughout the European Union. B is necessany
to enqure Hattools for @ Union approach are available to address such sthuakions which
are Lkely bo lead to such restrichons, inspecific circumslances, to enmure the free
moverent of medicings by sqfe suarding securidy of @ safe and stable supply of them at
Lnion level The Covanission showld therefore be empowered to draw

up recommendaions on national measures, after having duly identified a serious rsk of

disruptions, ko improve securily of supply within the Union,
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(1407 Ttisrecognized that raproved access to inforrnation contrdbutes to public awareness and
tnereames public trust, ghves the public the opportaraty fo express its ohservations and
enables authorities to take due account of those cheervations. The general pblic should
therefiore have access to infbrrnation in the Union Fegister of medicinal pioducts, the
Eudravizilance database and the ranatae hoing and wholesals distrbtion datdbase, after
the deletion of vy cormrnercially cordiderdial inforration b the cozupe tent anthority
unless there is an overriding public interestin disclosure, in aocordance with Fegulation
{ECT Mo 104972001 of the European Parliament and of the Council®. Regulation (EC)
No 10422007 gives the fullest possible effect to the rght of pblic access o docurnents
and lays dowm the general principles and limits on such access. The Agenc yshould
therefore give the widest possible access to the documents while carefullybalancing the
right for indormation with existing data protection requirements. Certain pablic and prreate
interests, such as personal data and corare reially cordidential inforrmation, showld be
protected brway of exception in accordance with Begulation (EC) Mo 104972001,

u Begulation (EC) Ho 104972001 of the European Parliament and of the Couneil of 30 vhy
2001 regarding public access to European Parliawe nt, Couneil and Corarission docureetts
(o7 L 145, 31 .5.2001, po 435

366826 21

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 82
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

(141}

To ensure the erdoreement of certain oblizations relating to the marketing authorisation for
tedicinal products for horman nse granted i accordance with this Begulation, the
Corardssion shonld be able to npose financial penatties. When assessing the

te sponsibility for faflures o coraply with those oblizations and iraposing such penalties, it
1z important that rmeans exist to address the fact that marketing anthorisation holdes conld
be part of a wider econorde entity, Otheraise, there is a clear and identifisble risk that the
te sponsibility for a failure to corply with those oblizations could be evaded, which raght
hiave an rnpaet on the dbilityto topose effectie, proportional and dissuastee penalties.
The peralties rnposed showld be effectne, proporiionate and dissuasive, having regard to
the circwrustances of the specific case . For the porposes of enswring legal cerfaintyin the
conduct of the infringeme nt proce dare, it is nece ssary to set maximun arounts for
penalties. Those raxiturn arnourts should notbe linked fo the tonoseer of a particular
medicinal productbut the econoraic entity irsobed.
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(1427 Tosupplement or atiend certain not-essential eletoe nts of this Fegulation, the power to
adopt acts m accordance with Srhicle 290 of the Treats on the Funetioring of the European
Union (“TFEU™) showd be delegated to the Comprassion in respect of dete rraning the
situations in which post-authorisation efficacyetudies rmavhe required; specifiing the
categories of e dicinal products to which a mwarke ting authorisation subject to specific
ohligations conld be granted and specifiying the procedure s and require ments for granting
such a rnarke ting authorization and for its rerewal ; specifying exeraptions to watlation and
the categories in which warations should be classified and establishing procedures for the
exatrination of applications for wariations to the terrs of marke ting authorsations as well
as sperifying conditions and procedure s for cooperation with fhard countries and
infernational orgarisations for exarnnation of applications for such variations; establishang
procedures for the exarnination of applications for the transfer of marketing authorisations;
laying down the procedure and niles for the nposition of fines or periodic penalty
pastrents for a falure o cornply with the oblizations under this Begulation as well as the
conditions and rethods for their collecion. The Corardssion showd be erpowered to
adopt supplernentaty rmeamres laying down the situations in which post-anthorisation
efficacy studies mavybe recuived. It iz of particular imgortance that the Corarndssion carnies
out appropriate consultations during its pre paratory work, incloding at expert level, and
that those consultations be conducted in accordance with the prineiples laid down in the
Interinstitational &eree rment betwveen the Enropean Parliament, the Couneil of the
Ewropean Urion and the Enropean Commission of 13 &pril 2016 on Better Lav-Ilaking®.
In particular, to ensure equal participation in the preparation of delegated acts, the
Ewropean Parliavaent and the Couneil recetve all docurnents at the sarne fitne az Meraber
States” experts, and their experts syetematicallvhave access to meetings of Corardssion
expert sronpe dealing with the pre paration of delegated acts,

n CrL123, 1252016, 0.1,
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(143}

(144

(145}

To ensure uriforn conditions for the iraple mentation of this Fegulation in relation to
tatketing anthorisations for medicival products for harnan nse, iwplerrenting powers
shonld be conferred on the Cornmission. The iraplerns ntine powers related to the granting
of centralised marketing authorsations and for suspending, revoking or withdrawing those
authorizationes, for granting wonchers, establishing and modifsang regulatory sandhoxes and
decisions on the regulatory status of medicinal products showld be exercised in accordance
with Fegulation (E1T) 13272011,

Lrticle 91 of Regulation (ETT) Mo 53602014 cwrently stipulates, amongst others, that it
applies without prejudice to Directives 20011 8/EC and 2002041 EC.

Exyperience shows that, in clindcal trials with ivvestigational e dicinal products containing
or congisting of GIvIOs, the procedure to achieve cormplianee with the require rments of
Directives 20011EEC and 20090410 as regards the ervironmental risk asssssment and
consentby the cornpe tent authority of a Merber State is corplex and can take a

significant atmount of firme.
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(146)

(147}

(142)

The cormplexity of that procedure increases greatlyin the case of rult-centre clinical trials
conducted in several Wember States, as sponsors of clinical trials need to subrait ranltiple
reguests for authorisation to roudtiple corape tent authorites in different Merber States in
parallel. In addition, national reguirernents and procedures for the ersdrotimental risk
assesstrent (ERA) and written consent by competent anthorifies nnder GO e mislation
wary greatly frorm one Ik rber State to another as some Member States apply Direc fove
20010120, others apply Dive efive 2009/410FC and there are Infetaber States that apply
either Directme 2009/41/EC or 200171 20EC depending on the specific ciremrastances of a
clinical trial. [tis therefore not possible to deterraive & prion the national peoce duare that iz
tobe followed.

Congecpue ntly, it is particularly difficult to conduet ralti-cerdre clinical tials with
1mvestizational rae dicinal products that eontain or corsist of GIVICe iwolving several
Llernber States.

Ome of the objectives of Regulation (E1) Mo 53672014 iz that there willbe a single
coordinated and harrmonised assessiment of the clinical trial applica tion be taeen the
irvobeed Mewmber States, with one country leading the coordination of the asse ssrnent (the
Beporting Mermber State).
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(14%9)

1150)

1151)

Y

[t iz there fore appropriate to etrdzage a centralised assessrnent of the ERL ivwoling
experts frorn the national corpe tent authoritie s and where relevant the Environmental
Figh Assessment worling pary.

&rticle 5 of Dhirectree 2001115EC provides that the authonsation procedures for the
deliberate release into the errdronre nt of G0z and their related mules described in its
Lrticles @ to 11 do not apply for medicina] substance s and cormpounds for haraan use if
authorised by Urdon legal acts that fulfil the criteria listed in that Srhicle.

The requirernat for the holding of anthorisation of ranufacturing and irgport of
irvestizational redicinal products in the Union in accordance with Lrticle &102), point (a),
of Begulation (ETT) Mo 53802014 should be extended to irove stigational reedicinal produets
containing or consisting of GhIDs in Directmee 20000410FEC,

It is thus judicious, in order to ensare an efficient funetioring of Begulation (E1T)

Mo 536/2014, to define a specific authorisation proce dure for the deliberate release of
mediciral substances and cormpounds for hurwan use containing or consisting of GO
fulfilling the requirements of Srticle 5 of Divectree 2001712/EC and taling into account the
speciflc charactenstics of medicinal substances and cormpounds.
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(153)

Dietailed rules concerting financial peralties for faflure to coraply with certain obligations
laid down in this Regulation are specified in Coreuission Regulation (EC) Mo 658200724,
Thiose rales should be raintained, but it is appropeiade to consolidate thern byraowing their
core elerments and the list specifying those oblizations into this Fegulation, while
tnaintaining a delegation of powers that allows the Cormmission to suppleme nt this
Begulation by laying down procedres for iraposing such financial penaltes. Tt is
appropeiate, in order to provide for legal certainty, to clarifir that Corarnission Fegulation
(ECT Mo 21417963 rernaing in force and continie s to apply unless and until repealed. For
the same reasor, it should be clarified that Regulations (EC) o 204952005,

Mo 50772006%7, Mo 658/2007 and (EC) Mo 123420088 rernain in force and continue o
apply unless and until repealed.

4

5

i

7

1B

Comranizsion Regulation (EC) Mo é5872007 of 14 Jure 2007 concerning financial penalties
fior infringe rent of certain chlizations in conrection with marketing authorsations gravted
under Begulation (EC) Ho 72672004 of the Europe an Parliarae nt and of the Couneil (OJT L
155, 1562007, p. 10).

Corenission Fegulation (EC) Mo 2141596 of 7 Hove reber 1996 concerning the examination
of an application for the transfer of a marketing anthornzation for a medicival product falling
within the scope of Council Begulation (EC) Ho 2309793 (07 L 286, 2.11.1994, p. 6.
Corrission Begulation (EC) No 204002005 of 15 Decernber 2005 layving down, parsuant to
Begulation (EC) Ho 72652004 of the European Parliament and of the Couneil, niles
regarding the pavyment of fees to, and the receipt of adiniristrative assistance fror, the
European MEedicines &geneyhby micro, small and medinm-sized enterprises (O L 329,
16.12.2003, 1. 4.

Cornission Fegulation (EC) Mo 5002006 of 29 Narch 2006 on the conditional marketing
anthorisation for medicinal products for barnan use falling within the scope of Begulation
(B Mo 72672004 of the European Parliament and of the Council (OF L 92, 30 52008,

E- 6l

Corrnission Begulation (EC) Mo 123402005 of 24 Movernber 2008 conce ming the
exatnination of variations to the tets of marketing authonsations for rmedicinal products for
boarpan use and vete rinary roedicinal products (OF L 334, 12122008, p. 7).
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(154

1155)

This Fegulation isbased on the dowble legal hagis of Article 114 and Srficle 162(4), point
(o), TFEU. It airns at achieving an internal market as regards medicinal products for karman
use, taking as a base a high level of profection of health. &1 the sare time, thas Begulation
sets high standards of guality and safety for redicinal products in order fo rneet corenon
safety concerns as regards these products. Both chjectives arve being parsued
simultaneously. These teo objectrves are insepmrablylinked and one is not secondary fo
atother. Fegarding Arficle 114 TFE, this Fegulation establishes a Enropean Medic ines
dgennyand peovides specific prosasion with regard to the central anthorization of
medicinal produects, therefore enmwing the funeioning of the internal market and the fiee
rooveroe it of medicing products. Begarding frticle 1654, point (c), TFEL, this
Begulation sets high standards of quality and safe ty for redicinal products,

This Regulation respects the fimdamental nghts and observe s the prine iple s recognised in
particulat by the Charter of Furndaree rital Fights of the Baropean Union and notably barean
dignity, the integrityof the person, the rghts of the child, respect for private and farndlsy
life, the protection of personal data and the freedom of art and seience . Sineilardy this
regulation integrates @ high level of protection of e environment
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(156)

The chjective of thiz Begulation iz to ensure the aunthorisation of high cpuali ty we dicizal
products, including for pae distric patents and patients suffering from rare diseases
throughout the Union. Where this ohjective carnotbe sufficiently achieved by the Ivleraber
States bt can rather, by reason of its acale, be betfer achiewed at Union level the Union
tnay adopt weamure s, in accordance with the privciple of subsidiarity as set out in Article 5
of the Treaty on Ewropean Uniox. In accordance with the principle of proporfionality, as
set out in that Article, this Fegulation does not go besond what is nece ssary in ovder to
achieve that objective.

HeVE &DOPTED THIS BEGULATION:
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CHAPTERI
SUBJECT MATTER, SCOPE AND DEFINITIONS

Arficle I
Subject matter and scope

Thiz Regulation laye down Urdon peocedures for the authorisation, supervizion and
phatrnacovizilanee of medicinal peoducts for human nse at Urdon level, establishes miles and
procedures at Union and at Meraber State level relating to the monitoring and management of
shortages and critical shorlages and the secwrity of supplyof medicingl products and lass down
the govermanee provisions of the European Medicines Sgeney (“the Szeney) estdblished by
Regulation (EC) Mo T26/2004 which shall carryout the tasks relating to medicinal products for
bornan use that are laid down in this Begulation, Begulation (ETT) Ho 201996 and ofher relevant
Urdon legal acts.

Thiz Regulation shall not affect the powers of Member States’ anthorities as regards setting the
prices of redicinal products or their inclusion in the scope of the national health systern or social
seourity scherve s on the basis of healfh, economic and social condiions. We rwber States may choose
frorn the particulars shown in the marketing authorisation those therapeutic indications and pack
gizes which will be covered bartheir social secutyhodies.
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Arficle 2
Definttions

For the porposes of thas Fegulation, the de finitions laid dowm i Sortiels 4 of [revised Divec tre
2001/E3ECH] ghall apply.
The following defindtions shall alao apply

(1 “reterinary medicingl product means a e dicinal product as defined in Srticle 4, point (1),
of Fegulation (ETT) 201908,

2y ‘designated orphan e dicinal product’ means a e dicinal produet ander desceloprosnt
which has been granted an orphan designation by a decizion referred fo in Srticle G4y,

3 ‘orphan medicinal products” reans a medicinal product which has been granted an orphan
mnatketing authonization referred fo in Arficle 69,

Y ‘orphan seeddamernedicinael product sponsor” means any legal or nahiral person,
established in the Urion, who subritted an application for or hasbeen granted an orphan
desigration for @ medicingl productby a decision referred to in &rficle 6404),

o [Maree of revised Direc tive 20001E3MEC, date (OJ L 20K, ZHEE XEE po Z)]
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(5]

(6

i

()

“sirnilar rredicinal product” weans a medicinal produet containing a sirdlar active
substance or substance s as contained in a cmrrently anthorised orphan medicinal product,
and which iz intended for the sarne therapeutic indication;

“situilar active substance’ means an identical actve substance, or an actie substance with
the sarne principal raolecular stroctural features (but not ne cessarily all of the sarae
molecular stctural features) and which acts wia the same me chardso . In the case of
achvanced therapyrmedicinal products, for which the principal molecular stuctiral features
cantiotbe fillly defined, the sitailarity between two active substances shall be assessed on
the basiz of the biological and functional characteristics,

‘sigrificant bene fit” means a clindcally relevant adwantage or a major contibution to
patient care of an orphan medicinal produet if such an advantaze or contribution benefits a
pesbetiedre lov and part of the target popadation,

“c lird cal by superior” means that a redicinal product 1s show to provide a sigraficant
therapeutic or disgriostic advantage abowve that provided by an orphan reedicinal product

ore o more of the following wavs:

fa)  greater efficany than an authorize desediaied orphan medicinal product ir e
sakatanbellle relopant part of the target population,
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(b} greater safetwthan av authorizsed orplan wedicinal product n e-sdesdesdialth o
relav and part of the target popnlation;

o) inexceptonal cases, where neither greater safety nor greater efficary hasheen
shovaty, dereonstration that the redicinal product othernsise makes a major
contribution to diagnosis or to patient care.

o “paediatyic use matheting authorsation” means a marketing authorisation granted in respect
of'a medicinal product for hornan nse which is not protecte d bar a supple mentary prote chion
certificate under Regulation (EC) Mo 46902009 of the European Patliatnent and of the
Council concerning the supple mentary protection certificate for medicinal products™ [OF
please replace reference biyne winstorme it when adopted], or by a patent which qualifies
for the granting of the sapplerne ntary peotection certificate, covering exelusteely
therapeutic indications which are relevarnt for use in the e distric poplation, or sbsets
thereof, including the approptiate strength, pharraacentical form or route of adiirdstration
fior that product.

010y ‘reglatorysandbox’ means a regulatory frarneworl during which it is possble to
dewvelop, walidate and test in a controlle d errrirorenernt innoreative or adapted regulatory
solutions that facilitate the development and anthorisation of irmereattve products which are
likelyto fall in the scope of this Begulation, parsuant to a speeific plan and for a lmited
tirae under regulatory supervision.

a Begulation (EC) Ho 462009 of the European Parliament and of the Couneil of & Ivky 2009
concerring the supplere ntaryprotection certificate for me dicinal products (OJ L 152,
16.6.200%, p. 10,
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(11}

(12

(13}

‘crifical medicinal product” means a medicina] produet for which insufficient sapply
results in serions hatm or risk of sernons haren to patients and identified using the
tnethodology pursnant o Srticle 130(1), point {a).

*shortage” means a ituation in which the sapplyof @ medicinal product that is authonsed
and plared on the market ina Ivbraber State does not meet the dernand for that me dicinal
product in that Wewber State whebever Hie cause.

‘crfical shortage in the Tlerber State” means a shortage of a wedicinal product- whack
may resull in @ significant npact on e kealtheare apstews of @ Mewber Slate or resulls
i harm or risk of harm bo pabients and for which there 15 no appropriate altermatoe
medicinal product available in sufficient guantities on the market in that Wember States

(14)

‘critical shortage of Diion concern” meansa critical shortage in the DMember State Hrat
cannot be resolved ot Mewmber Shate level and for which coordinated Urdon lese] action 1s
eatddered ne cessary to resolve that shortage in accordance with this Regulation,
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(Tda)  Hemand' means the request for @ medicinal product by healtheare prafessionals or
patients in response to q clhnical need, the demeand i sotisfoctoridly met when Hre
medicinal product is aoguired in appropricie e and i sufficient guansdy o allow
continuiy of provision of the best care to patients;

(Igh)  Supply’ means the tolal volume of stock of @ gven medicingl product that is placed on
the market by @ marketing authorisabon holder or @ manufachirer,

Arficle 3
Cenirally awhorizsed medicinal products

l. & roedicinal product listed in Snnex Ishall ordybe plared on the Union marketif a
tnarketing authorization for that medicinal product has been grarded bythe Undon in
accordance with this Begulation (“centralised marke ting anthorisation™.

2. &ny medicinal product not listed in Snnex I maybe granted a centralised marketing
authorsation in accordance with this Regulation, if the product meets at least one of the
following recpuirerne nis:

fa)  the applicant shows that the e diciral product constitates a sigraficant therapeutic,
srientifle or technical irmcreation or that the granting of marketing authorisation in
accordance with thiz Regulation is in the interest of patients' health at Union lewvel,
ineluding as regards antimicrobial resistance and medicinal poduets for pablic
health ernergencies;

by itiza redicinal produet interded solely for paediabric use.
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i)

the applicant refers in the marketing authonisation applicalion to a reference
medicing] product that has been quhorised through the cenbralized procedure;

i) the medicingl product containg q new achve substance, which on 20 Map 2004 was
not authorised in the Lhion.
3. Home opathic medicinal products shall not be granted a marketing authorisation in
accordance with this Begulation.
4, The Coreaission shall grant and supervise centralized marketing authonsations for

tnedicinal products for hurman uee in ancordance with Chapter II.

5 The Comeaission is erapowered to adopt delegated acts in accordance with Article 175 fo
araend Lymex L in order to adapt it 1o tesbedssd-sndgcientific and technological progress .
Thiz empowerment shall be subject to the following conditions.

fi2)

(B)

The Conunission shall fustifi, on the basis of scigntific and techunologic al evidence,
the appropricteness of updating the descriphon of the biotec hnological processes
in point I of Annex ] The dele gated actshall also be based on an up-to date
seigntific lterature review as regards the pes and exdent of developments Hat
have occwrred, including, where applicable internchonel ouide ines and

comp arative standards.

Hhere applicable, the Commission shalltake indo account any relevant new or

wpdated scientific opinions from the WHO or medicines agencies.
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Arficle &
Member State authorisation of-genesiss-ef medicinal products referring to centrally
authoried medicinal products

esathendaedbar Ay derogation to Arbicle 3 the competent authorities of the Ivlerdber States in
accordance with [revizsed Divective S00LEREE 200185 may authorize @ medicinal product that
reforsto a reference medicingl product authorised by the Union under the following conditions:

) the application for marketing authonsation is subraitted in accordance with Srticle P or 11
or, i justfied cages, in accordance with Arficle 10 0r 12 of [revised Direc five
2001 r830ECT

ik the swrernaryof product charac teristics and the packaze leaflet are in all relevant respects
consistent with that of the medicinal produet authorized byrthe Urdon- ine e g i
indicaions;

) the reference medicingl product is not @ medicinal product referred o Annex ] poinds 1

or 2

Hhere the application is submitted in accordance with Arficles I0or 12 of frevised
Direcye 200183/ FEC] the applcant shall demonstrate that all e indicaions covered
by the applicabon have been quthorized By the Union for e active substance concerned

Point (b)fsteubyseamraph shall not apply to thoss parts of swrama sy of product characte nstics
and package leaflet referming to indications, posologies, pharmacentical fors, methods or routes of

adreivistration or any other way in which the raedicinal product masrbe wsed whick were still
covered by a patent or a suppleme ntaryprotection certificate for medicinal products at the time
when the sesssia-tnedicingl product for whick o marketing authorisabion have been reguested
wnder this Article, was marketed and where the applicant for Se-sesesisthis medicinal product haz
requested not to include thiz indormation in their rarketing authorization.
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CHAPTER II
GENERAL PROVISIONS AND RULES ON APPLICATIONS
Section 1
Application for centralised markeiung authorisations

Arficle J
Subh mission of app lications for marketing authoriaiions
1. The mateting authorsation holder for roedicinal products covered by this Regulation shall
be eatablished i the Union. The matketing authonsation holder shall be responaible for the
placing on the raarket of those medicinal prodacts, whether done by that madeting
anthorsation holder or via one or more persons designated to that effect.

2 L&n applicant shall agree with the fgency the sibrnission date of an application for a
tnarketing authorization.
3. Ln applicant shall subit an application for a marketing anthorsation electroreally to the

dgencyand in the formats made available by the Azency.

4, The applicant shall be responsible for the acouracy and completeness of the information
and docurne ntation subrdtted with respect to its application.
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3. Within 20 daye of receipt of an application, the Lgency shall check whe ther all the
information and docwrmentation required in accordance with Srticle & havee been subraatted,
that the application does not contain crifical deficiencies that ma v prevent the evaluation of
the e dicinal product and decide whe ther the application iz valid.

a. Whete the Sgencyconsiders that the application is incomplete, or contains critical
deficiencies that may present the evalnation of the medicinal product, it shall mfor the
applicant according Iy and set a firne lirndt for subtnitting the missing infbrrmation and
documentation. That tivae lirdt mayhe extended once by the Agenc .

Upon receipt of the resporses frora the applicant to the request to subrdt the missing
information and docureentation, the Agency will deterrrane whether the application canbe
considered walid. Whete the Agencyrefuses to walidate an application, it shall notifiyrthe
applicant and state the reasons for such refusal

If the applicant fails to peovide the missing information and documentation within the trme
lirait, the application shall be considered fo have been withdrawr.

1. The Agency shall drawr up sciertific guideline s for the ide ntification of critical de ficlencies
that may prevent the evaluation of a e dicinal product, in consultation with the Enropean
Commission and the Mlemwber States.
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Article Sa
Oh Beation to supp by for centrally authorised nedivinal produeis

L Hiath aview to facilidtalng access o o medicinal product cuthorised unde r Hhis

Fe gulation and where such product issulbject, ag applicable, to regulatory prokechon
pursant bo Arfcle 80 of Hre frevised Divechive | market exclusividy in accordance with
Arkele 72 patent or @ supplementary probection cextificate, a Member Sate mnay request
the marlebing quthorisahon holder of that medicingl product to place it on the warket
and supply on fe market of that Member Sate, either pursuant bo the mechanism set
outin Alele Saz of frevised Divecve] including the aclions referred to in paragraph 2
af that Arkele, or independently. The markeling authorisation holder shall ensure, upon
agreement with the respective Member Sate and within e limils of i responsibilily,
that such medicingl product is placed on e market and supplied so that e needs of

patients in e Member Slate in queshion are covered,

The arrangements o implement the above obligakons shall be proportionak to e

objective pursued and in compliance with Thion law

Marleting authorization holde s shall comply with the obigations set outin this Article,
unless there are exvepfional and unforeseeable circumstances, including those related o
dizruplons of supply, or duly justfied circumstanc es fully oulside the marketing
authorisation holder's control the congeguences of which could not have been avoided
even if all best and reasonable measures had been taken. In such a case the marketing
quthorisafion holder shall provide an explanchon of the case and circumstances and

jushfy the reasons for non-complianoe.
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In cage a Member State considers that a marke ing authorisation holder referved to in
paragraph I has consistently failled to place a product on e market and mupply # 50 that
the needs of pakents in the Member Shate in guestion are covered #may inform the
Commission. The Member Shate shall provide the Conunission with a detailed
descriphon of the facks of the case and substantiate the marketing authorisalon holdess!
Failure bo place on e market and supply.

Prior to inforning the Commizsion, ¥he Member State shall nobfi the marksting
authorisation holder concemed and invile it to provide writhen observalions within four
weelks from the noffication. This period may be prolonged once. The wilen
observations shall be abtached bo the informabion in accordance with the fisst
subparagraph. When informing the Cormvniasion, the Member State shall duly consider
the explanaions provided by the marleling auihorisafion holder in ils wrllen

ohservations.

3 Hhenever more tran one Member Btake invokes paragraph 2 flrst subparagraph, with
regurds do the same medicinal product the Conenission shall reguire the marleling
authorisation holder to enter o negokiakons i good faith and make best efforts to
ensure supply a0 that the needs of patients in the Member Stakes in quesBon are covered,
within the meaning of paragraph 1
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By [OF pleage ingertthe date = dypears from the date of application || the Conunission
shall present @ reportio the Enropean ParBament and e Council on the application of
thiz Arficle. The reportshall be based, among othiers, on informalion provided by
Member Sates, and it shallinclude an assessment on whether the mules provided for in
this Arficle ensure Hrat the medicinal products concerne d are placed on the markel and
supplied for use in paients in all Member Shabes that have applied this Article. The
Commission shall, if appropricle, present legislabve proposals based on et evaliakion
notebly with regard bo remedial aohions in the case of non-compliance, including the
possibiliy to wnpose penallies in accordance with Arkicle 172,

Arficle &
Centralised narketing awthorisation app lication

Each application for a centralised marketing authorization ofa medicinal peoduct for
honrnan use shall specifically and coraple tely inelude the particulars and docuree rdation as
referred to in Chapter IT of [revised Divective 2001723/EC]. In the case of applications in
accordance with Article 6023, Artcle 10 and Article 12 of [revised Directive 2001783/EC],
thiz shall include the electronie subrission of rawr data, in accordance with Snnex [Tof
that Diire ctive,
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The docurnentation shall inclnde a declaration to the effect that clirdcal trials cared ot
ontaide the Urdon weet the ethical requive ments of Regulation (E1T) Mo 53672014, Thoss
particulars and documentation shall take account of the urdgne, Tnion natare of the
anthorsation requested and, othenaize than in exceptional cases relating to the application
of the law on tradernarks parsuant to Fegulation (E1T) 201701001 of the Enropean
Parliament and of the Council®, shall include the use of a single name for the medicinal
product. The use of a single narae does not exclude the wse of addiional qualifiers where
necessary o idertify differe nt presentations of the medicinal product conesrned.

sedatod-be-the-derredopeet 0fTer to the applicant a phased review of cormplete data
packagzes for indmidual modules of paricnlars and docuree ntation as referred to in
patagraph 1 for medicinal products which:

@ are Bhely to address an unmet medical need as referved bo in Article 83(1) of
frevized Direchye 200183 ECT and are expected to be of major interest from the
poind of view of public ke alth, in parficalar as regards therapeutic innov alion, or

i Begulation (E1T) 20171001 of the European Parliarwent and of the Couneil of 14 June 2017
on the European Union trade wark (OF L 154, 16.6.2017, . 1.

366826 103

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 104
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

(B) are antimicrobials with any of the characke istics mentioned in Aricle 2073 or
provided for in the "WHOprioriy pathogens st for R&D of new anfbiokes’,
specifically those Bated as prioviy 1 (cnkeal) or prioriy 2 (Righ), or taling into
aecount ag a prioriy any eguivalent Bt of priosaly pathogens adopted at Uhion
level; ar

i) are inbended to be used in relation o a pokential or recognized publc health
EREFSERCY .
The Agency shall apply subparagraph 1 following the advice of the Committee for
Ml dicinal Products for Human e regarding the fulfilnent of these criteria and
the muunly of the data related to the developmend.

The Azencymay at any staze suspend or cancel the phased review, where the Cormrattee for
Lledicinal Products for Hurman Use considers that the subratted data are not of sutficient
tnaturity or where it iz considered that the wedicinal product no longer fulfils axeeesspdiosad
therapeutieeduaneermentile condifons referved to in the flest subparagraph. The bgency
shall inforn the applicant accordingly.

3 & fee shall apply for a marketing anthorsation application and shallbe pawable to the
Lgencwior the exarnination of the application.
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4, Where approjriate, the application mavinclude sseesbme-suketasead mmary docume s

ﬂé‘fﬁ_.ﬁﬂﬂié‘.ﬁ} pfﬂiﬂﬂﬂiﬁ' af Taster Ebemmeatidamammimi it it aie it b

23files in accordance with Chapler IT sechion 4 and Annez IT of [vevizsed Directive
20015830EC].

3. The marketing authorization applic ant shall deraonstrate that the peinciple of replace ment,
reduction and refinement of andal testing for scientific parposss hasbeen applied in
corapliance with Divective 201063EDT with regard to any anirnal study condocted in
support of the application.

The marketing authorisation applic ant shall xot caryout andreal tests in case sclentifically
satisfactory nor-anirnal testing methods are available.

f. The Agency shall ensure that the opinion of the Comtnitiee for Medicinal Products for
Human Use is given within 150 days afler receipt of a walid application. In the case of a
mediciral product for harran use contairdng or consisting of genetically modified
organistus, the opitdon of that Cornittes shall take into account the evaluation of the

e rrarorene ntal nsk assessme nt in accordanee with Article .

On the bagiz of a dulyreasoned request, the Comtnitee for Medicinal Products for Hurnan
ze mav call for the duration of the analieis of the sclentific data v the file conceming the
application for rarketing anthorsation to be extended.
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1. Wher an application i subinitted for a ratketing authorisation in respect of e dicinal
products for haraan nse which are of major intere st frorn the point of viewr of public health
and in particular frorn the vie wpoint of the rapeutic inmoreation, the applicant rmasy request
at accelerated asse serne nt procedure. The sawe shall apply for products referred to in
&rticle A0, The reguest shall be duly substantiated.

If the Comanittes for MWedicinal Products for Huran Use accepts the recuest, the tfine-lirnit
laid dovwn in Article A(6), first subparasraph, shall be reduced to 150 das.

& The adapted frame worlis establishe d in cecordance wilh At 28 of [revised Direchye
200183 Ty apply also for the for the purposes of oblaining @ centralised markeling
authorisation in accordance with this Fegulation.

Arficle 7
Environmental risk assessment for med i inal products ¢ ondaining or consisting of genetic ally
modified organisms
l. Withot prejudice to Srticle 22 of [revised Directtve 2001/23EC], the marketing

anthorsation application of a medicinal product for haraan nse containing or consisting of
genetically rmodified organistns as defined in Arhiele 2020 of Directive 2001/158/EC shall be
accornpahied by an ervirorenental sk assessrnent identifying and evaluating potenitial

ackrerse effects of the genetically modifie d orgarvisins onelornan or enimal health, and the

& IiIoTEne nt.
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2. The ercvivonruental visk assessment for the medicinal products re ferred to in paragraph 1
shall be condurcted in accordance with the elements described in Arhicle B and the specific
reguirerne his set out in Arwex I1 o [revized Directree 2001230EC] based on the prineiples
set outin Srmex I to Divective 20017 12/EC taking into account the specificities of
tnedicinal products.

3. L&rticles 13 to 24 of Directive 200171 8/FEC shall not apply to taedicinal products for hatoarn
use containing or consisting of genetically modified orgardsms.

4. Articlesa to 11 of [revised Directive 2001 112/EC] as well ag Articles 4 0 13 of Direc e
20027410EC shall not apply to operations related to the supply and clindeal us, including
the packaging and labe ling, distribution, storage, transport, pre paration for adiministra ion,
adrninistration, destruction or disposal of medicinal products cortairing or consisting of
genetically rmodified organisrs, with the exce phion of their raanafac ture, in any of the
following cases:

fa)  where much medicing products have been excluded fror the prosisions of [revized
Dhirective 2001083EC] byra Wernber State pursuant to Arhicle 3010 of that Directive;

bl where the use and distibmtion of such medicinal products havee heen teruporarily
authorized by a Mereber State parsuant to Artiele 3020 of [revised Divective
2001/23EC]; or

) where much medicing products are rade available by a Merber State prsuant to

Brticle 26017
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3. In the cases referred to in paragraph 4, Member States shall irnpletaent appropeiate
tneasures to minimise foreseeable regatie ervironrne ntal topacts resultng from the
intended or urdnte nded release of the medicinal products cordaining or consisting of

genetically rodified organistas into the ersdronmient.

The competent authorities of the Wember States shall ensure that information related to the
use of medicinal products referred to in parasraph 4, is available and provided to the
cornpetent authorities established by Dive ctive 2009041/EC, when necessaty and in
particular in the event of an accident referred to in Arficle 14 and &riicle 15 of Dive ctive

20037410EC,
Arficls &
Condent of the environmental rsk assessment for medicinalproducts containing or consisting
of genetically modified organiems

The exrirorrae ntal rsk assesament referred to in Lrticle 72) shall contain the following elements:

() description of the genetically rodified organisrn and the raodific ations introduced az well
as characterization of the finished product;
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L)

(]

(d)

identification and characterization of hazards for the ersdronment, anitmals and for homan
health;

exposue charact: Hsation, assessing the likelihood or probabilitythat the identified hazavds
mate rialise;
tisk charae terization taking into account the magnitode of each possible hazard and the

likelihood or probability of that adverse e ffect ooomring,

risk mindrnisation and mik galion strategies proposed to address identified nisks cluding
specific cordainene tt rneasures to lrdt cottact sathof the medicinal product with Luman
beings other than the intended pelent and i discemination in the environmnent,

(1 overall risk evaluafion and conclisions.
HArficla 9
Procedure for the environmental rick assessment for medivinal prodwe is c ondaining ox
consisting of genetically mod ified organiems
1. The applicant shall submit an erviroremental 1isk assesstnent referred to in Arhicle (1) 1o
the Agency.
The Coramittes for Iedicinal Products for Hurnan Use shall assess the errdrorenental risk
asgessent.
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In case of first-in-class medicinal products or whet a woeel gquestion iz raized during the
azsesament of the suhmited ersdronmental sk assesament, the Corarittes for Ifedicinal
Froducts for Hurnan Use, or the rapportenr, shall-seasrest a5 necessary; oo oud
cormltations with bodie s Merrber States have et up in accordance with Divective

20011 EIEC. Theyseesehall as necesaary also conslt with relevant Tnion bodies. Details
ot the consultation procedure shallbe pblished by the Sgencyat the latestbyr [O1:12
tnonths after the date of entry into force of this Regulatior].

Arficle I0
Comumiitee assessment of an application for marketing authorisation

When preparing its opindon, the Coranithes for Iedicinal Produets for Huraan Use shall
verify that the particalars and docarre ntation submitted in accordance with Srhicle &
coraply with the reguivernents of [revised Divectiee 2001723EC], and shall exaraine
whether the conditions specitied in this Begulation for granting a marke ting authorisation
ate satisfled. When preparing it opinior, the Comrttes for Medicinal Products for
Hunan Use may make the following reguests:

fa)  that an Official Iedicines Control Laboratoryor a laboratory that a Wlemaber State
hias desizhiated for that parpose tests the medicinal product for human use, its starting
tnaterials, ngredients and, where necessary, its intermediate products or other
constituents in order fo ensure that the control me thods exployed by the
rnanfactorey and described in the application docwrments are satisfactory,
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(b} that the applicant supple wenits the particnlars accorpaniing the application within a
specific ime period. In case of mch a vegmest, the tine-lirait s2tout in Avticle G06A),
first subparagraph, shall be suspernded until the supple mentary information requested
iz provided. Likewise, this firne-lrait shall be susperded for the titae allowed for the
applicant to prepare oral or writen explanations.

2. Where within 90 daye of the date of walidation of the rmarketing authorsation application
and during the assessrnent the Corndttee for Iedicinal Products for Horman Use considers
that the subrnitted data ave not of sufficient quality or matwrity to cornplete the asse ssent,
the assessment can be tertainated. Prior to the termination, the Committes for vk dicinal
Froducts for Hurnan Use shall suramarise the deficiencies in writing. On thisbasis, the
Lgene wshall indonn the applicant accordinglyand seta tite lirit to address the
deficiencies. The application shall be mspended urdil the applic ant addresses the
deficiercies. If the applicant fails o address thos: deficiencies within the tirne lrat sty
the Lzency, the examination shall be terminated and the application shallbe considered

as withdrawm.

Zh. The Committee for Medicingl Producks for Husnar The may congider and decide upon
addifional evidence that iz available to the Agency, independently from the data
submitted by the marketing quthorsation applicmi
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Arficla 11
Certification of manufac turer

1. Upon receipt of a witten reue st from the Corenittee for Iledicinal Products for Furman
Usze, a hernber State shall foreard the irdommation demonstrating that the manofachorer of
a medicival product or the iraporter fror a thivd countreris able o manafactore the

tnedicinal product concerred or carry ont the necessary control tests, or both in accordavce
with the partculars and docwnents supgplied by the applicant parsiant to Lrticls 6.

2. The Corraittes for Medicinal Products for Hurean Use may, if 1t considers it necessaryin
order to coraplete the assessment, require the applicant to undergo a specific inspecton of
the marnfactmring site of the medicinal product concerned.

The mspee tion shall be catried ont within the tiree-lirat st out in Srticle 606, first
subparasraph, by inspec tors from the WEraber State holding the appropeiate gualifications.
Thiose inspectors raybe accor parde d by a rapportenr or an expert appointed by the
Comaittee, or by one of more inspectors of the Sgency The inspections mavhe carried

ot unantonnced.

For ranufacthring sites located i thivd countries, the inspection maybe carried out by the
dgeney, following a requestbythe Merber States and based on the procedure set out n

Srhcle 52.
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Arficle 12
Commitiee Opinion

1. The &gency shall without undue delay inforra the applicant 1 the opindon of the
Cormittee for Wedicinal Products for Huran Use 1= that:

fa)  the application does niot satisfy the critenia for marketing anthorisation s=t ont in fhis
Fegulation;

(b the application satisfies the criteria set out in this Fegulation subject to changes
recuired bythe &gencyto the suaraary of product characteristies are made;

fo)  the application satisfies the criteria set out in this Fegulation proedde d that changes
required bythe Ageney to the labelling or package leaflet of the medicinal product,
are made to ensure compliance with Chapter VI of [revised Divec tive 2001E35ECT,

(d)  where applicable, the application satisfies the criteria set ont in Articles 158 and 19
subject to specific conditions therein.

2. Within 12 days of rece ipt of the opirdon referred to in paragraph 1, the applicant may
request by watten notice to the Agenoya re-examination of the opinior. In that cass, the
applicant shall proside the Agenc v with the detailed grounds for the reque st withan 60 dayes
after receipt of the opinion.
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The re-exaraination procedure raydeal ordy with the points of the opindon ivdtially
1dentified bythe applicant and raaybe based only on the scientific data available when the
Corarmttee for Medicinal Products for Hurean Use adopted the initial opinion.

Within 60 days following reeeipt of the grounds for the request, the Comanithe for
Lledicinal Products for Hutnan Use shall re-exaraine its opitaon. The reasons for the

corclusion reached shallbe annexed to the final opindon.

3. Within 12 days after its adoption, the Agency shall send the fival opirdon of the Coraittes
for Iledicinal Products for Human Use to the Commission, to the Member States and to
the applicant, foge ther with a report describing the assessment of the medicina productby
the Comenittes for Wedicinal Products for Huran Use and stating the reasons for its

conclusions.

4 If an opirdon 15 favourable to the granting of the relevant marketing authorisatior, the
following docurments shall be annexed to the opinion:

fa)  aswrrnary of product charac eristics referred to in Article 62 of [revised Directree
2001r23/EC] and cornesponding to the assessiment of the medicinal peoduct;

by arecornmmendation on the frequenc yof subrussion of periodic safetyupdate e ports,
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(el

(d)

()

(gl

details of vy condiions or restrictions to be irgposed on the supply or use of the
medicinal product conce med, e loding the condifiors under which the medicinal
product raybe rmade available o patients, in aceordance with the eriteria laid dowm
in Chapter XIT of [revized Dire ctive 2001/83/ECT,

details of ary recorenended conditions or restrictions with regard fo the safe and
effecttve nse of the medicinal product,

details of a1y meonenended measures for emsuring the safeuse of the medicimal productto
be mehided inthe risk manazemernt systemm,

whe re appropriate, details of anyrecorenended obligation to conduct post-
anthorisation safe fyr studies or to cornply with cbligations on the recording or
reporing of mspected adverse reactions which are sticter than thoss referred to in
Chapter VIII,

whe re appropriate, details of anyre corenended oblizgation to conduet post-
anthorisation e fficacy studie s where concems relating o some aspects of the efficacy
of the mediciral product are identified and can be vesolved oxdyrafier the e dicinal
product hasbeen marketed. Such an oblizgation to conduet such studie s shall be bassd
on the delegated acts adopted pursuant to Lrticle 21 while taking into account the
srientific guidance referred to in Article 123 of [revised Divective 20017230ECT
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(k)

(1)

gl

(k)

8y

where approptiate, details of anyre coranended oblization to conduct any other post-
anthonsation stadies fo trpwoe the safe and effective nse of the medicinal product,
mcluding trectment optimisation shudies,

incas of medicinal peoducts for which there is sabstarntial une ertaintyas to the
surrogate endpoint relation to the expected health outeome, where appropriate and
relemeant for the bene fit-risk balance, a post-anthorisation chlization to substantiate
the clinical henefit;

whe re appropriate, details of anyre corenended obligation to conduct addifional
post-authorisation ersirorrne ntal sk assessme nt stodies, collection of mord toring
data or indonmation on use , or to implement appropriate risk mitigalion measures,
where concetns sbout risks o the ersdronment or public health, including
antirnicrobial resistance need tobe fuather rvestigated or mifgeted after the
rnedicinal product has been rmarketed,

the text of the labelling and package leaflet, presented in accordance with Chapter VI
of [revised Directive 2001E3EC],

the assessrment report as regards the reslts of the phanmacentical and non-clinieal
tests and of the clinical trials, and as regards the Hsk managetne nt systern and the
pharrnacovigilanee systern for the medicinal product cone exted,
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frmy  where appeoptiate, details of anp recommended obEgations to carry out roedic ival
product-specific validation studies to re place ardrsl-based control me thods with
nor-anitmal-based control roethods.

(b)) where applicable, reasoning @z bo whether the me dicinal product salisfies the
criteria of Asticle 83 of frevigsed Divective 2001783F T regarding me dicinal

products addressing an unmet me dical need.

5. Wher adopting its opinion, the Corarm tes for Iedicinal Products for Hurnan Use shall
include the criteria for the prescription or use of the medicina products i accordatce with
Lrticle 5001) of [revised Directive 2001/E3/EC].

Section 2
Marleting authorkation decisions

Arficle I3
Commission decision on the marketing awthorisation

1. Within 12 days of rece ipt of the opirdon of the Comrmittes for e dicinal products for
Hurman Use the Corenission shall subenit to the Standing Coraraattes on Wedic inal
Froducts for Human Use referred to in Artele 173010 a draft of the decision on the

application.
In duly justified caszes, the Comrnission may rehun the opirdon to the Azeney for forthe r
consideration.
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Where a draft decision evwvisages the gravting of'a marketing anthorisation, it shall inelnde
ot raake reference fo the documents referred to in Saticle 1204

Whetre a draft decision evwvisages the gravding of a markefing authorisation subject to the
conditions referred to in Article 1204), points (o) to (), it shall lay down deadlines for the
fulfiliment of the conditions, where necessary.

Whete the draft decision differs from the opinion of the Agency, the Corendssion shall
proside a detailed explanation of the reasoms for the differences.

The Coranission shall send the draft decision to the I taber States and the applicant.

2. The Comeaission shall, by means of rnplernenting acts, take a final decizsion within 12
daze after obtaining the opindon of the Standing Corardttes on Medicinal Products for
Human Use. Thos: itegplemme nting acts shall be adopted in accordance with the examination
procedure referred to in Aricle 173, paragraphs 2 and 3.

3. Where a Wlember State raises mportant newguestions of a scientific or technical natore
that hawe notbeen addressed in the opinion delrered by the Sgency, the Corarnission may
refer the application back to the Azeney for futher consideration. In that case, the

procedures set out in paragraphs 1 and 2, shall start again npon reception of the replyof the

Lgency
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The Agency shall disservinate the docwrnents referved to in Article 12(4), points (a) to (=),
and, where relovant, the documents referred bo in Arkicle 128), pnts [F) b (ma)
together with any deadlines laid down pursuant to paragraph 1, fist subparazraph.

Ariicle 14
Withdrawal of 2 marketing authorisation application

If an applicant withdraws an application for a marketing authornzation sobritted o the Sgency
before an opirdon hasheen given on the application, the applicant shall corarmanicate its reasons for
doing so fo the Azency. The Agency shall roake flas information publicly available and shall
publish the assessment report, if available, affer deletion of all inforrmation of a corme reially
confide ntial nature.

After the opinion has been given on the applicahion, the applicant is no longer in the posifion to
withdraw an applicabion on is own mibabve.

Arficle I3
Refusal of a centraliced marketing authorieation

The marketing authorization shall be refused if, after verification of the particulars and
documentation subraitted in accordance with Article A, the wisw is taken that:

fa)  the berefit-risk balance of the medicinal product is not favoarable ;
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(b that the applicant has not properlyor sufficlently deronstrate d the quality, safety or
efficacy of the medicinal product;

fo)  its gualitative and gquantitative coraposition is not as declared,

() the errirommertal sk assesswent is incoraple te or insnfficie nilweubstantia ted barthe
apqebanad, O If the 1isks identified in the ervirornmmental risk asse ssrnent havee not
been sufficiently addressed by the applicantsine leding rough risk mitication
meagures, unless the applicant has duly justfied and substanBated the reasons for
the incowmplete or insufflciently substanbiated exnvironmendal vish assesanent and
the compelent quthorities consider that e marketing authorisation can be granted
subject to the condifions referred to in Article 12{4)(f) to conduct post-
authorizaion exyirormmental £isk assessnent shudies or to implement risk

mitigehon measures.

(e)  parfeulams or docwrentation provaded bythe applicant i accordance with Article 6,
paragraphs 1 to 4, are incorrect;

(fy  the labelling and package leaflet proposed by the applicant ave not in accordance
with Chapter V1 of [revised Directive 2001/E30EC].

2. The refiusal of a nion marketing authorization shall constitate a prohibiion on the placing
ot the raarket of the medicinal product concerned throughout the Urdon.

3. Inforrmation about all refiusals and the reasons for thern shallbe made pablicly available.
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Arficle 16
Marketing authorkations
1. Withot prejudice to Srticle 1, paragraphs 2 and 9 of [revised Directree 2001E83EC], 2
matketing authorization which has been granted in accordance with thiz Regulation shall
be valid theoughout the Trdon. It shall conder the sarme rizhts and ohlizations in each of the

Dlewmber States as a marketing authorisation gravded bythat IMeraber State in accordance
with Article 5 of [revised Directrve 2001723/EC].

The Corraission shall ensare that authorized medicinal products for hurnan nse are added
to the Union Register of Medicinal Products and that they are gheen a nrnber, which shall

appear on the packazing,

2 Hotification of marketing authorisation shall be published in the Official Jowmal of the
European Urdon, quoting the date of marketing authorisation and the registration nurber
in the Urion Register of Mledicinal Products, anyInternational Mon-proprietarsy Harme
(TN} of the active substance of the medicinal peoduct, its pharrnacentical forw, and any
&natorrdcal Therapeutic Cherndeal Code (8T,

3. The Agency shall imrnediately pablish the assessrment wport on the medicinal product for
hurnan use and the reasons for its opirdon in favour of granting rarketing authorisation,
atter deletion of any inforrmation of a comme reially confidential natove . The jask fication
Jfor a marketing aquthorisation sswed wnder Articles 18 19 and 30shall be inclided in

the assessment report,
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The European public assessrment report (EPAR) shall include:

- a surnrvaty of the assessment report written in a mwarmer that is understandable to the
public . The surarrary shall cortain in parficular a section relating to the conditions of
us: of the medicinal product;

- a surntvaty of ervirontmental risk assessnent studies and their results as submitted by
the marketing anthorisation holder and the assesstoent of the ernairorenental risk
azsessoe nt and the information referred to in Article 22050 of [revased Divective
20017230FEC] by the bAgeney

- For anbmicrobials, the information referred to in Avlicle 17 (1), point (i) and
Annex I, 21 paragraph, pointie)to frevised Divective 2001783/ EC as well ag any
other obligations imposed on e markebing authorisakion holder.

4, Lftera marketing authorisation hasbeen granted, the marke ting authorsation holder shall
inform the Azencyof the dates of actual warketing of the medicinal product for hurnan use
in the Dlember States, taking into aceount the warions presentations authorized.
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Upon request brthe Ageney parionlarly in the context of phanwac ovigilance, the marketing
anthonsation holder shall proside the Sgencywith all data relating o the wolorne of sales of
the redicinal product at Urdon lesel, broken down by Ik raber State, and arsrdata in the
tarketing authorisation holder's possession relating to the volurne of prescriptions in the
Union and its M rober 5tates.

Ariicle I7
Validity and renewal of marketing authorieations

1. Withont prejudice to paragraph 2, a marketing authorisation for a medicinal product shall
b valid for an wrdivaited period.
2. Borweay of derogation from paragraph 1, the Cormnission mav decide when granting an

authorization, on the basis of & selentific opindon by the Sgeney conce rming the safetyof
the rnedicinal product, o lirdt the salidityof the marketing authorisation to fove wars.

Whete the waliditsy of the marketing authorsation iz lirated to five years, the marketing
anthorsation holder shall applyto the Sgencyior a renewal of the marke fing authorization

atleast nine months before the marketing authorisation ceases to be walid.

Whete a renewal application has beey submitted in accordanice with the second
subparasraph, the mnarke ing authorization shall rernain salid until & decision is adopted by
the Coramizsion in accordance with Arhicle 13,
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The marketing authorisation maybe renewed on the basis of a re-evaluation bythe Lgencyof
the berefit-risk balance . Onece renewed, the raarketing anthonsation shall be walid for an
urlirnited period.

Ariicle 18
Marketing authoriation granted in exceptional circuristaneces

1. In exceptional circurnstances where, inan application under Srticle & of [revised Divechive
20017230 for a matke ting authorisation of a redicinal product or a new the mpeutic
indication of an existing roarke ing anthorisation under this Fegulation, an applicant is
urable to provide corgprehe naive data on the efficar vand safetyof the medicinal peoduct
under normal conditions of use, the Comrnission may, by derogation to Article &, grant an
authorisation under &rticle 13, subject to specific condiions, where the following

te quiretne nhs are et

fa)  the applicant has demonstrated, in the application file, that there aze objective and
verfidhle reasons not fo be able to subrait cornpre henstee data on the efficacy and
safety of the e dicinal product under normal conditions of use based on one of the
grounck set out in Srnex ITto [revised Divective 20015830EC];

(b except for the data referred to in point (a), the application file iz coraple te and
satisfies all the requirerne nts of this Begulation,
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fc)  specific conditions ave included in the decision of the Corgnission, in particalar to
exsure the satetyof the medicinal product as well to ensure that the marketing
authorizsation holder notifies fo the competent authorities ansy imeide nt relating o its
use and takes appeopeiate action whete necessary.

2. The mainte nance of the authorised newtherapentic ndication and the walidity of the
tnatketing anthorisation granted in accordance with paragraph | shallbe linked to the
reassessrne it by the Azeneyof the conditions referred to i paragraph 1 after two years or
at an earlier ime ag set outin the markeling authorisafion, frorn the date when the new
therapentic indication was anthorized or the marketing authorizsation was granted, and
thereafter at a risk-based frequenc v to be deterrnined by the Agencyand specified by the

Cortaission in the marketing authorisation.

This reassessrnent shall be conducted on the basis of an application by the marketing
anthorsation holder to maintain the authorized new therapentic indication or rene w the
tatketing anthorisation under excephional elreurnstance s,
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Arficle 12
Cond tional marketing awthorisatien

In dulsrjustified cases, to meet an unrnet medic al need of patient s—ss-sefiorad-ta-iimbertale
23 pedndfakof frevaesd Directres JOOLESHCE 5 condiional marketing authonsation

ot a new conditional therapeutic indication to ah exising watke ing authorization
authorized under this Fegulation rayhe granted by the Comrission o a redicinal
product that is likely to address the mwraet medical need in accordance with Article 83(1),
g0l [revized Directive 2001JE2/FC], prior to the subtnission of coraprehensive
clinical dats provided that the bene fit of the nmediate availability on the raarket of fhat
medicinal product outweighs the risk inhererd in the fact that additional data are still

re uired.

In ewerge ney sittations, a conditional marketing aunthorisation or a new conditional
therapeutc mdication referred to in the first subparagraph maybe sranted also where
cornprehe nelve non-clindcal or pharrmacentical data basee niot been supplied.

Conditional marketing authorisations or a new conditional therapeutic ndication refered
to in paragraph 1 mayhbe granted ondwif the be nefit-risk balance of the medicinal product
iz favonrable and the applicant is like Iy to be able to provide corapre henstre data,

Conditional marketing authorizations or a new conditional therape b mdication granted
parsuant to this Srticle shallbe subject to specific oblizations. Those specific oblizations
and, where appropriate, the tirae lirnit for cormpliance shallbe specified m the conditions to
the marketing authorisation. Those specific chligations shallbe eviewed anrmally by the
Lgenc viorthe et thres tmare-after cranting the authorieation and s O TEa
heerseraFie.
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4, Lz part of the specific chligations referred to in paragraph 3, the marketing authorization
holder of a conditional marketing anthorisation granted parsnant to this Article shallbe

required o complete ongoing studies, or to conduet new studies, with aview to confirmming
that the bene fit-risk balance is favourable.

5. The suwrnvary of product charac teristics and the package leaflet shall clearly mention that
the conditional marketing anthorisation for the wedicinal product has been granted subject
to specific obligations as referred to in paragraph 3.

f. B way of derogation frora &rtiele 1710, an initial conditional marketing authorization
granted pursuant to this Lrticle shallbe valid for one year on a renewable basis-Fea-tee
1. When the specific oblizations referred to in paragraph 3 have been fulfilled for a

conditional rarketing authorization granted parsnant o this &rficle, the Cormission masy,
following an applicaion by the marketing authorization holder, and after having received a

favourable opirdon fror the Agency, grant a marke ting authorisation parsuant to Aricle
13

. The Coraission is erapoweted to adopt delezated acts in accordance with Article 175 1o
supplenent this Fegulation by establishing the following:

fa)  the categories of medicinal products o which paragraph 1 applies;

(b the procedures and reguirerments for granting a condiional marketing anthorsation,
for its renewal, and for adding a new conditional therapentic mdication to an existing

rnatke ting anthorisation.
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Arficle 20
Imposed post-authorieation stedies

1. L&fterthe granting of a marke ting authorisatior, the Ageneoy mway consider that it is
necessary that the marke ing authorisation holder:

f(a)  conducts a post-authorisation safe ty studsy if there are concerms about the risks of an
authorised medicinal product. If the same concerns applyto more than one medicinal
product, the Agency shall following consaltation with the Pharmacosdgzilance Risk
Lsgessraent Comrnittes, encourage the marke ing authorisation holders concermed o

conduct a joint post-authorisation safetystudy,

by conducts a post-authorisation efficacy stody when the understanding of the diszase or
the clinieal rmethodology indicate that presdons efficacy evaluations raght have to be
revised sigrificantly The oblization fo conduet the post-anthorisation effic acy stody
shall be based on the delegated acts adopted parsuant to Arhicle 21 while taking it
account the scientific guidarce referred to in Laticle 123 of [revizsed Directive

2001183EC];
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fc)  conductsa post-authorisation e redronree ital sk assesament stady to further
wwvestigate the risks to the ernaronent or public health, ineleding antismicrobial
rematance, due to the release of the medicinal product in the ervironme nt, 18 e
concens ernerge on the authorised medicinal yeoduct, or other medicina products
containing the sarne actrve substance.

IFthiz obhligafion applies to several medicinal producis, the Azency shall encourage
the markebing authorisabon holders concerne d bo condict a joint post

authorization exnvironmental visk assessment study.

) conduck any olier post-quthorisehon shudies o improve e safe and offe chve use
of the medicinal product, incliding treatment optimisation based on clinical

ExperieRCe.

Whete the Soencyconsiders that any of the post-authorisations stadies referred to in points
{a) o fed) 1s necessary, it shall inforrn the rmarke ting anthorisation holder thereof in
witing, stating the grounds for its assesstnent and shall include the cbjectrves and

tiree frarne for sdbrnission and conduct of the stady.
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2. The Agency shall provide the marketing authorisation holder with an opportundty o
present written observations in response to its letter within a tirae lyat which it shall
specifyy, if the marketing authorisation holder so requests within 30 daye of rece ipt of the

letter.
3. O the basis of the written ohservations the bgency shall review its opirdon.
4, Whete the opinion of the Sgeney confitrns the need for aver of the post-authorisation

studies referred to in paragraph 1, points (a) o Ged), tobe camed out, the Coneaission
shall wary the marketing anthorisation, by eans of oplerenting acts, adopted parsoant o
&rticle 13 to include the obligation as a condition of the marketing authorisation unless the
Comnission retuwrns the opirdon to the Ageney for further conside ration. For chligations
under parasraph 1, points (a)azd (b) end (@), the marketing anthorisation holder shall
update the risk management systern according Ly

Ariicle 21
Post authorisation efficac y stud ies

The Comrnission 1s ermpowe red to adopt delegated acts in accordance with Article 175, to
supplerne it this Fegulation by deterrnining the sitnations in which post-anthorisation e fficacy
studies maybe reguired under Srticle 1204, point (g, and Srticle 2001}, point (b).
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Arficle 22
Risk management system
The marketing anthorsation holder shall incorporate any eondifion of anthonsstion reflecting the
elernents referred to n Srticle 1204, points (d) fo Geui), or in Arlicle 202001 poinds (@), (B)and
{cf), or in Artinle 128(1) and Article 19 in their risk managere nt systern.

Arficle &3
Liahility of the marketing authorisation holder

The granting of a rnarketing anthorisation shall not affect the civil or crirainal Lability of fhe
rmarnfactorer or of the rmarketing authonsation holder parsuant to the applicable national lawrin
NWErober States.

Ariicle 24
Susp ension of marketing, withd rawal from the market of a med i inal prodw i, withd rawal of
a marketing authorisation by the marketing authorisation holder

6-The matketing anthorisation
holder shall notify the Szency without undue delay of ans action the v take to suspend the
rnarketing of a medicinal product, to withdraw a rmedicinal produet frorm the market, to
recuest the withdrawal of a marketng authorization or not to applsy for the renewal of'a
mnarketing authorizatior, together with He-seaserems oo dailed reazoning forsuch action.
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The marke ting authorisation holder shall declare if such action is based on the following

gronnds:

(a)
(k)
(o)
(d)

(e)

()

ifia)

the medicinal product iz harwdhl;

it lacks the rapentic efficacy,

the henefit-risk balance is not favonrable;

its qualitatrve and quantitatiee composition is not as declared;

the controls on the medicinal product or on the ingredients and the controls atan
interrmediate stage of the marufacturing process have notheen caried out or if somme
other requirersent or chlization relating to the grant of the manufacturing
authorization has not been fulfilled; or

a serions 1isk to the ervirorenert or to public health via the ervironrment has been
identified and not sufficiently addressed by the marketing authorisstion holder.

comgnercial re asons.

Where the action referred fo in the first subparagraph is to withdrawa medicinal produact from
the market, the marke ting authorisation holdey shall prosdde information on the rnpact of
such withdrawal on patients who are already being treated.
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The marleting auwthorization holder shall make the nofification electronically and in the
Formals made available by the Agency. The Agency shall consult the Member Shates

when drawing wp the formals.

2 The marketing authorisation holder shall make the notification parsmant to paragraph 1 if
the action iz taken in a third countryand such action isbased on anyof the grounds et out
111 bbbl iz oL (e el e e ﬂfﬂg}fﬂph I{ﬂ} to fﬂ

3. In the cases referred to in paragraphs 1 and 2, the Agency shall forward the infoarnation to

the compete nt authonties of the Ilernber 5 tates without andue delay.

Ja. In the cases referved to in paragraph 1, second subparagraph, powt (F), the Agency shall
irne diake i inform the Comeniasion, and He Marke bng Anthorisation Holder shall
inform the relevand national and Dion quthorifies withowt delap.

2k
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Arficle 23
Dhip licate marketing authoerisations
1. Only one marketing authorisation raybe granted to an applicant fior a specific medicinal
product.

Brwray of derogation frorn the first subparagraph, the Comrmission shall authorise the
sarne applicant to subrait rmore than one application fo the Lgencyior that medicinal
product in either of the following cases:

fa)  ifone of its mdications or pharraceutical forens, posologmes, methods or roukes of
administration or any other wap in which e medicinal product may be wsed 13
protected by a patent or a supple mentary profecon certificate in one or more
I mber States;

(b for reasons of co-rmarketing with a different undertaking nothelonging to the saroe
group as the marketing anthorisation holder of the medicinal peoduct for whicha
duplicate is requested.

&3 soor as the relevant pate nt or supple rentary prote cion certificate referred to i point
{a) expires, the marketing anthorisation holder shall withdraw the initial or duplicate

tatketing anthorisation as soon as possible.

366826 154
ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 135

LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

Lz regards e dicinal products for harnan use, Srticle 13 of [revised Directive
20010830 shall apgly to e dicinal products anthonsed undey thiz Regulation.

Withoat prejudice to the urdcue Union nature of the conte nt of the docure nde referred to in
&rticle 1204, poirds (a) to (k) this Regulation shall not probdbit the use of two o toore
cormnetcial degighs for a given medicinal peoduct for harnan use covered bira single
tnatketing anthorisation.

Ariicle 26
Med icinal products for compassionate use

% e CEEEr A ol et Dlerebe ¥ State s
tnay make svailable for corgpassionate use a raedicinal product for harnan use belonging to
the categories referred to in Article 3, parasraphs 1 and 2. This mavy include new

therapeutic uses of an anthorised medicinal product.

A3H6/26

135

LNNEX LIFE.5 LIMITE EN

7424/26 ADD 2

LIFE.5

www.parlament.gv.at

136
EN


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

2. For the purposes of this Article, “corpassionate use ™ shall rean making a medicinal
producthelonging to the categories referred to in Arhcle 3, parvagraphs 1 and 2 available
for compassionate reasons 10 & Srgle patient or group of patients with a chronically or
serionslydebilitating disease or whose disease iz considered to be Lfe-thre atening, or
impacking their mental Realth with severe payehological or emotional distress, leading to
worsening of chrical symplowms and severely compromising the abiliy bo funchon in
daily Bife, and who canmotbe treated satisfactorilyhyan authorised medicinal produacet. The
medicinal product concerte d seastehall either be the subject of an application for a
rnarketing authorization in accordance with Srticle & or the subrission of such application
17 irrrdnent, or 1t seesbeds undergoing clivical tials in the saroe indication,

3. Wher applving paragraph 1, the Ierber State shall notifyr the Agency, which shall make
the notificabon publicl avalable.

4, When comnpassionate we is ervisaged by a Ierber State, the Corarnittes for Ivledic inal
Products for Huran Use, after conmlting the manufacturer or the applicant, mazy
adopt opirdons on the conditions for use, the conditions for distibution and, the patients
targeted and the conditions of monitoring. The opindnts shall be updated whete necessary.

In the preparation of the opinior, the Cormittes for Iledicinal Products for Hurman Tse
rnay recuest irdormation and data frorn rearketing authorisation holders and from
developers and masengage with them in prelivainary discussions. The Cormrites may
aleo rnake use of health data generated outeide of clirdeal stodies, including real world
date, where available, taking into account the relishility of those data.
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The Agency mavalao liaise with the thivd conntry ageneies for medicinal products with
respect to additional inforrmation and data exchanges.

In the preparation of its opivdon, the Coranittes for Medicinal Prodocts for Human s
tnay consult the Ilernber State concerned and request it to proade any available
information or data that the Ivkrber State has in its possession relating to the medic inal

product concerned.

5. Hhen appling paragraph 1, Ik rnber States shall take account of any avatlable opinon
and notify the Ageney of the making sailable of products on the basis of the opiron in
their temtn:ur_:,r WEmber States shall ensure that pharrnacovigilance requirertents ese

as regards the recording and

te poring -:uf'suspac:ted adverse reactions and the submission of geredicsafetyrapdals
ey cppled for those producks.

f. The Agency shall keep an up-to-date list of the opindons adopted it accordance with
paragraph 4 and shall publish it on its website.

1. The opindons referred to in paragraph 4 shall not affect the civil or criminal Liab ity of the
tnannfacturer or of the applicant for marketing authorisation.

2. Whete a compassiohate use progratirne has beer set up in accordance with paragraphe 1

and 5, the applicant shall enswre Halthe muppdy of the me.:fwmalpm:fuﬂt ko p&tﬂnts taking
hs, if
necessary for q period bebmsewaftor the markefing authorizsation has been granted and
unkl the medicine is made av ailableesdplasing on the market of Bre Member Sate

part do such programme-als

CONCErREd.
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9. This Article shall be without prejudice to Fegulation (E10) Mo 3362014 and o Article 3 of
[rewised Directrve 2001083/EC].

10. The Agency wesehall adopt detailed guidelines laving down format and content of
notifications referred to in paragraphs 3 and 5, and data exchange under this Srticle.

Ariicle 27
Beyjuest for opinion on scientific matiers

&t the regquest of the Executree Director of the Agency or the Coraission, the Cormittes for
NEdirinal Products for Huran Use shall draw up an opirdon oh aty scientific matter concerning
the evaluation of medicinal products for kuraan use. That Coranittes shall take due account of any
recuests by Derber States for an opirdon.

The Lgencyshall publish the opinion after deletion of axy mforrnation of a cornmercially
corfide ntial nature.

Arficle 28
Regulatory decisions on marketing awthorisations

Ln authorisation to place a roedicinal product covered by this Fegulation on the market shall notbe
granted, refused, waried, suspended, withdrawn or revoked except through the procedures and on
the grounds set out in this Regulation.
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Arficle 22
Regulatory protection periods
Without prejudice to the lawon the protec ion of 1ndustial and coveae reial property, medicinal

products for hurman use which bave been authorized in accordance with this Regulation shall bere it
fror the periods of regulatoryprotection set out in Chapter VII of [revised Divectnee 2001 E3ECT.

Section 3
Temporary emergency marketing authorisation

Ariicle 30
Temporary emergency mar keting authorisation

Chiring a puablic health ernergency, the Corarrdssion may grant a tenporary e merge ney matketing
anthorization (“TEWLL™) for medicinal products intended for the treatrernt, prevention or medical
disztinsis of a serious or life threatening disease or condition which are divectly related fo the public
health erergenc v, prior to the subrdssion of the corplete quality, non-clinical, clindcal data and

ervirontaental data and information.

Where redicinal products containing or cotsisting of geneticallyraodified orgarisras i the sense
of Article 2020 of Direc tive 200111 E/EC are concetned, Articles 13 to 24 of that Dive ctive shall not

apply.
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Ln application for a termporarye merge ney tnatketing anthorisation shallbe submitted in accordance
with Lrticles 5 and 6.

Arficle 51
Criteria for granting a temp orary emergenc y marketing anthsrisation

& ternporaty ernergene yivarketing authorisation mavyhe granted onlyatter the recogriion of a
public health ernerzenc wat Urdon level in accordance with Arhicle 23 of Regulation (ETT)
20222371 of the European Parliarnent and of the CouneilP? and where the following reguirernents

are met:

hay there iz no other satisfactoryrmethod of treatment, prevention or diagnosis authorised or
sufficiently available in the Union oz, if such method is alveady available, the femporary
ernergency matketing anthorisation of the e dicinal produet will contibute to address the
public health exne reency,

1Y) bazed on the scientific evidence svailable, the Azencyissues an opitdon concluding that
the rnedicinal product conld be effective in treating, preventing or diagnosing the disease
ot condition divec tly related to the public health emergeney, and the known and potertial
benefits of the product oubaeigh the known and potential rsks of the product, taking into
consideration the threat posed by the public health emergency.

i Begulation (ETT) 202252371 of the Enropean Parliarment and of the Couneil of 23 Moseernber
2022 on 2= vious crosshorder threats fo health and repealing Decision Mo 1082/2013/ED
(0T L 314, 6.12.2022, po 26).
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Arficle 52
Scientific op inion
The &gency shall ensure that the scientfic opirion of the Coraraittee for Ik dicinal
Froducts for Hurnan Use 15 given without andue delay, taking into acc ount, the
recoranetdation of the Erwergency Task Force referred to in Article 32010, second
subparasraph. For the papose of issuing its opivdon, the Sgene ymay consider any
televant data on the medicinal product conce med.

2. The Agency shall without wndue delay review any new evidence provided by the
developer the Dleraber States or the Comruission, or anyother evidence that cornes to its
attention, in particular evidence that mizht influetice the benefit-risk balance of the
mediciral product concerned.
The Agency shall update its scientific opinion a5 necessary.
3. The Agency shall tranamit without undue delayto the Comrrission the scientifie opirdon
and its updates and any recorenendations on the terporary eme rgene yinatketing
anthorsation.
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Arficle 53
Commission deciion for a temporary emergency marlketing awthorisation

1. O the basiz of the scientific opimon of the Ageney or itz updates referred to in Saticle 32,
paragraphs 1 and 2, the Corarnission shall, bymeans of inplerienting acts, take a decision
withont undue delayon the teraporary e merge ney marketing anthorizsation of the e dicinal
product subject to the specific condiions set in accordance with paragraphs 2 3 and 4.
Those iraplementing acts shall be adopted in accordance with the e xarnination proceduore
referred fo in Barticle 173020

2. O the basiz of the scientific opirdon of the Agency referred fo in paragraph 1, the
Coraizsion shall set specific conditions with respect to the teraporary ermerzenty
matketing authorisatior, in particular the conditions for mannfacturing, use, supply and
safety monitoring and the corapliance with related good manafachuring, and
pharmacovigilance practices. If necessary, the conditions matrspec ity the batehes of the
mediciral product concerred byrthe ternporany eme rgency marketing authorisation,

3 Specific conditions mavbe st o reguire the cormpletion of ongoing stadies or to condust
new studies to ensure the safe and effective use of the medicinal product or minidse its
lmpart on the erpdronraent. & firne livait for the submission of those stodies shall be set.
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4, Those specific conditions and, where appeopeiate, the tire livait for corapliavice shallbe
specified m the conditions o the marketing anthorisation and shallbe revie wed arvallsy
b the Agency.

da. The Agency shall immedicte iy publish the assessment repori on the medicinal product
For human wge and the reasons for it opimio in favour of grawting markefing

quthorisation, after deletion of any informabon of @ comme reially confidential nakire.

Arficle 54
Valid ity of a temp orary emergenc ¥ marketing authorisation

The teraporary erne rgency marketing authorization shall cease to be walid when the Corenission
terrninates the recogrition of a public health emwergencyin accordance with Srticle 23020 and (4 of
Regulation (ETT) 202272371,

Ariicle 35
Variation, susp ension or revocation of a temp orary emergency marketing authorisation

The Corarnission may suspend, revoke or varythe teraporary erme rgency marketing authorisation by
tneans of irple rmenting acts at any e in avey of the following cases:

(a) the criteria laid down in Brticle 31 are no longer met;
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1Y) itis appropriate fo protect public health,

) the rmarketing anthorisation holder of a terporary eree rgenc vinatketing authorisation has
tiot coraplied with conditions and obligations set cut in the terporary etne rgency
tnarketing authorisation,

) the rmarketing authorization holder of a temporary erne reenc vinarke ing anthorization has
not corrgplied with the specifie corditions st in accordance with Srticls 33,

Those implernenting acts shall be adopted in accordance with the exarniration procedure referred fo
in Article 173020

Arficle 36
Granting of 2 marketing authorication or ¢ ond itional marketing awthorisation afier a
temporary emergency marketing awthorisation

As soon ag sufflcient data has been generated, the marke ing authorisation holder of an
anthorisation in accordance with Article 33 seesghell subrnit an application in accordance with
Luticles 5 and & in order fo edbadweplace the temporary emergency marbeling authorization by an
anthorisation in accordance with Articles 13, &I 8 or 19.

For the parpose of regulatorydata protection, the termporary emergene v marketing authorsation and
aty subae quent rmarketing authorisation, as referred to in sdbparagraph 1, shallbe considered as part
of the sarne global marketing anthorization,
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Arficle 37
Transitional period

When the terporaryinarketing anthonsation of a medicinal product 1s suspended or revoked for
reasons other than the safety of the medicinal product, or if that teruporary ernergenc ymarketing
anthorization ceases to be walid, WErnber States may, in exceptonal cireurstances, allow for a
transitional period, the supplyof the medicinal product fo patients who are alreadybe s treated
with it. Jn such cages, the Adember State shall inform the Agency about the application of the
rangibional period. Conditions for manufacturing, use, supply and safety momitoring and e
compligrnee with e related cood manufachuring and pharmac ovigilance practices shall condinue

o apply during that period,

Arficle 38
Relation with Article 18 of Regulation (EU) 2022/123

l. For medicinal products for which a ternporaty erae rgene vinarketing anthorisation mavyhe
considered by the Agency, Srticle 18{1) and {2) of Regulation (EUT) 202211 23% shall

apply.

The Emergency Task Force shall provide a recorunendation for a termporary emergeney
matketing anthorisation to the Corarnittes for Iedicinal Products for Huraan Use for an
opinion i aceordarce with &rticle 32, To this purpose, the Emergeney Task Force st
up parsuant o Srticle 15 of Regulation (E1N 20220123 roay, where appropriate, perform
the activities referred to in Article 18(2) of that Fegulation peior to the recogrnition of a
public health ernereency

A Begulation (ETT) 20227123 of the Enropean Parhament and of the Couneil of 25 January
2022 on a reinforced role for the European Wedicives Sgencyin crisis preparedness and
tnanagere it for e dicinal products and medical devices (OJ L 20, 31.1.2022, p. 1.
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2. 2. Where a request referred to in Soticle 12(3) of Regulation (ETT) 20220123 for a
recormnetdation has beer made and there iz an application for a temporarye merge ney
mnarketing authonization for the medicinal product concerred, the procedare fora
tecoranetdation ander Srticle 1203 of Regulation (BT 20220123 shall be stopped and the
procedure for a terporary ernerzenc v rmarke ing authorisation shall preseail. Ayey availdble
data shall be considered under the tergporary eme rgeney roatketing authorsation

application.
Arficle 32
Withd raw al of authorieations granted in accord ance with Article 3(2) of [reviced Direciire
2001/83/EC]

When the Cornission has granted a terporarye me reency mathketing authonsation in accordance
with Article 33, Mermber States shall, where possible and wilhin o reasoneble Eme Bmid, withdraw
any authorisation granted in accordance with Srticle 3(2) of [revised Divective 2001F230EC] for the
nse of medicival products contairang the sarme active substance for any indications that are subject
to the ternporary marketing anthorsation.
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CHAPTER IIT
INCENTIVES FOR THE DEVELOPMENT OF “PREQRES
ANTIMICROBIAL S

Section 1
T ransferable exclusivity veuchers for priority antimicrobials

Arficle 410
Granting the right te a iransferable data exchusirity voucher

Following a recue st byrthe applicant when applying for a rmarke ting anthorisation, the
Cortaission waty, by means of irple menting acte, granta transferable data exclusivity
vioucher to a “prionty antirade robial” referred to in paragraph 3, under the conditions
referred to in paragraph 4 based on a sclerdific assessent by the Agency.

The woucher referred to i paragraph 1 shall grve the right to it holder to an additional 12
tonths of data protection within the meaning of Arkicle 80 paragraph I of [revised
Directve 2001783/ CF for one authorised e dicinal product.

Ln antimicrobial shall be considered @ “priority antirnicrobial” if & eddresses @ muli-drug
registant or ganism and i e preclindeal and clindeal data ssedesprsademonsirale a
significant clinical berefit with respect to antiveicrobial resistance and if it has at least one
of the following characte ristics:

by its mechanisen of action iz distinefly differe nt from that of any anthorised
antiricrobial in the Tnion,
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(o] it contains el Re w actTre substance #
apthemlaer-tiadillat when used either alone or in combination with other achive
subshances addresses a-ssli-drasyepitad-cosamaend serions or life thre ate rang
infection,

In the sclentfic assessnent of the criteria referred to in the first subparagraph, and in the
case of antthintics, the Azency shall take into account the “WHO prioty pathozens lst for
Bfearegel) of newantbiotics”, or an equialent list estdblished at Urdon lesel

4. Tobe granted the woucher by the Corenissior, the applicant shall:

fa)  dermonstrate capacity to supply the priorityantimicrobial in suffieie nt quantities for
the expected needs of the Union market,

by provide information on all divect finaneial support reeelved for research related o the
developenent of the pricrity antirnicrobial.

c)  demonstrate that the application for granting @ marketing authorisation of the
prionly anfimicrobial has been firgst mubmitted to the Agency or has been submitted
no later than 180 days after the submission of the application for the first
markebng quthorisaon oulside the European Union.

Within 30 days after the marketing anthorisation is granted, the marketing authorsation
hiolder shall wiake the infornation referred to i point (b) accessible to the public viaa
dedicated webpage and shall cornrnmicate, in a titee by rancer the electronie link to that

webpage to the Ageney.
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5 Once the marketing authorisalion is granted, the Agency shall inform without undue
delay the MESG in gecordance with Article 131 paragraph 2 with aview to propose @
potental mclusion of the prioridly andimicrobial on the Uhion bt of eriical medicingl
products.

a Apriority antimicrobial shall be reserved for exelusive use for the tre abnent of humans
For a period of I0pears to presene the efficacy of those anfmicrobial.

The period referred to in the previous subparagraph may be prolonged based on an
evaliation by the Agenay on the bagmiz of the crileria sedin the Commission Delzgated

Fe gulation (EIF 20211760

s The Cormmission shall inform the Member Sales of the granting of the marketing
cuthorisafion and wclude a recovanendation vikng Member Shates to make wse of the
possibliy of @ volunbery subsoription mode I for joint procuremend reforred to in Ardicle

432
Arficle 41
Transfer and use of the voucher
1. & voncher waybe used to ssbededodd 12 months bo the data protec fion Sessperiod

referved to in Article 30 paragraph I of frevised Directive 200178 5F C et ssanthe of
the priorty antirndcrobial or of another medicinal product authorised in ace ordance with

this Fegulation of the same or differe nt roarketing anthorisation holder,
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& voucher ekellesdszrnay be wsed once and in relation to & single centrallyanthorised
med_]]:mﬂl mdmt e - T e . 5 '..' ; = i - ‘ijnpiebyfednjfejeiey A

In case of @ medicingl product other tran e priovily atimicrobial concerned, the wse
af the voucher shall take place only in the fifth or stdhpear of the regulatory data
protechion period and onlp if the marleling quthorisation holder demonstrates that the
annual graes sales of that medicingl product in the Union during any of the first four
years after the granting of the marketing authorisation have not exceaded 490 million

EUFOS.

Ia The marlefing quthorization holder shall demonstrate that information abowt the
annual gross sples referved bo in paragraph (1) iz acewrale and complele and that i hos
been audited by an independent external quditor,

& woncher way onlybe used if' the marketing authorisation of the priority antirnicrobial for
which the rght was itially granted has not been withdrawm,

2. To use the voueher, its ownet shall apgply for a variation of the rmarketing anthorisation
concerned inaccordance with Srficle 47 to extend the dats protection.
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3. & voucher waybe traneferred to another marketing authorisation holder and shall not be
transferred further.

4, & rnarketing anthorisation holder to who a wourher 1s transferred shall notifir the Agencwr
of the transfer within 30 dave, stating the walue of the fransac tion be tareen the tao parties.
The Agency shall make this information publicly available on ifs webpage.

Arficle 42
Valdity of the vouw her

l. & voucher shall cease to be valid in the following cases:

fa)  where the Comraission adopts a decision in accordance with Article 47 fo extend the
data protection of the receming medicinal product,

(bl where it is not weed within 5 years from the date it was granted.

2. The Coruaission mayrewoke the voucher peior to its transfer as referred to in Article 41(3)
1f a vecque st for supplyr by angp Member Stake or $re Corpnission, procarerent or pore hase
of the priority antirderobial in the Union has notbeen fulfilled.
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3. Without prejudice to patent rights, or supple mentary protection certificates™, if'a priority
artiraicrobial iz withdrawn from the Undon market prior to expiryof the periods ofmarket
and data peotection laid down in Arficles 20 and 51 of [resdsed Divective 20010E37EC],
those periods shall not preve rd the walidation, anthorisstion and placing on the matket of a
tnedicinal product using the prionty antirderobial asa reference medicinal product in
accordance with Chapter IL Section 2 of [revised Divective 2001/23].

Arficle 43
Duration of app b ation of Section I of Chap ter IT1

Thap-thapdon=Soction 1 shall apply, feking into account the outcome of the evaluation referred to
in Arbicle 170 paragraph S, until [Hote to OF: insert the date of 15 wears after the date of entry

into force of this Regulatior] or urdil the date when the Corarrassion has granted a total of 365
vochers in accordance with this Chapter, whichewer date is the earliest.

3“ Begulation (EC) Mo 44902009 of the European Parliarent and of the Couneil, (O L 152,
1662009, o 1.
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Sectign 2
Velumtary suliscripiion moedel for animicraliials

Asticle 43
Voluntary sub s rip tion model for the joint procurement of antimicroh iak

1 Contracting authorities from different Member Shates may actjointly in the award of
puhlic contracts puraiant bo Article 39 of Divechve 20042EF T with o view to

purchasing anbimicro hals.

2 For the purposes of paragraph 1, in addifon to the elements in Arkicle 39(4) of Direchve
20124 LR the agreement between the parfes shall detervine the practical
qrrangements goveming the condifons for @ subscniphon model system and other
procedures, including, length of the subscription contract and the possibility of parallel

Procurament.

3 The contract to be awarded shall talkie e form of @ muliyear subscription and incbide
@t lpast the following condifions:

(@) delnkage or parfal delinkage of funding from the volume of sales of e

antimiorobial;

(B arrangements regarding criteria bo support conBnuows and sufficient supply in
pre-agreed guantifies;
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For the purpose of paragraphs 2 and 3 the Commission shall in consultafion with
Memmber Sates and relevant parties, draw up guidelines to idenbf the relovant
components for a subseriphon model spstern | moluding the methodology for valuing and
remuneraling products o ensure economic viabiliy of their supply, and incentives to
encounrage imveshuent in prionly anbmicrobicl product developenent. The Commiasion
shall upon reguest support Member Babes in the application of this Arele. Member
Shates may tale such guideines into coccound when they egteblish q ;mibscripion model
spstem under this Arficle.

Meammber Sates may, where necessary, reguest the Commission to orgarise joint
megtings between the compelent authorifies of the Member Sales, e Agency, and any
other relevant parfes, az appropriate, meluding bodies responaible for pricing and
reimbursement, do discuss iamies related o the prachical application of this Article.
Member Rabes shall notfi the Commission when applyping this Arkele.

A3H6/26
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CHAPTERIV
POST-MARKETING AUTHORISATION MEASURES

Ariicle 44
Urgent safety or efficacy resiric tions
l. If, in the event of a risk to public health, the marketing authorization holder takes urgent
safety or efficac yrestricions on their o ivdtateee, the rarkebns anthonsation holder
shall irmrnediately irdorn the Ageney and the competent authorities of the Member Sates
where the medicingl productis placed on the market.

If the &gencyhas not raised chjections within 24 howrs following receipt of the
information, the urgent safe ty or efficac v restric tions shallbe deered tern porarily
acce pted.

The matketing authorisation holder shall subrnit the correspornding application for wariation
within 45! 2 dass following itiation of that restriction in accordance with Axticle 47,

2 In the event of a risk to public health, the Corgnission mayvarythe marketing
anthorsation to irgpose urgent safety or efficacy restricions on the marketing anthorisation
holder.

The Coraraission shall take the decision o amend the marketing anthorization by means of
Lrple menting acts.
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Where the Corgnission decision in accordanee with this Seticle iraposes restrictions with
regard fo the safe and effectire uze of the me dicinal product, 1t rmay also adopt a decizsion
addressed to the Iletaber States parsuant to Srticle 57,

Where the matketing authonsation holder disagree s with the Corenission decision, they may
provide to the fgency written chservations on the varlation withins 12 days of their
receipt of the Corarndssion decision. The Ageney shall based on the written chsetvation, issue

an opinior whethe r an araendment of the sariation is reguired.

If an arnerdrnent of the variation is required, the Corarndssion shall take a final decision in
accordance with the examination procedure referred to in &rficle 173(2).

If a referral under Article 55 of this Begulation or under Axticle 95 or 114 of [resised
Diirectmee 200123EC] is lannched on the sarae safety or efficac w concern cove ved by this
wariation, aty written observation provide d by the marke ting authorisation holder shall be

considered in that re ferral.
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Arficle 43

Update of 2 marketing authorisation related to scientific and technological develop ments

Lftera marketing authorisation hasbeen granted v accordance with this Regnlation, the
matketing authorization holder shall, in respect of the methods of ranafacture and control
proveided for in Armez L points (8) and (10, to [revised Divec frve 20015537EC], take
account of scientific and techrdcal progress and introduce avsy changes that rayhe
required to enable the medicinal peoduct 1o be manofae tired and checked by means of
generally arcepted scientific wethods. The marketing authorization biolder shall apply for
appeoreal of corresponding wariations in accordance with Srtiele 47 of this Regulation.

The marketing authorization holder shall without undue delay provdde the Sgency the
Corarmdssion and the Wlerber State s with any newr irdorraation which might entail the
ataendmment of the particulars or docure rtation referved to in Avnex [, Articles 11, 28, 41
() or 82 of [revized Divectree 20010E3EC], i Annex IT to that Directive, or in Aricle
12{4) of this Regulation.
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The marketing authorisation holder shall without wdue delay irdorm the Agene s, the
Commission and e competent authionfes of the Member Shates of any probubition or
restriction it posed on the marketing authorsation holder or any entity in contractnal
telationship with the marketing anthorisation holder by the commpete nt anthorities of any
counbry in which the redicinal product 15 rarketed and of any othe r new information
which right influe nee the evaluation of the beneiits and risks of the medicinal produet
concerned. The indonmation shall e lude both positive and negatiee results of clinical
trials or other stodies in all indications and popodations, whether or not e loded in the
rnarketing authorizatior, as well as data on the use of the medicinal prodoct where such use
1z outside the terms of the marketing anthorisation.

3. The marketing authorisation holder shall ensure tha t-thepaeductindomration-and the terms
of the marketing authorisation incloding the swrarnary of product characteristies, the
labelling and package leatletare kept up to date with the cwrrent scientific knowledze
including the conclusions of the assesswent and recorrnendations made public by e ans
of the Furopean mwedicines web-portal setup in aceordance with Srticle 104,

4, The Agency mayat ary itne reguest the markefing authorization holder to subrnit data
dernonstrating that the berefit-risk balance remains favourdhle. The marketing
authorsation holder shall ansaer fully and prosapdlapvithin toe time Bmitset for anysuch
recuest. The roarketing authorsation holder shall alzo respond fullyand within the tire
lirnit set de=anr s & reguest of a cormpetent authonty regarding the irmple mentation of any

measures previouslyirgposed, including risk mird rasation measures.
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The Agency mavat avy tivne ask the marketing anthorisation holder to subit a coprrof
the pharrnacovigilance systern raaster file. The marketing anthorisation holder shall subat
that copry at the latest seven daye after rece1pt of the recuest.

The marketing authorisation holder shall also respond fully and within the firee Liwdt st to
atry recpuest of a corape te nt anthority re garding the mplementation of any measres
previously inposed with regard to risks fo the erpdronment or pablic health, e Inding

antirnicrobial resistance .

The Agency, through its scientific conumilie ea, may consider addiional evidence
arailable, independently from the date subnilted by the markeking quthorisahon holder,
O that basis, if the addifional evidence has an impact on the benefit-risk balance of a
medicingl product, the Agency may reconenend Hat the sunmmay of product
characterishes shall be updated, withow! excluding other aclions thatmay be aken In
thiz case the marketing authorisafion holder shall submitto the Agency an appropriak
application for avaerakon, Reluding an updated surenay of product chareclerishes.
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Arficle 46
Update of risk management p ks
The marketing anthorsstion holder of a medicinal peoduct re ferred to in &rticles 9eand 11
of freviged Directive 200185 EC) who did not submit o riskmanegemend plan in
gecordance with Arfcle 271 of [Revized Divective 2001723/EC] shall svbiait to the Azeney
a sk maragemwent plan and a surenary thereof, whete the marketing aunthorisation for the

reference medicinal product iz withdrawn but the marketing anthorisation for the medic inal
product referred to in Articles @ and 11 of [revised Directive 2001J83/FC] is maintaited.

The risk managernent plan and the surenarsy thereof shall be subratted to the Sgency
within 60 days of the withdrawal of the marketing anthorisation for the reference medicinal
produc tbey rmeans of avariation in accordance with Srticle 47,

2 The Agency ray npose an oblizgation on a warketing authorsation holder for a medicinal
product referred o in Articles SebEetamddnt 22 1T of [revised Directree 20011583EC]
to subranit a rsk maragerne nt plan and swrernary thereof where:
fa)  additional risk minirwisation measures have been itnposed concerning the reference
medicinal product; or
(b itisjustified on pharacosvigilance gronnds.
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3. In the case mentioned referred to n peseaxsspdearagraphs T and 2, point (a), the sk
managerment plan shall be alizhed with the nisk raanagerent plan for the reference
medicinal produet.

4, The tnposition of the chligation referred to in paragraph 22, shall be duly justified in
writing, notified to the marketing authorisation holder and shall melude the deadline for

subrnission of the risk rmanagewent plan and the swrorvarybyr means of a variation in
accordance with Article 47,

Ariicle 47
Variation of marketing authorisation
l. Ln application for variation of a centralised marke ting authorisation by the marke ting
authorization holder shall be nade electronically in the formats made awvailable by the
dgeney unless the varation iz an update by the marketing anthorisation holder of their
information held in a database.

2. Warlations shall be claseified in different categories depending on the level of sk to pub lie
health and the potential rnpact on the guality, safe tyand efficacy of the medicinal product
concertied . Those categories shall range frorn changes to the terms of the marke ting
anthorsation that hewe the highest potential ropact on the gquality, safetyor efficacy of the
tnedicival product, to charges that have no or ririmal irnpact thereon and 4o

adrninistrative changes,
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3. The procedures for examination of applications for variations shall he proportionate to the

tisk and rapact ivvobeed. Those procedure s shall range fromm proce dures that allow

ireple mentation only after appeoseal based on a corplete scientific assesstnent to
procedures that allow rarnediate irnple rnentation and subse uert notific ation by the

tnarketing authorization holder to the Agency. Surh procedurs s may alao inelude update s
by the marketing authorisation holder of the ir inforrnation held 1n & database.

4, The Corraission is ernpowered to adopt delegated acts in accordance with Artiele 175 1o
supplement this Fegulation by establishing the following:

(a)
()

()

(d)

the categories referred to in paragraph 2 in which variations shall be classfied,

procedure s for the exarnnation of applic ations for variations to the terns of
tnatke ting authorisations, including proce dures for update s through a datdbase

the condiions for subrission of a single application for more than one change to the
terrns of the same marke ting authorisation and for the same change fo the ters of

several marketing authorisations,

specifying exernptions to the saration procedure s where the update of indormation in
the rarketing anthorisation referred o in Broex I of #ee frevised Direchive 20017837
taybe directly iraple mented,
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fe)  the condiions and procedures for cooperation with corpetent anthorities of third
counties of irde rmational organisations on exaranstion of applications for variations

to the ters of marketing authorsation.

Arficle 45
Scientific op indon on data submitted from noi-for-p rofit entities for rep urp osing of auwthorised
medkinal producis

apreisd not-forpro fit entity may subrodt to the
Lgencyor to a corpetent authority of the Tlerber State substantive not-clinical or
clinical evidenice for a new therapeutic indication that is expected to fulfil an unrmet
medical need.

The Bgency may, at the reguest of a Member State, the Coranission, or on its own
initiative and on the basis of all available evidence, incliding any additional evidence that
wmap be subrutted by the markebng authorsation holders for the medicinal products
concerned, make a soientfic evaluation of the bene fit-nsk of the use of a medicinal

i waeack e

product with a newr therapentic indication-thed-a
Ageney shall draw up mudance on the consultabon process.
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The opindon of the Lgenewshallbe made publicly available and the cormpetent authorities
of the Ileraber States and the marleling authorisalion Rolder shallbe irdornmed.

2. In cases where the opinion is favourable and the new therapentic indication addresses an
unmet medical need, on the reguest of the Agenep, e marketing anthorisation holders of
the e dicinal products conce med shall subiait a wvariation to update the product
information with the new the rapentic indication.

3 Srticle SN padd Lo 81 (2a) and Arfiele 84(1) of [revized Directive 2001783EC] shall
not apply for variations under this &rticle.

Arficle 49
Transfer of marketing authorisatio n

1. & marketing authorisation maybe transterred to a new marketing anthorisation holder.
Sucha transfer shall notbe considered o be a wariation. The transfer shallbe subject o
prior approseal by the Cormrnission, by means of doplerne nting acts, following the
subrrission of an application for the transfer to the Agency

2 The Coraission is erapoweted to adopt delezated acts in accordance with Article 175 1o
supplernent this Regulation by establishang proce dures for the exarnination of applications
to the Lgency for the transfer of marketing anthorisstions.
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Arficle J0
Superviory awthority
1. In the case of medicinal products marmfae ived withan the Union, the superasory
authorities for rmanufacturing shall be the comgetent authoribes of the Ilernber State or
Lleraber States which granted the marufactuing authorization re ferred to in Arficle 142017
of [revised Divectrve 2001E3EC] i respect of the medicival product coneermed.

2 In the case of medicinal products ixaported frorm third countries, the superdsoryanthorities
for iraports shall be the competent authorities of the Iletaber State or Merber States that

granted-the the manufacturing authorisation sfessed-e-inm-totislatdlclc S lnd ool
M th,e ." =T O e e e ::'.: =g '=,'.': SELTT It oo T oot T L

performs the cerlificaion.

& MNember State rnavrequest assistance from another Wember State or from the Lgeney.

3. The supervisorsy authority for pharnar ovigilanes shallbe the cormpetent anthority of the
Ilermber State in which the pharmac ovigilance syetemm master file iz located.
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Arficle 31
Resporgih lities of the supervisory authorities

1. The supervisory authorities for marnfachiring and imports shallbe responsible for
verifying onbehalf of the Urion that the marketing authonsation holder for the medicina
product or the marafachirer or inporter established within the Uraon satisfies the

reguirerne his concerming ratafacturing and ivgports laid doem in Chapters X1 and WV of
[revised Directree 200123/EC].

When carrying ont the verification referred to in the first subparagraph, the sopervisory
authorties mway request to be accompanied bya rapportewr or expert appointed by the
Comaittee for Wedicinal Products for Human Use or by an inspector of the Azency.

The supervisory authorities for phatmacovigilanee shall be responsible for vernfyng on
behalf of the Union that the marke ting authorisation holder for the medicinal product
satisfies the pharrracovigilance requirerents laid down in Chapters T and XV of [revised
Dire ctive 2001/E3/EC].

The supervisory authorities for pharmacovigilance may, if necessary, conduct pre-
authorization inspec tions to werify the acenran vand successfl implernentation of the
phatmac ovigilance syetern as it has been deserbed byrthe apgplicant in support of their

application.
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2. Where, it accordance with Srticle 202 of [revizsed Divectrve 2001B3EC], the Commmission
1z informed of serions differences of opimion be taeen Dleraber States as o whether the
rnarketing authonzation holder for the medicinal prodact for kurnan use or a manufae horer
ot iraporte ¥ established within the Union satisfies the reguire ments e ferved o in
patagraph 1, the Coranission ray after conmiltation with the Iletober States concerned,
request an inspector from the supervisoryanthority to undertake a nevw inspection of the
tnatketing anthorisation holder, the manfacturer or the roporter.

The inspector in que stion shedbmay be accormparded by up to two inspe ctors from Wember
States which are not party to the dispate or by bao experts nordnated by the Corarnittes for
Iledicinal Products fior Hurman Use.

3. Taking do-seecuntWithout prejudice to anvy agreerne nds which may have been concluded
between the TTrion and third count Hes-Sseesserdessemitmtadmbe—m the Corarmission
tnay, following a reasoned request frorn a Dlerber State or from the Coranittes for

Lledicival Products for Hurnan Use, or on ibs own i fative, reguive a raanufactorer
established in a third conxtry to subrait to an inspe clion.

The inspechon shall be reguested o the supewisony authoridy referved bo in Arkicle 50
(). The mspection shall be undertake n by inspectors fiora the Ivkraber States who possess
the appropriate qualifications. Thevy mavyre quest to be accornparied by a rapportear or
expert appointe d by the Comrttes for Medicinal Products for Hurean Use or by an
inspeector of the Agencw The report of the inspectors shall be made available electronically
to the Comission, the Lletaber States and the Agencyr
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Arficle 52
Inspestinn-sapaci-of Cooperation behveen national competent authorities and the Agency
for insp ections in third ¢ooutries
1. Hiathout prejudice to the responsibilities of the competent quihonifies as degfined in
Arficle 183 (1) of frevised Divectye 2001/83ECT when an nspe ctiore-ieladad-inethe
et mapearaaics-sedenedde-in is needed s per Lrticle 1EE(1), pomnt (a) of [revized
Diirective 2001/83/EC] 48 or requested, as referred fo in Article 11023, for a site located in

a third cnunt*_:,r the national cﬂmpezenﬁaﬁﬁaﬁau&mnwﬁpﬂmﬂ-mgmq&em
P e R CEF A T

==
fa) reguestthe Agency bo participele in the wspechon. The Ageney may-te lend its
assistance by participating n a joint inspe ction with the-sspesssesss requesting
authorityof the site. In that case the-sﬂp&msaﬁr reqmm.rg auﬂmntgrleads the
mspechnnanﬂﬂw fnlluwupﬂwrenf b CECIEE nepee-Borthe
(@) request the Agency bo facilitate the cooperation among the competent authoritios
when @ compelend qudhority intends to dele pate the inspecRon bo aunother competent
cuthorily as referred do i Ardicle 189 (8) of frevise d Dbrechive 2001785 E Cl and
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(bl if no national competent authority accepls the delegation to conduct the inapection
as referred bo wnder poind (o), reguest the Agency to carry out the inspection and
the follow up thereof esdekedd. [ the ingpechon is in the inderegt of the sepmssacssy
authorifr Tieion defined in Annex IIT, the Asency shall accept the delegation and
conduct the inspeckon. Bfter comple ion of the inspection, the Sgene v grants the
relemeant GIWVF cerfifivate and enters the certificate i the Union database referred to
in Article 188(13) of [revised Divectrve 2001/53EC].

Whete the boenc wdesidapba-mrs oarries out the inspectior, the Agency may request
other hember States to participate in the inspection. To anysuch request, the provisions on
joint inspectons of Srticle 129 of [revised Directive 2001830EC] shall apply: Besasetke

The Agency mayalan reguest to be accorapanied by a rapportear or expert appointed by
the Coramittee for Ivedicinal Products for Huran Use.

Whete a follow-up inspec tion 1 required 1xview of a WP non-compliance ShiE
serifsatewlatement psued by the Agency, the sepmaseseArenoy shall cecept a reguest

Dfi.r?,e ﬂompet@ni auﬂlﬂﬂtjr e o T o ar T AT a-- e o
peshaspete-irthe-lo perform Erat follow wp inspe chor-ee-te-telwmerss-tha-paatarrmassemot
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Lrticle 122, paragraph 6, and paragraphs & to 17 of [resvized Directive 2001083EC] shall
apply matatis makendis o the mepections referred fo in parasraph 215,

Following a recpoe st byra Mercber State, the inspectors of the Bgency may provide support
to sackih ot hlerobey State when it perfors inspections as referred o inbaticle T2 of
R_Egl_‘ll&ti.l:ln {EU:I 53a2014. et momarr ol b lop o doqnansy WECTC T TR e i

The Agency shall ensure that

fa) appropriate resomrces are rade availdble for the performance of inspection tasks in
accordance with the parazraphs & and 5,

(b the inspectors of the Bgeney possess experhse, technical knowledge, and formal
gualifications equivalert to those of the national inspectors as detailed in the
corapilatior, publishe d by the Corarission, on Urdon procedures on inspec ions and
exchange of rformation.
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(o) ttehalimplement @ guallly spstem in accordance with the principles ag referred to
i Ashiele 19T () of frevized Divechve 200178 EC] to the exdent applicable and
participates as an inspectorate in the Joint Audit Programane and be subjected to
periodic andits.

(i) the Agency shall review its inspectorate regularly to ensure that #s resources are
providing approprate addifonal capacity o national compele nd authorities
without undermining the nabonel compelent authorily nspeckon resources.

Hhere needed, the Agency should take the necessary actions for improvement,

2 The cooperation between nabonal compelent authiorities and the Agency for the
inspechions of the interest of the Union shall be facilitated by the inspection working
groups referved to in Article 142, point (k).

Ariicle 53
International Inspeciions

l. The Agency shall in consultation with the Corarnission and Member Shates, coordinate a
stue tared cooperation on inspec tions in third countries between Ileraber States, and as
televant the Ewropean Directorate o1 the Cualiby of Mledicines and Healtheare of the
Couneil of Enrope, the World Health Organization and tmsted internatio nal anthorities, by

tneans of mtervational mepection prograrmines.
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2. bsaagnsationmide] he Agency in parbicular tirough i ingpection working
group referved to in ArBele T4, in agreement with the Concnissior-seseadeqpt, shall
draw wp detailed guwidelines laying down the principles applicable to those intermational

inspection prograrienes.
Arficle 34
Joint Audit Programme
1. The mepee tior working group referred to in Arhiels 142, point (I, shall ensure the
following:

fa)  establish and deseelop the joint audit prograraree (CTAPT) and supe rvise it

by mordtor any reasure takern by the MEraber State and the Agenep pursuant and
litnited to paragraph 4 and in cooperation with the concerned Member Shate or the

Agency;

fc)  ensure cooperation with relevant international and Urdon lewvelbodies to facilitate the
work of the joint audit programine and to facilibate the recogrition by international
partners of ke inspechions carried out by the compelent muthorities.

For the parposes of the first subparagraph, the mspection working group may establish an

operational subgronp.
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2. For the purposes of paragraph 1, point (a), each Ivleraber State shall:
fa)  provide traired auditors;

by accept that the compete nt ssthesstamuthorities in charge of the mplemerntation of
good rmarfacturing and good distibution practice and related smrveillanes and
enforcerment actovities applicable to medicinal products and actie substances are
andited, regularly and whe re appeopriate, according to the joint audit prograrene .

3. The joint audit progratorne shall be considered an integral part of the quality systern of the
inspectorates of competent authorities in aecordance with the principles oo weferred to in
Lrticle SEadamandasion] 10 (1) (@) of revised Direc e Bl (E1])
001783 EC and ensure that adequate and equrralent gquality standards are maimtained
within the Union netaork of sebessl cornpe tent anthorities.

4, nder the joint audit prograrrae, the anditors shall issue an andit report after each andit.
The andit report shall inclode, whe re relewant, appropriate recoratnendations on measare s
that the Dlereber State concermed or Bre Agency shall consider to take to ensuare that its
televant quality syetern and its erforcerent activities arve consistent with Urion quality
stanidards.

Lt the request of the Merber State, the Corarnission or the Sgency may support that
Dlermber State in taking the appeopriate roeasares parsaant to the first subparagraph.

kL)
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3. For the purposes of paragraph 4, the Lgenevin particular through itz inspecion worling
group referved to in Arbele T42(%), shall:

fa) ensure the harmonisabion of e assessment during the joint awdit programme’s

gudids and the qualityand cornsistenc 7 of fegeidsudi proorarss’saudit reports,

(b} establish the critera for the peovision of the joint audit prograraroe’s

recomrnendations.

f. The Agency, in parfcular through s inspection working group referred to in Article
I42%), shall update the cormpilation of Trdon procedures on inspections and exc hange of
informmation referred to in Article 3(1) of Directive 20171572 shatbosapdadad-barthe
drzemasrto covet miles applicable to the fane torang, strochore, and tasks of the joint audit

PO TATITAE
1. The Union shall proside the financing for activities that support the work of the joint andit
PO TATITAE
Arficle 55
Referral procedure
1. Where the superdsory authorties or the corpetent authorties of anyother Iferober State

are of the opirdon that the ranufacturer or irnporter established within the Urdon termtory
iz no longer fulfilling the oblizations laid down in Chapter 2T of [tevized Direc trve
20017230 ], they shall without undue delay mdoren the Ageneyand the Corenission,
stating their reasons in detail and imdicating the courss of action proposed.
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Sirnilarly, where a IErber State or the Cornission considers that one of the reasures
ervisaged in Chapters [X, IV and XV of [revized Directoees 2001083EC] 13 to be applied
in respect of the medicinal peoduct concerned or wherze the Coranittes for Iedicinal
Products for Huran Use has delivered an opivdon to that effect, the wshall withont andue
delasrivdorm each other, as well az the Corenittes for Iiedicinal Products of Hurman Use,
stating their reasons in detail and imdicativg the course of acton proposed.

2 In each of the situations described in paragraph 1, the Cornrrassion shall reguest the
opindon of the Agency within a fitne-limit which it shall deterrnite having regard 1o the
wrgeney of the matter, in order to examine the reasons advanced. Whenesver practicable, the
rnarketing authonization holder for placing the medicinal prodact for hurnan use on the
tnatket shall e rpdted to provide oral or written explanations.

3. &tangrstage of the procedure laid down in flas Aricle, following appropriate consultation
of the Bgency, the Coneanission matrtake ternporary measre s, byineans of inplermenting
acts. Those terporary measves shall be applied itrrnediately.

Without undue delay, the Corornission shall, bymmeans of implernenting acts, adopt a final
decision concerning the measures o be taken in respect of the me dicinal product
concerned. Those rnplernenting acts shall be adopted in accordance with the exarination
procedure referred to in Arbels 17302).

The Corraission mavyalso, parsiant to Srhicle 57, adopt a decision addre ssed to the

Ilernber States.
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4, Whetre urgent action iz essential to peotect prblic health or the erviroreae nt, a Merber
State maw, on its owr idtatiee or at the Corenission's request, suspend the nse in its

territorsy of & reedicinal product for barear use which has been anthorsed in accordance
with this Regulation.

Whez it does so on its own 1rdtiative, 1t shall inforra the Corealssion and the bgency of

the reasoms for its action at the latest on the next working day following the mspension.
The Agency shall indorm the other Ieraber States without delay. The Corunission shall
irenediatelyinitate the procedure prosdded for in paragraphs 2 and =

) In cases referred to in paragraph 4, the Ileraber State shall ensure that healthcare
professionals are rapidly infonmed of its action and the reasons for the action. Wetaorks set
up by professional associations mayhe used fo this effect. The IMerber States shall indorm
the Cormission and the Agency of actions taker for this purpose.

f. The suspe nalve measures referred to in paragraph 4 maybe maintained in foree unhl such
tirne as a final decision has been adopted by the Cormission in accordance with
patagraph 3.

1. The &gency shall, upon recue st, inforem any person conce thed of the final decision and

tnake the decision pblicly available irernediately after it hasbeen taken.
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2. Whete the procedure 1s initiated ag a result of the evaluation of data relating to
pharrmacovigilance, the opirion of the Azeney, inaceordance with paragraph 2, shall be
adopted by the Coranittes for Iedicinal Produets for Human Use on the basis of a
tecoranetdation frorn the Pharmacovigilance Risk fagessinent Corarnittes and Lrticle
115(2) of [revized Divectrve 2001ESEC] shall apply.

9. Borweay of derogation from paragraphs 1 o 7, whete a procedure under Lorficle 95 or
&rticles 114, 115 and 116 of [revised Ditective J001E3SEC] concerns a range of medicinal
products or a the rapentic class, medicinal products that are anthorised in accordance with
this Fegulation and that belorg to that range or class shall ondybe ineIuded in the
procedure under Article 95, or Artieles 114, 115 and 116 of that Directive.

Arficle J&

Action on conditional marketing authorication, marketing und er excep tional ¢ irc umstances
Where the &gencyconcludes that a holder of a marketing anthorisation gravted in accordance with
Saticladriiclog 18 and 19, inclnding a new therapentic indication granted referred to LatielsArticles
18 and 19, failed to cornply with the condifons or obligations laid down in the marketing
anthorization, the Agency shall inform the Corission aceordingly.

The Comrnission shall adopt a decision to waryg suspend or revole that rmarketing authorisation in
accordance with the procedure setout in Article 13

366826 171

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 178
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

Arficle 37
Memb er State imp lementation of conditions or resirictions on a Union marketing
authorisation
When the Coranittes for IWedicinal Products for Hurean Use in its opirdon refers to recornended
conditions or restic ions as provided for in Article 1204), points (d) to (2], the Cozurnission may
adopt a decision addressed to the Idereber States, in accordance with Articls 13 for the

Ireplerne ntation of those conditions or wstrictions.
CHAPTER 'V
PRE-AUTHORISATION REGULATORY SUPPORT
Arficle 55
Scientific advice

l. Undertakings or, as relevant, not-for-profit entities may reque st acientific advice as
referred to in Article 138(1), second subparagraph, point (p) , from the Agenesr

Such advice can alsobe reque sted for e dicinal products referred to in feticles 53 and 24
of [revised Directrve 2001/83/EC].

2 In the preparation of'the scientific adwice referred to in paragraph | and upon requestby
urde rakings or, as velevant, not-for-profit entities that requested the scientific advice, the
Lgene wrnay conmlt experts of the Ietwber 5tates with clinical trial or reedical device
expertize or the expert patels desiznated in accordance with Article 106(1) of Eegulation

(ETT 20170745
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3. In the preparation of the sciertific adwice referred to in paragraph 1 exd-s-duadasiuatfiod
saseanf this Artiele the Bgency may consult anthornties established 1n other Union legal
acts as relevant for the prosvision of the seientific advice in guestior-ss other public bodies
established in the Unior, ag applicable, and e duly justified cases public bodies
established in third countries.

4, The &gency shall include in the European pablic assessment report the ke vareas of the
scientific advice once the corresponding rrarke ing authorisation decision has been taken
in relation to the medicinal product, after deletion of anyinformation of a coranercially
corfidential natave . For prioridy me dicinal products the European public asseasme n
reportshall inelude e key areas of enbanced acienbific and regulatony support provided
by the Agency e accordance with Article 80 together with explanations how the
condiBons for the enhoced support have been fulfilled and, if applicable, the reasons
why the enhanced support was stopped prior o e granting of the marleling

authorisation.

da. Tomupport undertakings or, as relovant, not-for-profit enlifies, the Ageney shall
develoy guidelines on the design of shidies in support of marketing authorisabion
applications. When developing such guidelines, i shall use, where relevant, the

consuliation mechanism referred to in Article 182,
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Arficle 79
Parallel sciendific advice
Undertakings or, as relevant, not-for-profit entitie s @ stablishe d in the Union rayrre guest
that the scientific advice referred to n Lrticle 58(1) takes place in paralle] to the joint
scientific conmiltation carried out by the IWletaber State Coordination Group on Health
Technology Assesmrent, in line with Arhicle 16(5) of Regulation (EIT) 202172280,

2 Incase of rmedicinal products ireobdng a medical desrce, undertakings oz, as releseant,
nobfor profibretforpeedit e ntities ma v request scientific advice as referred to in Article
58(1) in parallel with the consultation of the expert panels referred to in Arficle 6172) of
Beglation (1T 20077745 and Arfcle 48 (a) of Regulafion (EL) 200774,
3. In the caze of paragraph 2, the scientific advice, as referred to in Article 55(1), shall
irevokve exchanges of irdomnmation between the respecttve authorities or bodies and, where
applicable, have symelronised timing, while preserving the separation of their respective
Ie it
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Arficle 60

Enlanced scientific and regulatory support for priority medicinal products (‘'PRIME")

The &gency may offer enhanced seientific and regulatory support, including as apgplicable
consltation with other bodies as referred to in Ariicles 58 and 52 and accelerated
assezgrnent rechavistas, for certain medicina] products that, based on prelirainary
eviderce subtnitted by the deseloper fulfil ot least one of the following condifions:

fa)  are likelyto address an uranet medical need as referred to in Srticle 23010 of [revised
Dhirective 20010830EC] ; and are expected bo be of major interest from e point of
vigw of public health, in particular as regards the rapeutic innovation, taling into

aecount the early stage of development; or

Aemealopensadt—ox antimic robials with any of the characte vistics mentioned in Article
A3k or provided for in the "WHO priorily pathogens list for R&D of new
artibiotics’, specifically those listed as prioridy 1 (vrikical) or prioridy 2 (high), or

taking indo account as a priovity any eguiy alent list of priorily pathogens adopted

at Dinion level; ar
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) are Ghely to target a neglected tropical disease (NTD)

2. The Agency, at the request of the Coranission and after consulting the ENA Emergency
Task Force, mavoffer enhanced scientific and regilatory support to developers of a
medicinal produet preventing, diagnosing or treating a diszase resulting frorn seriouns cross
border threats to health if access to such products is considered nec essary to e nmure high
lewe]l of Union preparedness and response to health threats.
3. The &gency may stop the enhanced support i1t is established that the mwedicinal product
will not address the identified wene t toedical need or does not have e potental b
enhance preparedness and response o serious cross border health threats o the
articipated extent.
4, The cormpliance of 4 rnedicinal product with the criteria s=toutin Article 83 of [revised
Directive 2001583/EC] shall be assessed on the basis of the relesant criteria, indeperdently
of whether it has recetved pricrity redicinal product support under this Article.
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Arficle &1
Scientific recommend ation on regubatory status

1. For products unde r developrment which may fall within the categones of mediciral
produc ts to be authorized by the Urdon Lsted in Lnnex L a developer e a corape tent
authorityof the Ilerber States or the Conprisfion on iz own initiahive toay subrait a duly
substantiated request to the &geney for a scientific recoramendation with aviewr to
determining on scientific grounds whether the concermed product is potentiallva
“redicinal product’, including an “advanced theraper medicinal product” as defined in
&rticle 2 of Begulation (EC) Ho 132472007 of the European Parliament and of the
Council®® . The Agency may rely on the relevant expertise of working partics and pools of
experis when maling #s recommendation.

The Agency shall deltver ite recorminetdation within 60 dave of receing mch a recuest,
whirh shallbe extended by an addiional 30 daye where a consultation in accordance with

paragraph 2 1s reguired.

2 When forming the recorenendation referred fo in paragraph 1, the Agenc vy shall consult,
where appropriate and where there is @ donbt as to the regulatory status of a product
under development, relevant advizory or regulatorybodie s e stablished in other Union legal
acts in related flelds. o parfewdar, inthe case of products which are based on substance s
of hoarnan ongin, the Agencyshall consalt the Substances of Hurnan Origin (5 oHO)
Coordiration Board as established in Fegulation (ETT) Me-pefesnatata-sddad-aiiox
abeptiam oo A B e T 03677

3 Begulation (EC) Ho 139472007 of the Ewropean Parliament and of the Couneil of 13
Nowre rober 2007 on advance d theraper roe dicinal products and armending Diive cfive
2001723/EC and Regulation (EC) Ho 72652004 (OF L 324, 10.12.2007, p. 1217,

x iy Fegulabion (ELD) No 20241938 of the Furopean Parliament and of the Couneil
af 13 June 2024 on stendards of gualily and safely for substances of haman origin
intended for Ruman applic abon and repealing Divec by es 200298F C and 200423/ EC

(et with EEA relevance)
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The advizoryor regulatorybodies consulted shall replyto the consultation within 30 daye
of receipt of the request.

The Agencyshall annex to its scientific recommendabion e opinions recewed from the
relevant advison or regulatory bodies referved to @ the first subparagraph and shall
pblish swrnmaties of the recorenendations delivered in accordance with paragraph 1, afler
deletion of all information of a cormraete ially confidential nature,

Ariicle G2
Decision onregulatory status

1. In the case of duly substardiate d disagreatnent with the Azeney's sciendific
recoranetdation, in accordance with Article 61020, a Merber State raaty reque st the
Corardzsion to decide whe ther the product iz a product referred to in Article 61(1).

The Coruaission mayinitiate the procedure referred to in the fivst subparag raph on its own
initiative.

2 The Corrnission wayask the Ageney for clarifications or refer the recomrmendation back
to the Agencyior further consideration where a Ik raber State's substantiated request raises

tew opue stions of & sclentific or techede al nature or on its own indtiative.
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3. The decision of the Corarnission referred to in paragraph 1 shall be adopted by weans of
lmplernenting acts, in accordance with the exarination proceduore referred to in Srhicle
1730, taking into account the scientific recormrmendation of the Agency.

CHAPTER VI
ORPHAN MEDICINAL PRODUCTS

Arficle &3
Criteria for orp han designation

l. & roedicinal product that is intended for the diagnosis, prevention or treatrne nt of a life-
threaterang or chrorically debilitating condition shall be desggssisdss-cranted an orphan

designation where the orphan medicingl productsschers—the-cophan redicine. sponsor can
dernonstrate that the following recuireraents ate et

fa)  the condifion affects not raove thar five in 10 000 persons in the Union when the
application for an orphan desizhation is subrnitted @nd,

by there exists no satisfactory method of diagnosis, prevention or treatment of the
condition in guestion that has been authorised in the Urdon o, where such me thod
exists, that the medicinal product wonld be of significant benefit to those affected by

that condition.
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e _in the basiz of 4 recorrendation
from the Agenc mswbes concluding that the reguirerments specified in paragraph 1, point

(a), are not approptiate ko identifi an orphan condition within e scope of raridy
paragraph I point (@) due to the specific chavacteristic s of cettain conditints or any other
scientific reasons, the Coramission is emposered o adopt delegated acts in accordance
with Arxticle 175 in order to suppleznent paragraph 1, point (a), by seting specific criteria
for certain conditions.

3. The Corunission shall adopt the nece ssaryprovisions for iraple menting this Article by
tneans of Dnplernenting acts in accordance with the procedure laid down in Brticle 17302
in order to frther specifirthe reqpuirernents referred to in paragraph 1.

Arficle o
Granting an orphan designation
1. The orphan medietmernedicinal product sporsor shall subinit an application for grankng
an orphanhe desiznation of the-ssphas- e dicinal product to the Lgenc v at any stage of

the developenent of the medicinal product before the application for marketing
authorization referred to in Articles 5 and 6 iz submitted.

2 The application-edthe for cranting an orphan resdicine-sponecrdesicnation shall be
accorpanied by the following particulars and docurnerdation:

fa) name or corporate natne and perrmarnent address of the orphan medicinal product

Frekrae SPONSOT,
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(b} acthee substances of the medicinal product;
) propossd condition for which it is indended or the proposed the rapeutic indication,

(d)  justfication that the criteria laid down in Axticle 63(1) or in the relessant delegated
acts adopted in accordance with Srficle 6302 are fulfilled and a description of the
stage of development, including the expected the rapeutic indication.

The orphan seedisdsenedicinel product sporsor shall be responsible for the acenvacy of
the particulars and docuraentation,

3 The Agency shall in consaltation with the Ileraber States, the Cornrdssion and intrested
parties, draw up detailed suidelines on the required procedure, forroat and content of
applications for designation and for the transfer of the orphan designation parsuant to
Lrticle 65

4. The Agency shall adopt a decision granting or refusing the orphan de siznation based on the
criteria referred to in Lrticle 63(1) or in the relevant delegated acts adopted in accordance
with Article 6302 within 90 davs of the receipt of a walid application. The Agency shall
verdfy the validiy of the applicabon. The application 1s considered valid if it includes all
the particulars and docuraentation referred to in paragraph 2.

Hhen eshablishing whether the orphan designation criteria are meh e Agency may asb
the orphan me dicinal product sponsor o submit edditional parfonlars and documents,
within the deadline zet By the Agency.
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For the parpose of establishing whether the orphan designation criteria are fulfilled, the
Lgene yeesrshall consult the Corenittee for Iedicmal Products for Hurman U se-se-casemsd
#e- The Comunitee for Medicingl Producks for Humen Use shall ensure the appropriate
imvolvement of the relevant scionbific expertize through the working parties refered to in
& rtiele IS0 —Rat-mdepanssaplel S0 or may delegabe this fask to one of Beose worling
pierkes. The outeorne of such consltations, eluding infornakon on the vold ewment of
relevant scientific experfise, shall be anmexed to the decision, as part of the scientific

conc lusions of the Sgene v which justifyy the decision.

The decision together with the Lnmexes referred to in this paragraph shall be notified to the
applicant.

By way of devogation from the second subparagraph, the Commithee for Medicinal
Froducks for Human Use shell establish scientific principles to delermine the situations

where consultation is not reguired
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ofa.

Hhen the scientific conclusions referred to in paragraph 4 state that the application does
notsalisfy e criteria seboudin Article G3(1), rey shell be tranamibted withoud delap by
the Agencp to the orphan wme dicinal product sponscr before e adoption of the decision
referved to in paragraph 4 Within 15 daps following receipt of the scientific conclusions,
the orphan medicinal product spongor wap reguest by wriblen nofice do the Agency a re-
exarinckon of the scigntific conelusions togelther with the deloiled crounds on whick i
5 baged. Following receipt of the grounds of the request the Agency shall reexamine i
seiendific conclusions within 30 daps The reasons for the conclusion reached shall be
part of the finalscientific conclusions. The e Bmit referred in paragraph 4shall be
suspende d unkl e scienkfic conclusions become definibve. For e purpose of this
paragraph, the Agency shall imvolve the Conunittee for Human Medicinal Product.

If the orphan medicinal product sponaoy does notsubmi @ writhen jushfied request for
re-examination within 15 daps following the receipt of scienkfic concluzons, ¥hey shall
become definitie.

5. Decigions of the Lgencyon granting or refusing the orphan designation shall be made
prablic after deletion of any information of a corane reiallye onfidential natuve.
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Arficle 63
Transfer of orphan designation

1. The orphan desighation mayhe tansferred from a cwrent orphan medicinel product
wppdicine sponsor o a new orphan mediciel prodiclseedicns sponsor. The transfer shall
be subject to prior approval by the Ageney, following the subrnission of an application for
the transfer to the Azeney.

2 The application of the cuorent orphan medic el prodi clesdisine sponsor shall he
accorpanied by the following particulars and docurnerdation:

fa) name or corporate name and perenare nt addre ss of the cwrrent and newr orphian

medicine sponsor;
{b)  decision on granting an orphan desighation as referred to in Arficle &did),
) desiznation nureber as referred to in Article 6703), point (e).
(ca) reasons for the transfer of the orphan designakion.

3. The &gency shall adoypt a decision gravting or refusing the trarsfer of the orphan
designation within 30 dave of the receipt of avalid application bythe current orphan
wmedicinal produe tesediaise sponsor. The application is considered walid if it includes all
the particulars and docuraentation re ferred to in paragraph 2. The Agency shall address its
decizion to the cwrent and new orphan me dicinal produe Fresdisine sponsot.
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Arficle 6o

Valid ity of oxp han designation
1. Ln orphan desigration shall be valid for seven years. Durving this period, the orphan
medicinal produc breedisine sponsor shallbe eligible forincentves referred to in Article
B,
2. By way of derogation from paragraph 1, on the basis of a justified reguest of the orphan

wrsdicinemedic inal product sponsor, the Sgencymay extend the validitsy; where the
orphan sesdisinemedicingl product sponsor can provide evidence that the relevant studies
supporting the use of the designated orphan medicinal product in the applied condifions are
orgoing and prowising with regard to the filing of a future application. Such an extension
shall be limited in tirae, taking into account the expected rermaining time needed to {ile an
application for rarketing authorsation.

3. B way of derogation frorn paragraph 1, where an orphan designation 15 valid at the fire
when a marke ting aunthorisation application for an orphan redicinal product hasbeen
subritted in accordance with Article 5, the orphan designation shall rernain walid until a
decizion is adopted by the Corenission in accordance with Article 13(2).

4, &n orphar designation ceases to be valid onee an orphan medicinagl produ ch-seedisine
sponsot has obtained a marketing anthorisation for @ Berapeubic indicakion covered undey

the orphan designation Se-seloevreedioiad-pradust-in ancordance with Srticle 13020
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Lt anyrtive, an orphan designation raaybe withdrawn at the recmest of the orphan

weaciasmern ecicinal produect sponsor. The orphan medicinal product sponsor shall provide
the Agencp with the reagons for such action. The Agency shall make this informakion
publich available.

The register of desiznated orphan medicinal products shall list all desighated orphan
mediciral products. It shall be set up and managed bythe Sgenc v and be pablicls

Arficle 67

Register of designated orp han medi inal producis

availahle .
2. Whete an orphan desighation ceases to be walid or is withdrawm parsuant to Lrticle 66, the
&gennyshall make an extry in the register of designate d orphan medicinal products.
3. The inforraation on the designated orphan medicinal product entered in the register of
designated orphian medicinal products shall include at least the following:
(a)l the information on the active substance;
i(h)  the naree and address of the orphan ssedissseene dicinal product sponsor;
fc)  the condiion for which it iz interded or the proposed the mpentic indicatiorn;,
{dy  the designation date,
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fe)  the designation nurber,
(fy  the decision on granting the orphan designation,
(g the decision on transfer of e orphan designation.

(fB) where applicable, the decision exdending the validily of the orphan designation in
aeoordance with Article aars).

4. The Coreaission shall be erpowered to adopt delegated acts in accordance with Article
175 in order to amend the irdormation o be included in the register of desigrated orphan

medicinal products referred to in paragraph 3 to ensure appropriate information of the
users of that register,

Ariicle 68
Protocol assistane e and research support for oxphan med i inal producis

1. The orphan seedisswinedic el product sponsor tay, prior to the subroission of an
application for rmarke ting authorisation, request advice from the Lgeneyon the following:

fa)  the conduct of the varions tests and tials necessary to dermonstrate the guality, safety
and efficac yof the medicinal product, as referred to Article 138(1), second
subparagraph, point (p);
@) the conduct of the various tesls and tricls necessany for the environmendal risk

aessment of the medicingl product.

366826 193

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 194
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

(b the dernonstration of significant benefit within the scope of the-desianeted- orphan
naatieRe A ON a5 sot ontin Arficle a3(7);

fc)  the dernonstration of sivilavity to or clivdcal superionty over othet medicinal
products, whick have market e xclustity for the saree indication.

2 Dledicinal products desigrated as orphan e dicinal produc ts ander the prosasions of this
Begulation shall be eligible for incerntives made available by the Tnion and by the MWeraber
States to support research into, and the dese lopere nt and availabilityof, orphan roe dicinal
produe ts and i particular aid for research for small- and medinn-sized underiakings and
erdifies not engaged in economic ackvity provided for in frarmewod: progratraes for
research and technological developrent.

Ariicle 69
Orphan mar keting awthorisation
1. &pplications for an orphan marketing authorisation shallbe subraitted in accordance with

&rticles 5 and € and the related marketing authorsation shall be chtained in accordance
with Articles 13(2).
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2. In additicr, the applicant shall dernonstrate that the wedicinal produet has heen granted an
otphan desiznation and that the criteria set out in Arhicle 43010 or in the relevant delegated
acts adopted in accordance with Article 63(2) are fulfilled for the fherapeutic indication
somght.

Whete appropriate, the applicant shall provide relevant evidence to dernonstrate that the

roedic inal pri:ld'lll:t e T e T e T e ey the condiions
get out in Artele TO(1).
3. The Commaittes for Idedicinal Products for Human Use shall assess whether the roedic inal

product fulfils the reguirernents set out in &rficle 63(1) or in the relevant delegated acts
adopted 1n accordance with Article 63(2). In the sitnation referred in paragraph 2,
subpatasraph 2, that Coramittes shall also assess whe ther the medicinal peoduct sddressse
ebiheinedandinebreedic o Drealtirough orphan medicinagl prodiuct as specified in
Lrticle TO(1). The Committee for Medicinal Products for Human Use shall ensure the
approprioke wolemend of selentific experbise regarding orphan medicinal products.

Such assesstnert shallbe subject to the same timelines as the application for the marketing
authorisation itself and detailed eonclusions of such assessrent shallbe part of the

seientific opirdon of the Coranittes for Ivledicinal Products for Hurnan Use in accordance
with Artiele 12(1).

The assessraent and its conelusions shall be part of the opinion referred to in Article 12(1)
and, where relevant, the opirdon referred to in Srticle 1203
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4, The orphan rearketing anthorisation shall cover ondythose therapeutic indications, which
fulfil the requirerne nts 2=t ot 1n Srticle 63010 or i the relevant delegated acts adopted 1
accordance with Article 63(d) at the tirne when the crjphan rmarke ting anthorisation is
granted.

5. If after the subwission of an application for the orphan marke ing authorisation and prior to
the opivion of the Coraredttes for Ik dicinal Products for Hutnan Use the orphan
designation is withdrawn i accordance with Srticle 6605, the application for the orphan
matketing anthorisation shallbe treated as the application for a marke ting authorization in
accordance with Article 6.

a. Ly applicant may subinit an application {or a separate marke ting authorisation for other
indications which do not fulfil the reguirements set out in Article 63017 orin the relewant

delegated acts adopted in accordance with Srticle 6302).

Arficle 70
Brealthrough orp han medicinal p rod ucis addrossinga-hizl

1. Ln orphan medicinal produet shall be considered as addsepmnaeakiak
sy Droakihrough orphan medicinal product where it fulfils the following

e guirerne nis:

fa)  there iz no medicinal product authorsed m the Urion for susk-sesditiommsamdode
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(b the use of the orphan medicinal product remilts in o seesdsaf nically rolovant
reduction in disease morhidityor rmortality for the relevant patient popnlatione.

2. & roedicinal product for which an application has beer submitted 1 accordance with
&rticle 13 of [revized Divective 2001E3/EC] shall notbe considered as-addresmnga ook
wianatsnadisalreadn meet the conditions get out in paragraph 1.

Arficle 71
Market exclusirity

1. Whete an orphan mwarketing authorsation is grarted and without prejudice to intelectal
property law, the Union and the Ivleraber States shall not grant a marketing authorisation or
extend an existing roarketing authorisation, for the saree therapentic indicatior, in respect
of'a sivailar ree dieinal product for the duration of marke t exclustity set ont in paragraph 2.

2 The duration of market exclusraty shall be as follows:

fa) nine years for orphan mwedicinal products other than those e ferred to in points (b)
and (c);

by deweleven wears for breakfrowgh orphan medicinal products-sddressizg s bich
et reedical nesd as referred to in Arficle 0,
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o) Emefour years for orphan medicinal peoducts which hawe been anthorised in
arcordance with Article 13 of [tevised Direc tive 2001/E3EC].

3. Whete a marketing anthorisation holder holds more than one orphan matketing
authorizations for the same actie shstance, those authorisations shall not bene fit from
separate market exclustvity periods. The duration of the market exclusivityshall start from
the date when the first orphan marketing authorization was granted in the Uniozn.

4. Borweay of derogation fromm paragraph 1, and without prejudice to 1ntellectual propertsy Lawr,
the marketing authorisation maybe granted, for the sarme therapeutic indication, toa
sitnilar medicinal product if!
fa)  the matketing authonsation holder for the onginal orphan medicinal product has

given conhse it o the second applicant, or

(b the marketing anthorisation holder for the original orphan redicinal product is
unable to supply sufficient quantities of the medicinal peoduct, or

{c1  the second applicant can establish in the application that the second medicinal
product, although sirailar to the orphan redicinal product alread yauthorised, is
safer, more effectoee or otherwise clinically superior.
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The subrnission, walidation and assesstaent of the application for the rnarke ting
anthonsation and granting the marketing anthonsation for s zenerie or biosirmilar peoduct

to the reference medicina] produe Heswdasbersadet-sralusizatrhasepod, shall not be
prevented brthe market exclusivityof a siradlar peoduct to the reference roedie inal

product.

a. The market exclusiaty of the orphan redicinal product shall not preseent the subrnission,
validation and assessrne nt of an application fore @ maerketing quthorisation, wmeluding to
extend an exighing mwarketing authorisation for @ new therapentic indication, of a Amlar
tnedicinal product, including generics and biosirnilars, where the remainder of the duration
of the rarket exelusiity is less than teo years. This may inclide e adophion of the
corresponding decision provided tat the decimion grankng or exdending the marleling
authorisalion does notenter indo force prior do the expiry of re market exe imyity
perod.

1. Where the Brencyadopts scientific guidelines for the application of paragraphs 1 and 4, it
shall consult the Cornrmission.
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Arficla 72

Prolngation of market exchushr ity
R

2 The period of market exclusivity shall be prolonged byan additional 12 months for orphan
mediciral products referred to in Srticle T102), points (a) and (b, if at least two years
befor the end of the exclusivity period, the orphan marketing authorisation holder obtains
a matheting authorsation for one or more new therapeutic indications for a different
orphan condition.

Such a prolongation maybe granted twice, if the new therapeutic indications are each time
for different orphan conditions.

3. The orphan roedicinal products which be nefit frora the prolongation of market exclusvity
referred fo in the parsgraph 2 shall not benefit from the additional period of deternar ket
protection referred to in Brticle SLEN— it L8 (2a) of [revised Directive 20018 3EC] -

4, &rticle 71030 ecually applies to the prolongations of market exelustity referred fo in
prsamrepha-t-arelriar 2o aph 2.
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Arficle 73
Union firanecial contribution related to oxp han medivinal products

The working arrangements referred to 11 Brticle B of pwsefcatamnbatant leonlnhon (E1]
2024445 6578 shall set out total or partial reductions for the applicable fees and charges pawable to the

Emropean Ivkdicines Agency as laid down in [new fee Begulation]. Such reductions shall be
covered by the Tnion contibution provided for in Srticle 15403), point (a) of this Regulation.

CHAPTER VII
PAEDIATRIC MEDICINAL PRODUCTS

Ariicle 74
Paediaivic investization plan

l. & paediatric vvestigation plan shall specifyrthe tirming and all the measures proposed to
assess the guality safety and efficacy of the medicinal product in all subsets of the
paediatic popalation that raybe concerned. In addiion, it shall describe anyrmeasures to
adapt the pharrnaceutical forra, the strength, the route of adwdrdstration and the esentual
adrnirastration desvice of the redicinal product so as to make its use more acceptable,
easier, safer or more e ffectnee for different subsets of the peediatric popaalation.

% Regulation [XXX] of the European Parliament and of the C'ouncil on fees and charges
parvable to the Buropean Wedicines Szency amending Fegulation (ETT) 200175745 of the
European Parliaraent and of the Couneil and repealing Couneil Begulation (BEC) Mo 297/05
and Begulation (EIT) 65272014 of the Enropean Parliarne vt and of the Council [OJ L,
A EEEEEE, p &l
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2. Borderogation frorn paragraph 1, in the following cases an applicant may subrnit onlyan
initial pmediatie poestigation plan as referred to in the second subparagraphe

fa)  when the active substance concerned is not et authorised i any rmedicinal product
inthe EU and iz intended to diggrose, prevent or treat a novel paediatrie condition
or diggnose, prevent or freat an exdsting paedialric condifion via @ new mechanism

of aclion, of;

by following the acceptance by the Sgencyof a dudy mstified recuest from an applicant
in accordance with paragraph 3.

Ln initial prediatie iroee stization plan shall contain ordy the details and the timing of the
measures propossd fo assess the quality; safety and efficacy of the medicinal product in all
subeets of the paediatric popnlation that raybe concerned, that are knowm at the woreent of
the submission of the request for agteeme nt mentioned in Article 7a01).

This initial paediatric trestization plan shall alao provide a precise tiring of when npdated
wersions of the peediatric ivestization plan are to be subtnitted and when a final paediatric
irve stigation plan coroplying with all the particulars described in paragraph 1, iz expected to

be submitted to the Agency
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3. Whez it 1= not possible, on the basis of soie ntifically justified reasons, to have a cormplete
paediatric demsslegareadiznves ootion plan n accordance with the firing given in frticle
T an applicant may subrdt a dady justified reguest to the Sgeney to utilise the
procedure mentioned in paragraph 2. The fgencyhas 20 davs to accept or refuse the
reguest and shall inmediate Iy inforen the applicant and state the reasons for refsal.

4, O the basiz of the experience acquired as a result of the operation of this Articl: or of
scientific knowledge, the Corgnission is exapowered to adopt delezated acts in accordance
with Article 175 to amwend the grounds for granting the possibdityto utilise the adapted
procedure foreseen it paragraph 2.

Arficle 73
Wairers
l. In accordance with the procedure set outin Article T8, the Lgencymavdecide that the
produe ion of the mfbrraation referred to in, Arhicle &05), point (a), of [revizsed Dire chive
2001423], shallbe warved for products or for classes of me dicinal products, if the re is
evidence showing any of the following:

fa) that the specific medicinal peoduct or class of me dicinal produe ts is likely to be
neftective or unsafe in part or all of the paediatric population,
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(b that the disease or condition for which the specific rmedicinal product or class is
mmtended occurs only in adult popmlations, ssbesseccept when the product displops
@ wechanism of achon, meluding where i aohon 15 directed at a specific molecular
target or biological pathway, that on the basiz of existing sclentific data, is
sopperaibde relevant for a different disease or condition in the sarae therapeutic area
in childrer than the one for which the speeific medicinal product or elass of
rnedicinal products is ivdende d for in the adult popalatin;

fc1  that the specific medicinal product is ike Iy to not represent a significant therapeutic
berefit over existing methods of dieonosis, prevenfon or treatrnents for pae diatrie
patients, except when e product displaps @ mechanism of achion, including where
i ackion is directed qt 2 specific molecalar barget or Blological pathway, that on
the basis of exashng scientific data, i relevant for a different dizease or condibion
in the same therapewtic areq in children than the one for which e specific
medicinagl product or class of medicingl products is inknded for in the adult
population.

2. The warver provided for in paragraph 1 mazbe issued with reference either to one or tore
specified subeets of the pae diatrie popalatior, or to one or more specified therape utic
indications, or o a combinaton of both,

3. On the basis of the experience acquired as a result of the operation of fhis &rficle or of
seientific knowledge the Conenizsionis erapowered to adopt delegated acts in accordance
with Article 175 to awend the grounds for granting a wanver detailed in paragraph 1.
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Ja. The Agency shall in consultafion with the Conmizcion, the competent authorities of the
Meamber Sates and relevant inkerested parbies, drow wp guidelines for e application of

thiz Arficly.
Arficle 76
Validation of a paediatric investigation plan or of a wakrer
1. & paediatnic rrrestization plan or an application for watver shall be subritted to the

Lgencywith a reguest for agreetnent, except in duly justified cases, before the irafiation of
safety and efficacy clinical studies 50 a5 to ensure that a decision on use in the paediatric
popalation of the medicinal product concerned canbe given at the time of the rarke ting

anthorsation or other application cone erted.

2. Within 30 days following receipt of the request referred to in paragraph 1, the Szency shall
vierify the walidity of the request and cormrannicate the result to the applicant.

3. Whenever appropiate, the Sgency may ask the applicant fo subrait additional pariculars
and docurne nts, i which case the tirne-lirndt of 30 days shall be suspended until the

supple rentaty information requested has been provaded.

4 In consultation with the Corenission, Be competent quthorties of the Member Shates and
with inte vested parties, the Agency shall drave up and publish guide line s for the practical
application of this Artiele.
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Arficle 77
Agreement on a paediairic irestigationplan

& fterthe walidation of the proposed pae diatrie irseshzation plan referred fo in Srticle

T4 1 wekae hissealid in accordanc e with the provisions of &ricls 7602, the Agzenc v shall
adopt within 20 days a decision as o whether or ot the proposed stodies will ensure the
generation of the necessary data determmining the conditions in which the medicinal product
maybe wsed to treat the paediatric population or subsets thereof, and as to whether or not
the expected therapeutic bere fite, where appropriate also over existing treatre nts, justify
the studies proposed. When adopting its decision, the Agencwshall consider whether or not
the rmeasares proposed fo adapt the pharmaceutical forr, the strength, the route of
adrnivdstration and the eventual adwindstration device of the redicinal product for nse in
different subsets of the pasdiatrie population are appeopriate.

& fte r the walidation of the prc'p:sed nitial yee diatric irvestization plar e
pa-referred to in Lrticle T402) first subparazraplhy,
wehiehdeealid in accovdavce with the peovisions of Article 7602, the Soency shall adopta
decision withan 70 days as to whether or not the paediatric itnestigation plan is e xpected to

ensute the gerneration of the necessary data determmining the conditions it which the
tnedicinal product masbe used to teat the paediatric popilation or subsets thereof, and as
to whe ther or not the expected the rapeutic berefits, where appropeiate also over existing
treatments, justify the studies errizaged.
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3. Lfterrecelving an npdated wersion of the peediatric ivvve stigation plan referred to in Article
T4, third subparagraph, the Bgere vy shall review it within 2840 days.

Lfter the tive fravne laid down in the first subparazraph, withont ansyre guest frora the
dgeneyin accordance with paragraph 5, the updated sersion of the paediatric irvestigation
plan shall be considered as agreed.

4, When the final paediatric rvestization plan referred to in Srbcle 74020, fhard
subparagraph, is recerved, the Agency shall adopt within &0 days a decision on the
paediatic irvestigation plan considering all the updated reviews eventnally conducted and
of the initial decision in accordance with paragraphs 2 and 3.

5 Within tirne periods referred to in paragraphs 1, 2, 3 or 4 the Sgency mayregquest the
applicant to propose modifications to the plan or ask for additional information, in which
cage the time-liredts referred to in parasraphs 1, 2, 3 and 4 shall be extended fora
rnaxitnurn of the sare moaber of date. Thess titne-litnits shallbe suspended untl the
supple rmentary nformation requested has been provided.

a. The proce dure laid down in Article 87 shall apply for the adoption of decisions by the
Lgency
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Arficle 78

Granting of a wakrer

1. L&n applicant may, on the grounds set out mm Sorticls Y5010, apply to the Agencyfora
produe t-specific wanrer.

2 Following the receipt of avalid application in accordare e with the prosdsions of &rticle
T6(27, the Agency shall within 90 days adopt a decision as fo whether or not a product
speciflc warver shall be granted.

Wherever approptiate, the Sgenevrnay request the applicant to sopplerrent the particulars
and docurne nts submitted. Where the Agency avails itself of this optior, the 90-dasrtirme-
lirnit shall be suspended until such tire as the supple mentary information requested has
been provided.

3. Wher appropriate, the Sgency way of its own motion adopt decisions, on the basis of the
grounds set out in Article T501), to the effect that a class or a product-speecific warver, as
referred to in Srticle 7502, should be granted.

4. The Agency may, at any tirne adopt a decision reviewing an alve ady granted watver,

5 If a particular product-specific or class warver is revoked, the requirement set out in Article
ti 5y of [revised Directove 2001/53EC] shall niot applyfor 36 months from the date of its
rernorval fromn the list of waivers.
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a. The proce dure laid down in Article 87 shall apply for the adoption of decisions by the
Lgency

1. In conaltation with the Corarission, See competent anthontios of the Member Shates,
and with interested parties, the Agenc v shall draw up and publish guidelines for the
practical application of this Sricle.

Arficls 72

List of wakrers

The Lgencyshall maintain a list of all walvers granted. The list shall be updated regularly and made
available to the public,

Ariicle 80
Waivers granied following a negatire decision on a paediairic imestigation plan

If, bavirg considered a paediatric iteeestization plary, the Agencyconcludes that Article 75013,
points (a), (b or ic), applies to the medicinal product concermed, it shall adopt @ negative-s
decision under Srficle 77, paragraphs 1, 2 or 4.

Insuch cages, the Lgeneyshall adopt a decision in favour of a watver under Srticls TE(3). The tao
decisiors shallbe adopted at the same tivne by the Soency.

The procedure 1aid down in &rticle 87 shall apply for the adoption of decisions by the Lgency.
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Arficla &1
Deferrak

1. Lt the sawme firme as the application for a paediatie teestization plan iz submitted under
&rticle 7610 or during the assessraent for a paediatic nrestigation plan, the applicant rmay
alzo rnake a request fordeferral of the indtiation or cormpletion of sorae or all of the
tneasures satout in that plan. Such deferral shall be justified on scientific-esd or technical
grounds or on grounds related to pablic health,

In any event, a deferral shallbe granted when it is appeopriate to conduct stodies in advlts
priot fo initiating studies in the peediatic popalation or when studies in the paediatric
poplation will take longer to conduct thay stadies i adults.

2 The Agency shall adopt a decision on the request referred to in paragraph | and indorrm the
applicant thereot. The Sgeney shall adopt such decision at the sarne firne as the adoption of
the positive decision under &rficle 77, paragraphs 1 or 2.

& decision in favour of a deferral shall specifir the fitme-lirats for intiating or corpleting

the roeasures conce ted.

3. The length of the deferral shall be specified in a decision of the Agenetyand shall be
substantioted by scientific or technical grounds or by considerations pertaining to public
Realtl and not exceed fove wears.

4, On the bagiz of the experienee acquired as a result of the operation of fhis Arficls, the
Corardssion 5 empowered to adopt delegated acts in accordance with Article 175 1o
araend the grounds for granting a deferral veferred to in paragraph 1.
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Arficle 52
Probngation of deferrals

1. In dulsyrjustified cases, a request for a prolongation of the deferral maybe subrnitted, at
least & months before the expiryof the deferral period. & prolongation of the dsscgabion
deferral shall not exceed the duration of the deferral period siven under Lrticle 21030,

The Agency shall decide on the prolongation within 60 daws.

2. Wherever approptiate, the Agency mayask the applicant to subrat, within the deadline
set by the Ageney, additional partienlars and documents, in which case the tine -livait of 60
date shall be suspended until the supplernentary information requested hasbeen provided.

3 The proce dure laid dovwr v Artiels 87 shall apply for the adoption of decisions by the
Lgency

Arficle 33
Wairers during a publi health emergenc y
1. The decision by the Azency referred to in Lrticle 4050, point (&) of [revised Directrve
20010230 shall concern ordy medicinal products interded for the treatraent, prevention

ot medical diagnosiz of a serions or life-threate ning disease or condition which are divectlsy
related 4o the public health emergency.
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2. The decision mwertnred wder paragraph 1 shall include the grounds for providing such
derogation and its duration.

3. Lt the latest at the date of expivy of the devogation referved to in paragraph 2, the applicant
shall subrat o the Azencya paediatie isestization plan or an application for a waiver
with a request for agreerent in accordance with the provizions of Article 76017,

Ariicle 84
Modification of a paediatric investigation plan

1. If, following the decision agreeing the paediatic irreestization plan, the applic ant
encountets such difficnlties with its nplerentation as to render the plan wrosorkable or no
longer appropeiate, the applicant may propose changes or request the Soencyto sse a
deferral in accordance with &ricle 21 or a warver i accordance with Article 75, The
&gencyshall adopt within 90 daye a decision on the basis of the procedure lad down in
&rticle 87, Whern appropeiate, the Sgency may request the applicant to supplernent the
particulars and documents subenitted. Where the Ageney avails itself of this option, the
tirne -litnit shall be suspended until such tire as the supple mentary information requested

hasbeen provided.

s

2. If, following the decision agreeing the paediatric irsestization plan referred to in Brticle
T, paragraphs 1, 2 and 4, or on the basis of the updated paediatic e stization plan
recerved in accordance with Article T7(3), the Agency, on the base of new scientific
information available, considers that the agreed plan or any of its elemments are no longey
appropeiate, it shall reguest, based on sclentific gronnds, that the applic ant4e propose
changes to the paediatyie irvestization plan.
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The applicant shall submit the changes requested within 60 dave.

Within 30 days, the &gencyshall review thess changesand adopt a decision on their

refisal or acceptance.

3. Within the tirne period referred to in paragraph 2, thivd subparagraph, the bgencyraay
reguest the applicant for additioral rodifications o the submitted chanzes or to subrdt
additional inforrmation, in those cases the fitne-lirits referred to in paragraph 2, third
subparagraph, shall be exterded by another 30 days. This firne-lirat shall be suspe nded
unitil the supplerentary mforemation requested or the additional modifications hae been

proveided.
4. The proce dure laid dowr i Arbels 87 shall apply for the adoption of decisions by the
Lgency
Arficle 83
Detailed arrangements for applications in relation to paediairic investigation plans, waiers
and deferrak
1. In consultation with the Wember States, the Conenission and interested parties, the Sgency

shall draw up the detailed arvangerents concerning the format and content which
applications for agreerment or modification of a paediatric irvestigation plan, and requests
for warvers or deferrals are to follow in order to be considered valid and conce rring the
operation of the corapliance check referred to in brticles 48, 4902 ) —Semand-RE00 of
[revised Ditectrve 2001E3EC], and Asticles 86 @d 9072,
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2. The detailed arrangerme nt cotcemming the format and content of applications for agree rment
of'a paediatic irvestization plan mentioned in paragraph 1 shall:

fa)  specifyrwhich information showld be meluded in an application for agresrnent or
rnodification of a paediatric restization plan or requests for a waneer in the cases
referred to in Article 73013,

by be adapted to take irdo account the specificities of!

() adapted procedars for paediatric rrestigation plans as referred to in Brticle
A2,

() products internded to be desveloped onlsy for use in claldren,

(i) jroducts intended to be submitted under the procedure referred to in Article 2.

Arficle 88
Comp liance with the paediairic investizgation plan

Where the application for marketing auihorisabion or varigiion 1s subtnitted in accordanc e with the
procedures set out in in this Begulation, the Comritee for Ve dicinal Products for Hurnan s shall

verifywhether esndhe application dese cotnplies with the
reguire rents laid down in Article 6050 of [revised Divective 2001E3ECT.
AIAA26 214
ANNEX LIFE.5 LIMITE EN
7424/26 ADD 2 215
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

Arficle &7

Procedure for adop ting a decision in relation to paediairic investigation plns, awaiver or a

deferral

Decigions referred to in &rticles 77, T2, 20, 51, 82 and 84 adopted by the Azency shall be
supported byracientifle conclusions which shallbe anmexed to the decision,

2. Wkese The Lgencisessidoss--nasepaasi-s-smey shall consult the Comenittes for
Iledicinal Products for Hurman Use-setheappeopriateworlans parbse- when preparing the
above mentored sclentific conclusiorns The Comanitee for Medicinel Producks for
Human Lse shall ensure, as necessary, the appropriate ivolvement of the relevant
seienbfic expertise forough at least one the worling parties established undey Arfele 150
or muay dele gate Hhis taskio one of frose working parties. The outcome of such
conmltations shallbe annexed o the decison.

e By derogabon from paragraph 2, the Corvuniliee for Medicinal Produclks for Human Tke
shall establish scientific principles to determine e siations when consuliation is not
reguired.
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Zh. The svientific conclusions mentioned in paragraph 1 shall be transwifed without delay
by the Agency bo Hre applicant be fore the adopion of the decisions referved to in Arbicles
FAZE B0 &Y, 83 and 83 Muhin 15 daps following receipt of the sciendific conelusions,
the applicant may reguest by written nofice to the Agency @ re-examinaion of the
seiensific conclusions together with the detmile d grounds on which itis baged Following
receipt of the grounds of the request the Acency shall reccamine s scienkfin
cone isons within 30 days. The reasons for the conclusion reached shall be part of final
seientific conclusions. The bme lmid reforred to in Asticles 72 78 82 and 84 will be
suspende d unkl e scienkfic conclusions become definibve. For the purpose of this
parcgraph, the Agency shall consilt the Committee for Human Medicingl Producks.

If the applicant does not submit q writen justified reguegt for re-examination within 15
daps following the receipt of scientific conclusions, they shall become definitive.

3. Decigions of the &gencyshallbe made public affer deletion of arsy informmation of a
coranereially corfidential natre

Ariicle 88
Diisc ondinuation of a paediairic investiration plan

Where a paediatric inestization plar, agreed in accordarce with the provisions of Article 77,
paragraphs 1, 2 and 4, iz discontinned, the applicant shall nobfsy the &geneyof its interdion to
discontinme the conduet of the paediatric irvestigation plan and prosade the reasons for such
discontinnation without wndue delay and in ey case 1o less than six months before the

discontinuation.
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The Ageney shall pablish this indonnation after removing personal or corunerciall) sensifive

nformakon.

Ariicle 89
Scientific advice for paediairic develp menis

Ly legal or nataral person deseeloping a reedicinal product e nded for paediatiic uee or intended
for in ntero treatwent may, prior to the subrission of & peediatiic e stization plar and during its
irmplerne ntation, request advice frorn the Agencyon the design and conduet of the seaxions tests and
studies necessary to dernonstrate the quality, safetyand efficacy of the medicinal prodoct in the
paediatric popnalation in arcordance with Brficle 138(1), point (za).

The Egeneyshall provide advice under this &rticle free of charge.

Arficle 90
Data deriving from a paediatric investigation plan

1. Whete a marke ting authorisation or a watiation of a arketing authonsatior, is granted in
accordance with fhis Begulation:

fa)  the results of all-ebedsed studies conducte d in cornpliance with an agreed paediatiie
wvestigation plan as referred to in Srticles 6(5), point (a), of [revizsed Direc tove
20017230EC] shall be included in the surnmary of product characteristics and, if

appropriate, in the packaze leaflet; or
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(b argragreed walver as referred to in Articles 6030, poitte (b and (c) of [revized
Dhirective 20015230EC], shall be recorded in the sumrnary of product characte vistics
and, if'appropeiate, in the package leaflet of the medicinal product cotcerned.

If the application cormplies with all the reasures contmined in the azreed complated
paediatric investigation plan and if the sunmaryof product charactenistics reflects the
results of studies conducted in corapliance with that agreed paediabiic irvestization plan,
the Cornmizsion shall inelude within the marketing authorization a state ment ndicating
corapliance of the application with the agreed completed paediatric verestigation plan.

Arficle 91
Variation of marketing authorisations on the hasi of paediatric studies
&y clinical stody which rreobee s the use in the pasdiatric popalation of a medicinal
product covered by a rarketing anthorisation and is sponsored by the rarketing
anthonsation holder, whe ther or not it 15 conducted in cormpliance with an agreed
paediatric ivvestigation plan, shallbe subrdtted to the Agencyor to the Iember States in
wrhic hbwmse-ppesmonalrosthesioad- the medicinal produc t eessssssds quhorised within

sty months of completion of the studies cotce med.

Paragraph 1 shall apply independent of whether or not the marketing authorisation holder
intends to apply for a marketing authorisation of a paediatric indication,

A3H6/26
LNNEX

21E

LIFE.> LIMITE EN

7424/26 ADD 2

LIFE.5

www.parlament.gv.at

219
EN


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

3. Wher products ave authorised in accordance with the provisions of this Begulation, the
Coriission may update the sureraary of product chavactzyistcs and package leaflet, and
rnayvary the marketing authorisstion accordingly.

Arficle 52
Paediairic use marketing authorkation

1. L&n application for a peediabic use marketing authorization shallbe subrathd in
accordance with Articles 5 and @ and shall be accormparded by the partic nlars and
docurnenits necessary to establish quality, safety and efficas yin the paediatric pojpalation,
including any specific data needed to support an appropeiate forronlation, pharrnaceutical
forrn, strength, route of adiniristration and eventual admirdstration desrice for the peoduct,
inaccordance with an agreed paediatric reestization plan. The application shall also
include the decision of the Agencyagreeing the paediatic eestigation plan concerned.

2. Where a medicingl product iz or has been anthorised in a Idernber State or in the Undorn,
data contained in the dossier on that product rasy where appropmate, be referred to, in
accordance with Article 29 of #his Regulakon or Article 9 of [revised Directree
20010230E ], in an application for a paediatric use marketing anthorsation.
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3. The e dicinal product in respect of which a pae diatric use marketing anthorisation is
granted rmay retain the name of any medicival product which confaine the same antre
substance and in respect of which the same rarketing authorisation holder hasheen

granted authorisation for use in adults.

4, Subrission of an application for a paediatiic ue marke ing authorization shall in no way
preclude the right to apply for a rarketing authorisation for other therape ufic wdications.

Ariicle 93
Rewards for producis authorised under the paediatric use narketing authorkation procedure

Where a paediatric use marketing authorisation refered to in Article 92 is granted and melude s the
regults of all studie s conducte d in corpliance with an agreed paediatic irvestigation plary, the
product shall bene fit fron inde pendent dats and marketing protection perods referred to in Srticles
20 and 21 of [revised Directrve 2001723/ECT .

Arficls 94
Paediairic clinical triak

1. The EIT databasge created by Lrticle 21 of Begulation (E1T) Mo 5380201 4 shall ineInde
clinical trials carried out in third counties which are:

f(a) contaired in an agreed pae diatrie ivsestization plan;
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(h)

subtaitted following the provisions of Lrticle 91

2. For the clinical trials roentoned in paragraph 1 which are conducted in third conntries, the
description of the following elerents shallbe entered into the EXT database prior to the
start of the trial by the clirdeal trial sponsor, the addressee of the Seeney's decision ona
paediatric investigation plan referred to in Article 77, orbyrthe marketing authorization

hiolder as appropriate

(a)

(h)

(c)

(d)

the clindcal fal protocal,
the irvestigational e dicinal produoets wsed,
the therapentic indications covered,

details of the tral popoalation.

Irrespec tive of the outcome of a clirgcal trial within & months frorn the end of the frial the
clirdcal trial sponsor, the addressee of the Sgenctts decision on a paediatric investigation plan
or the marke ing anthorisation holder as appropriate, shall subrait to the EIT database a
surnrnaty of the results of the trial which shall be uploaded in the database.

If for justified scientific reasons itis not possible to subrait the sumrnary of the result of the
trial within & months it shall be submitted to the ETT database at the latest within twe be
tnonths after the tisl hasended. The justification for the delaw needs alao to be subdtted in

the ETT database.
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3. In conltation with the Coruaissior, herber States and intere sted parties, the Lgency
shall draw up gnidance o the nature of the infbrenation referred to i paragraph 2.

4, O the basis of the experience acouived as a vesult of the operation of this rticle, the
Corarndssion ray adopt irple rmenting ants in accordance with the exarnination procedure
referred to in Article 17302) to arnend the details concerning clivacal trials conducted in
third countries to be submitted to the ETT database and referred to in parasraph 2.

Ariicle 28
Ewropean network

1. The Agency shall develop a Enropean netaork of patient re presentatree s, acade mics,
tnedicines developers, e stizators and centres with expertize in the performance of
studies in the paediatic population.

2. The chjectives of the Enropean ne tarork shallbe, inter alia, to discuss priorifies in the
clinical developrnent of medicine s for childre n, in particular in areas of wrenet medical
teed, to coowdinate stodie s relating fo paediatrie rnedicinal products, to build up the
hecessary scientific and adwinistrative cormpetetices at Enropean level, and to avoid
urme cessary duplication of stodie s and testing in the paediatric popadation.
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Arficle 26
Incentires for researchin medicinal prodwcis for ¢ hildren

Paediatric medicinal products shall e eligible for incentnees made swvailable byrthe Union and by
the Ivleraber States to support research into, and the desveloprnent and availabilityof, paediatic
tnedicinal products.

Ariicle 97
Fees and Union ¢ onirdh wiion for paediairic actirities

l. Whete an application for a paediatric use matke ting authorisation is subratted in
accordanc e with the procedure laid down in Article 92, the armount of the reduced fees for
the exarination of the application and the maintenance of the marke ting authorsation shall
be fived in accordance with Article 6 of [new fee Regulation™].

2. Sgseasraents of the following by the Agency shiall be free of charge:
fa)  applications for waivers,
by applications for deferrals;
) applications for pasdiabiic tnee stizgation plans,

(d)  compliance with the agreed paediatric ireestigation plan.

E Begulation EEEEHELD 20244568 of the Emropear Parlisment and of the Couneil of 7
Februan 2024 on fees and charges payable to the Ewope an Mledicines Agenc v, arending
Foaulatenle culafons (BT 2017745 and (ELR 20224123 of the European Parliare nt and
of the Council and repealing Sermwmi-Roslaben-tiom M-S snd-He o lation (E1T)

G AN s5 82014 of the European Parliamwent and of the Couneil and Couned

Fegulation (EC) No 29795 [QT L 5ad, 1402 2024 p. oot -
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3. The Union contribution provided for in Avticle 154 shall cover the work of the Agency,
including the azsessiment of paediatic ireeestization plans, scientific advice and ansy fee
wealvers provided for in this Chapter, and shall support the Sgeney's activities under
Lrticles 34 and 95

Arficle 95
Y early rep orting o np aediatric ac tirities

At least on an annual basis, the Ageney shall make pablic:

hay a list of the-sessguemies entifies and of the products that have benefited frorm ans of the
rewards and incentrves in this Chapler of the Fegulation,

ik the-corapanies ontibes that hasee failed to corply with any of the oblizations in this
Chapter of the Hegulation;

) the marrber of paediatiic e stigation plans agreed in accordance with &rticle 74,
) the rarrker of waners agreed, providing also a surenary of the it reasons;

(e} a list of deferrals agreed;
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i)

ig)

(k)

the rareber of peediatric e stization plans corogple ted;

the ssswemedsprolongetions of the deferrals bevond five years and the detailed reasons
prosided as mentoned in Artiele 82;

the scientific advice provided for the developraent of reedieinal products addressed to
children, e guested in qecordance with Arficle §2.

CHAPTER VIII
VIO PHARMACOVIGILANCE
Ariicle 99
Pharmacovigilanc e

The chligations of rarketing authorisation holders laid down in Lrticles 99 and 100013 of
[revized Divectrve 2001/23/EC] shall apply to marketing anthorisation holde rs for
medicinal products for hurwan use authorized in accordance with this Regulation.

2 The Agency ray tnpose an obligation on a holder of a centralised marketing authorization
to operate a risk manage ment systerr, as referred to in Lrticle 99(4), point (o) of [revised
Diivective 2001/230EC], if there are concens dbout the risks affecting the bene fit-risk
balance of an authorised redicinal product. In that context, the Azencyshall also oblige
the marketing authorsation holder to subinita nsk managerent plan for the k-
managernent systen that the winte nd to introduce for the me dicinal produet cone erred.
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The chligatiore-sefasd-ta-inpasazispber shall be duly justified, notified in writing, and
shall incInde the tiwetrame for subraission of the nsk-marazernent plan.

The Agency shall prorvide the marketing authorization holder with an opporbundty to subradt
witten cheervations in response to the iraposition of the oblization referred to in
paragraph 2 within a tiree lirait which it shall specifiy, if the mwarkefing authorisation
hiolder so requests within 30 dave of receipt of the written notification of the oblization.

O the basiz of the written ohservations subrnitted byrthe marketing authorization holder,
the Agencyshall review its opinion.

Where the opirion of the &gency confirins the oblization se ferve d to i paragraph 2 and
urless the Corareission rehuns the opirdon to the Agenc for further consideration, the
tnatketing anthorisation shall be varied accordinglybyrthe Corarnission in accordance with
the procedure set out in Article 13, to:

fa)  include the oblization asa condition of the marke ting authorisation and the risk
ranagerne it systern shall be updated accordingly.

by include the meamres to be taker as part of the sk managerent svetern as conditions
of the marketing anthorisation referred to in Arhicle 12(4), point (e).
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Arficla 100

Safety announe ements

The oblizations of marke tivg anthorisation holders laid dowa in Seticle JE4ERT 04 paragraphs 1
ard 2 of [revised Directive 2001/83/BC], and the oblizations of the Ileraber States, the Lgency
and the Corarrdssion laid doen in paragraphs-==3 and 4 of that Lrticle shall apply to the safety
announcerments referred to i Article 13201, point (1), of this Regulation concerming medicinal
products for hunan nse anthorised in accordance with this Fegulation.

Arficle I
Ewlravigilance datah ase

1. The Agency shall, in collaboration with the Ivkrnber States and the Corunission, set
up and maintain a database and data processing network (Eudravigilance database™) to
collate pharrmacovigilance mformaton regarding medicina products authorsed in the
nion and to alloar cornpe tent authorites to access that inforrmation siraultanecnsly and to
share it.

bepaatifiod-aases: The Eudravigilance database-ssasy shell include pharrnacovigilance
inforrmation with regard to medicinal products wsed under cormpassiotate use referred o in
Lrticle 26 or earlyaccess schemes.

The Endravigilance database shall contain inforraation on saspe cted adverse reactions in
hrnan beings avising frorn nse of the medicinal product within the terms of the marketing
authorisation as well as from uses outside the ferros of the marheting authonsation, and on
those ocowring in the comrse of post-anthorisation studie s with the medicinal product or
asgociated with occupsational exposure.
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2. The Agency shall, in collaboration with the Mernber States and the Coraraission, draw
up the functional specifications for the Eudravigilance database, together with a tirmefame
for their imple rertation.

The Agency shall prepare an arrnal re port on the Eudravigilance datdbase and send it to
the European Parliatre nt, the Couneil and the Cornission.

&nyy substantial change to the Eudrasdsilance datdbase and the functional specifications
shall take irto account the recorarmendations of the Phavmac ovigilance Hisk fesessraent

Committee.

The Endravigilance database shall be fully arcessble to the corpetent anthontie s of the
Dlermber States and to the Agencyand the Comrrission. It shall also be accessible to
tnatketing anthorisation holde s and muarketin g quthorisaion applicands to the extent
necessary for thern fo comglywith their pharrnacovigilance obligations.

The &gency shall ensure that healthrare professionals and the public have appropriate
lewvels of access to the Eudravigilance database, and that personal data is protected in
aecordance with Dnion law. The Agency shall work together with all stakeholders,
including research institutions, healtheare profe ssionals, and patient and consmner

orgatisations, in order o define the ‘appropriate level of access” for healthe are
professionals and the public to the Endravigilance datdbase.

The data beld on the Endravigilance datdbase shallbe made publicly available inan
agorerated and anonpmised forrnat toge ther with an ex planation of how to interpret the

data.
366826 248
ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 229

LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

3. The Agency shall, in collaboration either with the marketing authorisation holder or with
the Ivleraher State that sdbeaitted an indridual suspected adverse reaction report o the
Eudravigilance database, be responsible for operating procechires that ensure the quality
and integrity of the irfornation collected in the Endravizilance databage.

4, Indrridual suspected adwerse reac tion reports and follow-ups subimitted to the
Eudravigilance database by warketing authorizsation holders and marleting authorisaion
gpplicants shall be tranamitted electroricall vupon receipt to the cormpetent authonts of the
Ilember State where the reac ton oceurred.

Arficle I02
Forms for reporting susperted adverse reactions

The Lgencyshall, in collaboration with the Dereber States, develop standard web-bazed structured
forras for the reporting of suspected adverss reactions by healthe are professionals and patients in
accordance with the provisions referred to in Srticle 106 of [revised Directee 2001523/EC] .
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Arficle 103

Periodic safety wpdate reporis reposiiory
The Agencyshall in collaboration with the comypetent authonties of the W mber States and the
Corarvdssion, st up and maintain a repository for periodic safety update reports ( “repository’) and
the corresponding assesament e ports regarding medicinal products authorised in the Union so that
theyrare fully and perrmanently accessible to the Coreaission, the competent anthorities of the
NEmber States, the Phammac ovigilance Fisk Assessment Comgnittes, the Corarrattes fior Ivledic inal
Products for Hurnan TTee and the coordination group referred to in Article 37 of [revized Directive
2001/230E 2] (feoordination groap™.

The Ageneyshall in colldboration with the cormpete nt authorities of the e mber States and the
Coraredssion, and after consultation with the Pharmac ovigilance Risk Assessrnent Cormrnittes, draw
up the fane tiohal specifications for the repository

Ly substartial change to the repositoryand the functional specifications shall always take indo
account the recorimendations of the Pharrnacorigilavece Bisk Assessiment Corarnittes.

Article I

Europ ean med icines weh -porial end-resister-g

1. The Agency shall, in collaboration with the Ivkrober States and the Corardssion, set
up and maintain a Europe an ree dicines web-portal for the dizsernination of infornmation on
medicinal products anthorised or to be anthonsed i the Union. Thet we b-portel shall be
ey accessible and user-friendly. Byreans of that portal the &zency shall make pablic
the following:

fa)  the narnes of merbers of the Corunittess referred fo in Article 142, points {d) and
(e}, and the rnermbers of the coordination group, together with the i peofessional
gualifications and with the declarations referred to v Article 14700
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by agendas and mirmtes fromw each meeting of the Corarnittees veferred to in Artiele 142,
points (d) and (e}, and of the coordination group as rezards phanmacovigilanee

actmties;

) aewessrrefthe nek management plans for wedicinal prodicts authonssd in
accordance with this Fegulation,

fe)  inforraation about how to report to corpetent anthonties of the Ilember States
suspected adverse reactions to medicinal products and the standard stroctured forrms
referred to v Arficle 102 for their web-based reporting by patients and healthe are
professionals, inclnding links fo national websites,

(fy  Undon reference dates and frecuency of subrdssion of periodic safetyrapdate re ports
estghlished in accordance with Article 108 of [revdzed Directiee 2001583EC]

i(z)  protocols and public abstracts of results of the post-authorisation safetyetudies
referred to in Arficles-Heki T1& and 120 of [revised Directive 2001583HC] ;

(b the indtiation of the procedure provided for in Srticle AHERIS of iz Regulation, and
Lrticles 95, 114, 115 and 116 of [revised Directiee 2001083EC], the active
substances or mwedicinal products concermed and the issue being addressed, any
public hearings parsuant to that proce dure and information on how to sabrdt
inforraation and to participate in public hearings,
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{1y conclusions of assesstnents,- recorcnendations, opinions, approrals and decisions
taken by the Agencyand its Comnittee s under this Begnlation and [revized Directree
EDI:I]_JEEIEC], A } .: 5= ...':'_ et '..: .'. e = :: g .: e ..: e aa
barothar meanc,

{73 conclusions of assesstnents, recorenendations, opinintes, approvals and decisions
taken by the coordination grong, the corape tett authorities of the heraber States and
the Cornreassion in the framework of the procedures set out in Articles 16, 106, 107
and 10% of this Fegulation and of Chapter T, Sections 3 and 7 of [revized Directive
2001E3EC].

2 In the developenent and review of the web portal, the Agencywshall consult relesant
staleholders, including patient and consumer groups, healthcare professionals, rob-for-
profit enkties and industry representatives.

Article Tda

Furopean register of studies for enpirommenital £isk assessnent

3. The Agency shall in collaboration with the Ivkrnber States and the Cormrission, set
up and maintain a register of reswlls of ernvirornenental risk assessment studies condusted
fior the prrpose of supporting an ervironraental risk assesstaent for medicinal products
authorized in the Urdon, unless eeek-indomaion elevant data 13 made public iy He-Hases

bar diffesnd weancac cordane e with Regulation 2025/ 2455

a0 Regulation (ETT) 202552455 of the European Parliatee nt and of the Council of 26 Novernber
2025 establishing a cormon data platform on chetaicals, laying down niles to ensure that the
data contaired in it are findable, accessible, intero perdble and reusdble and estdblishing a
ronitoring and outlook frawesork for cherdcals (Text with EEA relesance) (OT L,
202572455, 14142025
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Inforraation in such re gister shallbe pablicly availdble, unless restrictions ave hecessary to protect
contnetcially confidential mttrmation. For the parpose of setting up such register, the Agencymay
recquest marketing anthorisation holde rs and corape tent anthorites to sobroit results of argrsuch
studyr alve ady corpleted for products authorized in the Tnion within [OF please add the date =24
tnonths after the date of application of this Fegulation].

Arficle 105
Literature monitoring

1. The Agency shall mordtor selected medical literature for reports of suspected adsre rss
reactions to medicinal products containing cerfain active sibstances. It shall publish the list
of active substancesbeing monitored and the medical lite rature subject to this ronitoring.

2 The Agency shall enter into the Eudravizilance database relesant indormation frorm the
selected medical literahure.
3. The Agency shall in consaltation with the Comrnission, Merber States and interested

parties, draw up a detailed guide regarding the mordtoring of medical literature and the
ety of relevant information into the Eudravigilance databaze.
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Liticle 106
Monitoring of safety of med i inal p rodur is

1. The chligations of rarketing anthonsation holders and of Wermber States laid down i
Lrticle 105 and &rticle 106 of [revised Direcinee 2001083FEC] shall apply to the recording
and reporting of suspected adverse reactions for medicinal products for hurmar use
authorized in accordance with this Fegulation.

2 The obligations of marketing authonsation holders laid down in &rficle 107 of [resised
Directive 2001783/EC] and the procedures under &rticles 107 and 105 of that Directive
shall applyto the subinission of periodic safety update reports, the establislenent of Trion
teference dates and changes to the frequenc v of subraission of periodic safety update
reports for medicinal products for barnan use authorsed in accordance with this

FEegulation.

The provisions applicable to the submission of periodic safetyupdate reports laid down in
the of &rticle 1028020, second subparagraph, of that Dive ctive shall applyto matketing
authorization holders of marketing authorsations which were granted before 2 July 2012
and for which the frequencyand dates of subinission of the periodic safety update reports
atre not laid down as a condition to the marketing anthorization until such tiree as another
frecuenc wor other dates of submission of the reports are laid down in the marketing
authorization or are defermined in accordance with Aricle 102 of that Directne .
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3. The assesstaent of the periodic safefyr update reports shall be conductsd by a rapportear
appointed berthe Phanmacovigilance Fisk Assessment Comraittes . The rapporenr shall
closely collaborate with the rapportear appointed by the Corovittee for Iedicinal Products
for Hurnan Use or the Beference MWEmber State for the medicina producte cotce med.

The rapportenr shall prepare an assesstaent report withun &0 days of receipt of the periodic
safety update report and send it o the LAgencyand to the metnbers of the
FPharmacovigilance Bisk Assessrnent Comranittes . The Sgencyshall send the report to the
matketing anthorisation holder.

Within 30 days of rece ipt of the assessraent report, the rmarketing anthorisation holder and
the e mbers of the Phannacovigilance Fisk Asgessment Corenittes maysubrnit
cornrne his to the Sgzeneyand to the rapporear.

Following the receipt of the cominents referred to in the third subparagraply, the rapporteur
shall within 15 daye update the assessment report taling into account any comments
subrritted, and forward it 4o the Pharrnac ovigilance Risk Besessment Cornittes. The
Fharmacovigilance Bisk Aszsessraent Comrnittee shall adopt the assessment report with or
without frthe ¥ change s at its next meeting and izsue & recornmendation. The
recoranetdation shall mention the diverge nt positions with the grounds on which the yrare
based. The Agencyshall include the adopted assessmment report and the recormmendation in
the repository st up under &rticle 103, and forward both to the marke ting authorisation

holder.
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4, In the case of an assesamient re port that rec orarme nds any action concerning the marketing
anthonsation, the Corenittee for hedicinal Products for Hurean Use shall, within 30 days
of receipt of the report by the Pharrnacosdzilanee Risk Bseessmment Coraruittes, consider
the report and adopt an opindon on the wainteranc e, varlation, sepension or wvocation of
the rmarketing authorsation concerne d, including a tiroe table for the implernentation of the
opinior. Where this opirdon of the Corunittee for Bedicinal Products for Hurman Use
differs from the recormtnendation of the Phannacovigilanee Fisk Assesswent Committes,
the Cormittee for Ivledieinal Products for Hurvan Use shall attach to its apiraon 4 detailed
explaration of the scierntific grounds for the differences together with the recorame ndation.

Whete the opiniorn states that regulatory action concerring the marketing anthorisation is
hecessaty, the Corredssion shall adopt a decision, by means of taplernenting acts, to wary,
suspend or revoke the marketing anthorisation in accordaree with Article 13, Whe e the
Corarmdssion adopts sucha decisior, it mayalso adopt a decision addressed to the Merber
States prarsuant to Article 57,

5. In the case of a single assessrnent of periodic safe ty update reports concerning more than
ote matketing authorization in accordarce with Byticle 11001} of [revized Directive
2001r230EC] which meludes at least one rarketing authorization granted in accordance
with this Regulation, the procedure laid dowr in &rticle 100770 and Article 102712 of that
Diive ctive shall applsy.

a. The final recornre ndations, opindons and decisions referred to in paragraphs 3, 4 and 5
shall be rade public by reans of the European medicine s web-portal referred to in Arficle
104,
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Artficle 107
Agency plarmacovigilinee related ac i ities

1. BEegarding medicinal products for baraan use anthreizsed inoaccordance with this
Begulation, the &gency shall, in collaboration with the Derber States, take the following

INEasITes:

fa)  rnonitor the outcorne of risk mindrdsation measares confained in rsk managere nt
plans and of condiions referred to n Arhiele 12, paragraph 4, points (d) fo faye), or
n Lrticle 20, paragraph 1, points (a), (B) and (leandded, and in Lrticles 12(1), 15,
and in Article 3302) and (3), awed

by  assess updates o the nsk management systerm;

{c)  onitor the data in the Endravigilance database to deferrnine whether there are new
tisks or whether risks have changed and whe ther those risks irgpact on the bene fit-
risk balance.

2. The Pharrnacovigilanee Fisk Assessmment Coranittes shall perform the indtial analysis and
pricritisation of signals of nevw rsks or risks that have changed or changes to the berefit-
tisk balance. Where it considers that follow-up action mayhe necessary the assessmment of
those sighals and agreernent on any sabsecue tt acion concerning the marke ting
anthorsation shall be conducted in a timescale cormrmensarate with the extent and
serionstess of the isse. Where appropriate, the assessnent of those signals rayhe
included in a pending assessment of a periodic safety update report or a pending peocedure
ir accordance with Articles 95 and 114 to ITaof [revised Directive 2001583EC] or
doticleArticles 47 and 55 of this Fegulation.
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3. The Agencyand corpetent anthorities of the Iieraber States and the marketing
authorization holder shall infiorm each other i the event of new risks or nisks that hawe
changed or changes to the bene fit-risk balance being detected.

Arficle 10
Non-interventional p ost-authorisation safety studies

1. For non-interventional post-anthorisation safe ty stadies concerming rmedicinal produc ts for
hurnan use authorised in accordance with this Begulation which hasee been irposed in
accordance with Articles 13 and 20, the procedure provided for in Srticle 117, paragraphs
3to 7, Articles 115, 119, 120 and 12101} of [revised Directive 2001/23ECT shiall apply.

2. Whete, in accordance with the procedure referred to in paragraph 1, the Phanacovigilance
Bigk &5 srne nt Corenittes 1ssues recorurne ndations for the warlation, suspension or
revoration of the matketing authorsation, the Corarrdttes on Iledicinal Products for
Hurman Use shall adopt an opinion taking into account the reconcoendation, and the
Corardzsion shall adopt a decision in accordance with Article 13

Where the opinion of the Corarmites for Iedicinal Products for Hurnan Tse differs from
the recoramendation of the Phatmacovigilanee Bisk Assessine nt Comrnittes, the
Comaittee for Wedicinal Products for Huran Use shall attach to its opinion a detailed
explanation of the scientific grounds for the differences, fogether with the

recommrrnendation.
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Arficle 109
Exc hange of information with other orzanizations
1. The &gency shall collaborate with the World Health Orgarization i matters of
phamvacovigilance and shall take the necessary steps to subrnit to i, prozoptly, appeo priate
and adeguate information regarding the measres taken in the Trdon which conld hawve a
bearing on public health protection in third countries.

The Agency shall rmake available prorapilyvall suspected adverse reaction reports oce utring
in the Urdon to the World Health Crgardzation.

2 The Agency and the European Blesstesinptoemtre-foal lion Dazs exd-Beas
dredebiobesmd e oy shall exchange rforraation that the vwreceiwe on the dbmse of e dicinal
produe ts including information related to icit drugs.

Arficle 110
International collaboration

Lt the vecuest of the Cororissior, the fgencyshall participate in collaboration with the vk raber
States in international harmonisation and standardisation of technical measares in relation to

phatrnacovigilance.
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Arficle 111
Coop eration with Memb er States

The Egencyand the Ivkraber States shall cooperate to contirnmonsly develop pharmacovigilance
gysterns capable of acldeving hizh standards of pablic health protection for all me dicinal produae ts,
tegardless of the woute s of narketing anthorisation, mehuding the nse of collaboratre approaches, to

maxitnise nse of resonrces available within the Umon.

Arficle 112
Reporis onpharmacovigilan e tashs

The Lgzencyshall perfomn regular inde pendent andits of its pharrmacosigilance tasks and report the
results to its Manazement Board on a 2yearlybasiz. The results shall be subsequently published.
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CHAPTERIX
REGULATORY SANDEOX

Arficle 113
BRegulatory sandhox

l. The Corunission mayset up on @ case -by-case basis a regulatory sandbhox parenantfo-a

etk A FOE T N TR TR R T TN o) X L T T L T CETR B CETT TR =

following conditions are met:

fa) itisnot possible to develop and quizorise the medicinal product or category of
medicingl products in flll cormpliance with the require rents applicable to e dicinal
products set outin this Fe glafion and [revised Divec e 200083 CTdue to
eoientific or rerulatootr challanmee avicing frow characterieficeor methods related to
the medicinal product or due to the sclentific or bechnical charack rigtics inherent
o the medicimal produch for which cerbain targebed and technical adaptafions to
the regquirements laid down in this Fegulation and [revised Diveclive 2001753/ CF

are considered indispensable |

(b} the characteristics or toe thods referred to in point (a) are likely to, based on available
seigntific evidence, positivelyand distine five Iy contribate to the gquality, safetyor
efficacy of the medicinal product or category of medicingl products as provided for
in this Fegulaion and [reviged Direchve for provide a major-adiantage contribution

to patient access to prevention, diconosis, treatinent, or patisnt care .
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The regulatory sandbox shall set out a condrolled re gulato ry framenzorke-iebading
peseaifia o onsishng of specific require mnts,—i'e-r and technical adaptalons necessary
during the development s
placing on the market of & product referred to in paragraph 1 under the conditions setoutin
this Chapter . The regulatorysandboe may allow targete d desssatiorateadaptafions to
cerhain reguiremernds of this Begulation, [revised Divective 2001/53/EC] or Begulation
(EC) 13942007 sazdaztha-condibone-eatout-laaehic b are necesaary for Hhe purposes of

aegessing whether an quthorisafion can be granted for @ product referred loin

pialaphare, authorsation and

paragraph I and s life epele management in aecordance with Lrticle 114 and which
ersure Hatthe principles of gualily safel and efficacy set out by this Regulation and
freviged Directive 200IBNECT are respected.

& regulatory sandboo shall dede-ediaatope rete under divec t superision of the cormpete nt
authorities of the Ivkrnber States concerned with 4 view to ensaring cormpliance with the
teguiretaents of this Fegulation and, where relevant, ofher Urnion and e mber State
legislation concerne d by the sandbox for aefvifies Rattake place on treir berridony . Bny
violation of the conditions set ot in the decision referred to in paragraph & and the
identification of any risks to health and to ervironrnent shallbe rnrnediately notified to the
Corarnssion abd to the Sgency.

The &gency shall woritor the field of ernerging medicinal products and may reguest
inforrmation and data from e naimal competent authoriies of the Member Shales,
mnarketing authonization holders, deseelopers, inde pendent experts and researchers, and
tepresentative s of healtheare professionals and of patients and mayengage with thern in
e L inary di s ussions.
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4, Whetre, baged on available scientife evidence the Agencyconsiders it appropeiate to set
up a regulatory sandbox for medicinal produe ts which ave likely to fall under the scope of
this Fegulation end weeet the condibons set mut in paragreph 1, it shall prerademebimita
recoranetdation to the Conenission, following appropriate consullations, including
consuliation with the competent authorifies of the dember Skates o, where appropriak,
othey competent authonibes responsible for the setfing up of regulatory sandboxes under
other relevant regulaton Frameworks. The recommendabion of the & zeney shall list

phadlizrad include B

elizible products or category of products stk
reconane nde d sandbox plan referred to in paragraph b5

The Agency shall not recornmend to set upa regulatorysandbox for a me dicinal prodact
that iz already adwanced in its developraent prograrizne.

) The &gency shall be-sempansdds
subraithed byrdevelopers of elighle products-ase
The sondboe plan shall set out clindcal, seientific and regu]atm;rjushﬁc ation for e
necessiy to establish a regulatonps sandbox, including the ide ntification of the
te quiretne nts of this R.egulatln:m, [rew-'lsed DCirectrve 2001JE3FEC] and Regulation (EZ)
130452007 Heet-aanm hose adaplations are congide red
indispengable from a ehnicl and scientific e wpoint for the development and
quthorisation of such medicingl product while ensuring Hat the principles of guakily,
safety and effic qop set out in this Fegulabon md [revised Direchive 2001783 F Cf are
respected . The sandbox plan shall also provide recommendations for allematre or

mitigation meamres, where appeopriate. The serdbox plan shall also include a proposed
tirneline for the duration of the sandbez. Where appropriate, the &zene v shall also
Frepeaer coom e R treasures n ordet to witizate any possible distortion of market
condifions as a consequence of establishing a regulatorysandbox. The Agency shell levy o
fee for achvities under thiz Article.
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a. The Coruaission shall, by mears of implernenting acts, debeadopt a de cision s-he-set
wpeade stabliching a regulatory sandhox for the el mble meadicingl products or eale gony of
medicinal products taking into account the recormmerdation of the Lgencyand the
sandboy plan parsuant to paragraph 4. Those inplerenting acts shallbe adopted in
accordance with the examination procedure referred fo in Arficle 1732}

1. Decisions estdhlishing a regulatory sandbox under paragraph 59 shallbe 1indted in tiie
and shall set out detailed conditions for its irmplernentation. These Decisions shall seelde:

f(a)  imeludethepeopossdihe final sandbox plan, deking o qecound the recommended
sandbox plan of the Agency, specifiing e specific requirements and the targeled
techmical adaptations, in accordance with paragraphs 2 and 5, to the requirements
of thiz Regulafion and of [revised Divechive 2001783 FE Cland, Regulation (EC)
13942007,

by smebade-the duration of the regulatory sandbox and its expity feliing inbe aocount the
duraton for development and, if appliceble, for oblaining @ marketing
guthorisaion and placing on the markel of the medicingl products concerne d,
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(o) avelude-sapesdihe participants of the s gulatory sandboy ples-tho-roaminenosdi-ad

. The Coruenission maty; by means of nplernenting acts, suspend or revoke a regulatory
sandboy at any tivee . in avy of the following cases:

fa)  the requirernents and condiions 1aid down m paragraphs @ and T are no longer met,

by itizappropriate to protect pablic healtho or o avoid seripus risks for the

SRV OR et

Thoze iraplementing acts shall be adopted in accordance with the e xarnination procedure
teferred to in Article 17302).

Whete the Sgenevreceives information that one of the cases referred to in the first
subparasraph raybe fulfilled, it shall inforn the Coramission aceordingly,

Q. Whete after the decizion to establish the regulatory sandbozx in accordance with
paragraph 6, risks to health ave idextified boat these risks canbe full v mitigated by the
adaption of supgplermentary conditions, the Coraission may;, after consultation of the
Sgeney amend its decision referred o in paragraph & and, where applicable, revole a
suspension decision adopted under paragraph &by means of inplementing acts. The
Corardssion ray also prolong the duration of a regulatory sandboz by ineans of
irple menting acts. Those implementing acts shallbe adopted in aceordance with the

exarnination procedure referred to in Article 173(2).

10
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Arficle 114
Prodw ts devebped under a sandhex

1. Wher authorising a clivdcal fial application for produc ts covere d by a regulatoryzandbo,
Ilernber States shall take the sandbox plan referred to in Lrticle 11301} into consideration.

2 & rnedicinal product developed as part of a regulatory sandhox sseaball be placed on the
matket only when authorised in accordance with Arficle 13, 18 or 17 of this Fegulation
Such authorizaion map be granted only if the beng fit-Ask balance of the medicinal
product is fiavourable . The initial validity of such authorisation shall not exceed the
duration of the regulatory sandbox as specified in the implementing act reforred to in
Arficle T13(8) and (7). The authorization rayhe yecdessadre ne wed at the recuest of the
matketing authonisation holder in cecordance with Article T7. The marketing
authorisation holder shall submit the regquest for a renewal o the Agency at lpast nine
wmonths before the markebing cuthorisahon ceases to be valid

3. brdlsriustified-eesea here neceasary the marketing authorisation adopted in
gecordance with Arficle 15, 18 or 19 of a redicinal product deseloped under the

I'Egul&tﬂl}rsﬂlldhl:l:{ R T T I b T e e T e e T e e o o T

ehall specify in iy conditions
the adaptaions that apply o the specific medicinal product pursuant bo Article 113 (7).
Eoch adaptafion shallbe limited to what 1z apt and strictly necessary fo attain the
ohjectrves pursued, duly justified and syecified Jt 2hall not exceed the adaplabons
speca'ﬁesi in the conditione to-the narketing anthoreationds cision ?’E‘fe’ffé'ri tain Article
11378 and (7) eshablishing the re gulztory sandbox concerned.
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4, For medicinal products developed as part of a regulatorysandbox for which a marketing
anthonsation has been gravted in accordance with paragraph 2 and where appropriate
patagraph 3, the surenary of product charac teristics and the package leaflet shall indicate
that the rnedicinal product has been developed ag part of a regulatoryeandboz . This
condifion shall apply for the duration of e regulatory sandbox

3. Withot prejudice to Srticle 195 of [revised Divective 2001E3EC], the Comtrdssion shall
suspend o revolie a marke ting anthorisation granted in accordatice with paragraph 2,
where the regulatorysandbox has been suspended or revoked in accordance with Article

BT 1308

a. The Corunission shall irarne diatelywary the marketing anthorisation to take account of the
mitigation meamires taben in accordance with &rticls 115,

&z, In addifion to Articles 55 and 54 where the Agency coneludes Hrat a holder of a
marheing quthoraztion granted under a reguldton sandbox, failed o comply with the
specific condibons Inid down in the markeling @tforsaion in accordance with
paragraph 3, the Agency shall inform the Commission accondingly. The Commission
shall adopt o decision ko vary, suspend or revolie Yhat marleting quthorischon in
aecordance with the procedure set outin Arficle I3,
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Arficle 113
General sandbhox provisions

1. The regulatory sandhoee s shall not affect the supervisory and corrective powers of the
cornpetent authorities. In case of identification of rsks to pablic health or safety conce s
associated with the use of products cove red by a sandbo, corape fent anthoritie s shall take

1rerne diate and adecuate fe mporary reasures in order to suspe nd or restrict their use and
informm the Corrission and the Agencp in accordance with Sriicle 115(2).

Where such miigation is not possible or proves to be ineffectne, the developrent and
testing process shall be suspended without delay until an effective mitigation takes place.
Ifno effectve mifgation plan can be provided, the Agency shall recommend bo the
Commigsion bo suspend or revole a regulatory sandbox in accordance with Aricle
T1378). If applicable, the markeing authorisation provided for in accordance with
Arficle 114 shall be suspended or revolied aec ondingly.

2. Participants it the regulatory sandhox, srpeteslarineluding the marketing anthorisation
holder of the medicinal product eoncermed, shall remain Lable under applicabls Union and
Lleraber States Lability legislation for anyharm inflicted on thind parties as a result frorm
the testing taking place in the sandbox. Theyr shall inform the Agenc ywwithout undne delay
of aty inforena tior which razht entail the arnendrne nt of the regulatory sandbox or
concerns the quality, safetyor efficacy of products developed as part of a regulatory

gandbox.
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3. The modalities and the conditions of the operation of the regulatory sandboces, including
the elighilityreriteria and the procedure for the application, s=lection, parhicipation and
exiting frorn the sandbozx, and the rights and oblizations of the parbeipants shall be set ont
in raplerne nting acts. Those iraple menting acts shallbe adopted in accordanee with the
exatrination procedure referred to in Srticle 1730).

4, The &gency with ingnt frorm e rber States shall sdbrait avemal e ports 1o the
Corardssion, ¥ee Furopean Parliament and the Council, on the resalts frorn the
lmplernentation of a regulatory sandbox, incloding @ breakdown on the number of
sandbores grank d, rends on medicinal products eligible for a regulatory sandboz;, good
practices, difficuiies encountered, lessons learnt, refleckons on possible fubire
adaptaions to e regulatory framework and recorenendations on their s top and, where
televant, on the application of fhis Begulation and other Trdon legal acts superviszed within
the sandboz. Thes: reports as well ag oy swmmaries shall be made pabliclyavailable by

the Corrission.

5. The Corarnission shall veview the reports and pat forward, as appropriate, legislative
proposals with a view to update the regulatory fravne work referred to in Article 11302) or
delegated acts in accordance with Article 28 of [revized Divectree 20017230EC].
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CHAPTER X
AVATLABRILITY AND SECTRITY OF SUPPLY OF MEDICINAL PRODUCTS

Section 1
Monitoring and management of shortages and critical shortages

Asticle I15a
Derogations on the provisions of this Chapter

I Member Sabes may wawe e appleakion of Articles 116(3c), 117(1h), Ariicles T20{2)
I121(5a), 127, 129 13002) point (), IS0 point (o) when: (@) the batches of
wmedicing! products concerned are supplied for military and defence purposes; or (b)
when e medicingl products are manufackired for military and defence wse ondy; and
(c) insofar as the appleation of such reguirements for these medicinal products nply a

risk b0 national securly and defence.

2 Member Sates may exempt authorifies within their tervitorp of the obligation to
communicate mformation for the medicinal products referred bo in paragraph Iin
gecordance with Arficles 121 and 127 msofar as such reguirements imply a risk to

national secunily and defence.
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3 Member Sates may exempt @ marke ing authorisation holder in poscession of a
markebng cuthonsation for @ medicinal product authorised in Hhat Member Sale in
gecordance with arlele 205 of frevised Direchve 200183 ECT from complying with e
obligations set outin the articles 11 117 119 125 128 and 133
Member Rabes shall nobfi the Conpnission of e use of the derogaons referved o in
pargraph I, 2 and 3 withoud undue delay.

Arficle 116G
Marketing authorkation hol er notifications

l. Hiathout prejudice to the rules on noification referred bo in Article 24 of this Regulation
and Arkele 203 of fthe revised Divective 2001783/ ECT the marketing authorisation holder
of a medicinal product in posss ssion of a centralised roarke ing authorisation or a national
tnatketing anthorisation (Sthese are referred bo in this chapter ag the marketing
anthonsation holder®) shall notifsy erd explain the reasons b the compete nt anthority of
the Ivletaber State whete the medicinal product has been placed on the market and, in
addifioy, the Sgenc v ior a medicinal product covered bara centralised marketing
authorization (these are referred to in this Chapler as “the competent anthority conee med™)
of the following:

fa)  its decision to perrnarentlycease the rarketing of a medicinal product i that
Ik tober State no less than taelve months be fore the last supplyof that rmedic inal
product into the market of a given herber State by the rarketing anthorisation

holder;
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(h)

()

(d)

its vecuest o perrnanently withdraw the marketing authorization for that redicinal
product anthorszed in that Wernber State no less than ferelve ronths be fore the last
supplyy of that medicinal product into the market of a given Member State by the
rnatke ting authorisation holder,

its decision to ternporarily suspend the marketing of 4 medicinal product in that

Lk tober State @ soon a5 possible and no less than siv morths before the start of the
ternporary suspe nelon of supply of that medicinal product into the market of'a goven
I tober State by the marketing authorisation holder,

a terporary distuption in supplyofa medicinal product in a given Ilezohe r State, of
an expected duration of in excess of two wee kees= based on the detnand forecast of
the marketing anthorisation holdet, as soon @s possible and in any event no less than
six mionths before the start of such termporarydisuphion of supply-se-i-Hae-teset

By wap of derogation bo paragraph 1, point (d), Yie markeng authorsation holder
shall notifi the temporay dsruption insuppl of @ medicinal productin a gven
Sbermber Shate assoon as they become aware of such temporary disruphon where
exceptional circumstances directly related o e supply disruption, whichshall be
duly ide ntifie d and substantiated to the competent authorily concerned, prevented
the marketing quthorisafon holder from complping with the deadlines laid down

therein.
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The marketing authorization holder shall make the notification electronically and
i the formats made eeailable by the Agency. The Agency shall consull the
Mo rnber Shates when drawing up the formals.

2 For the parposes of the notification tnade in accordance with paragraph 1, points (a), (b)
and (e}, the marketing anthorisation holder shall provide the mformation set out in Part T of
Lnnex IV

For the parpose of notifications rade i accordance with the paragraph 1, point (d), the
marketing authorization holder shall provide the information set out in Part 1T of Anmex
Iv.

The marketing authorisation holder shall rnrmediatel y notifyrthe competent authornitsy
concerned, as appropeiate, of ar relevant changes to the information peovided according

to this paragraph.

3. The Coranission is erapowered to adopt delegated acts, in accordance with Arficle 175 in
ordet to are nd Annex IV as regards the indormation to be provided in case of & termporary
disrption of supply, inforraation to be provided in case of a suspension or cessation of
tatketing of a medicinal product or withdrawal of the marketing anthorisation of a
medicinal product, or the content of the shovage prevention plan referred to in Arhicle 117
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Ja. Hhere the markeng authorisaion holder intends bo withdraw the marleting
auihorisalion or permanently cease to markel i one or more Mewmber Shabes where the
markeing authoraztion i valid for a cribieal medicinal product idendifie d by the
competent authonly of a Member State pursuant to Arficle 12771), medicinal products
identified in qecordance with 126(2b) or a priorily antimicrobial pursuant o Arkicle 40
(3 the markebng quthorisabon holder shall prioy bo the notific alion referred o in
Arkcle 118(1), pointa or b as applicable:

@ publish a declarafion of is intention bo offer to brangfer the marketing
authorization or it intention doissue q letter of aocess as veferred to in ArBele 14
of frevised Direckpe 2001783 via q dedicate d webpage on s website and
cormpnunicate the eleckronic link to such webpage to the compelent quthorly of e
Mdewmber Shabe and the Agencp. The Agency shall publish and comple a listof such
electronic links

(8] affer, on reagonable terms, ko transfer the markehing authorisalon or the leber of
Recess o @ Hand parly Yhat has declared ils indenion o place that medicinal
product or to allow the use of the pharmacenBcal non-clinical and elinical
documentation conkuined in the file of that medicingl prodact for the purposes of
subrpling an applochon in accordance with Arkicle 14 of frevised Divechye

2001BVECT
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i) inform the competent authority concermed on the ouleome of the negofiations with
the third parky or parfies

For the purpose of this paragraph, the marbeting auihorisaion holder shall provide
s part of the notificabon referved bo in arficle 114 (1) point (@) and (b) informakon
proving that thep have taken steps to make the marleting authorization available to

third parties on reasonable kerms.

Arficle 117
The shortage p revention plan

1. The marketing authorisstion holder-es-defirmd--totiale—tHaCh shall have in place and

keepup to date a shortage preverntion plan—feeswer for medicinal peodustplacad-oxtha.
weadedrrodicts subject do prescription and for me dicingl products identified in
gecordance with Arficle 128 (Gh). To put in place the shortaze prevention plan, the
matketing authorization holder shall include the maniraar set of inforrmation set out in Part
Woof Annex IV and take into account the guidance drawm upby the Szeneyaccording to

patagraph 2.

Iz The Agency, in collaboration with the working parly referved toin Arkicle 121(1), poind
() shall draw up guidance for marke ing authorisation holders to put in place the
shortage prevention plan. The guidance shall, in parfenlay, ndicale Bie relovant
tpe and detail of information for the shorlage prevenbon plan according to the different
level of risk, including descriptions of the relevant shorlage management measures.
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Id.

Hhenever @ medicinal product is subject o o shorlage prevenfion plan in accordance
with this Asticle, Hhe nofional competent mithordy, the Agency at any Eme or the
Commigsion @ qecordance with Artiele 126 (2a) may reguest e markeing
authorisation holder to subwit that shorage prevention plan at awy Eme. The markefing
authorisafion holder shall subweid that copy at the latest bwo daps after receipt of mich

reguest.

Whete relevant, the rnarke ting authorisation holde ee-defsed-mmtoatalotlbidls chall
update the shoraze prevention plan to e lude addiional rformation, bessd-ardalin g into
gecownd recornimendations of the Executive Steering Group on Shortages and Safetyof
Lledicival Products (also refered to as the Iledicive Shortages Steering Group - ‘WIESGT,
established n Arficle 3(1) of Regulation (E1N) 20227145, in accordance with Articles
123(4) and 132(1}.
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Arficle 115
Shortage monitoring by the compeient awthority of the Menher State or the Agency

1. Based on the reports referred fo i Srhicles 12001) and 12101}, point (), mforraation
referred to in Srticles 119, 12002} and 121 and the notification made pursuant to Srticle
116017, points (a) o (d) end J207Ta), the corpe te nt authority corcerie d eo-vedbared-ai
drrbale—tHalchall contivmons] ymonitor any pedesdialenge ched or actual shortage of those
medicinal products. fn addiion, e compe tent authoriy concerned may use information
contained in the repositories in ArBele 67(2), second subparagraph, poind (2), of frevized
Directve 2001783 EC] or in a nakional repogitony.

The &gency shall carry ot that raonitoring in collsboration with the relevant corapete nt
authority of the Ierber State whesawriere those medicinal products are authorised under
this Regulation or when coordinated EIMqclion iz reguired.

2. For the parposes of paragraph 1, the compete nt authoritsyconcermed es-defsed-imlerale
& ay vegne st anvraddibexst nformation fror the marke ing authorisation holder-es
defred n-Ltoticls HHECL In particular, it mayrequest the rnarke ing authorisation holder
to subrnita shortage mitigation plan in accordance with Lrticle 11902}, a risk asgesament
of irapact of suspe nsior, cessation or withdrawal in accordance with Article 11903}, or the
shortage preverdion plan referred to in Brticle 117, The corape tent authority cone erned
weasglall set o deadline for the subrission of the inforrnation requested.

366826 257

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 258
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

Arficle 112
Oh Bz ations on the marketing authorisation holder

1. The marketing authorission holder se-defssd-immteorialomt i ddshall:

(a)

()

(d)

(&)

subinit the mforrmation requested in accordance with Sriicle 11502000 Srticle
12400, point (b), o Arfiele TT7(TR)40 the corape tent authonty coneerned eededred
adetiadatbiall without undue delawy using the tools, methods of and crtera for
the rordtoring and reporting established parsuant to Srtiels 122048), point (b)), by the
deadline set by that coroge tent authority,

prorvide updates to the inforrmation provided in accordance with point (a), whete

NECESSATY,
Justifir ary failuve to provide any of the requested information,

where necessary, subinit a request to the competent anthority conee med-as-do-Baed-n
Latialatballs for an extension of the deadline == tbor that compete nt anthorityin
accordance with point (a), and

indicate whether the indormation provided in aceordarce with point (a) contains any
cornrnerclally confide nhial inforrnation, identify the relesant pars of that indorrmation
hiavirg a coranercially confide nhal nature and explain whirthat indorwation is of
such nabare .
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2. To prepate the shortage witigation plan referred to in Srticle TIE(D, the marke ting
anthorization holde ree-dedsml-mbdadamtbamtr shial] inclade the reinironm set of
inforrmation set out in Part IV of Armex IV and take into account the guidance drawm apby
the Lzencyaccording to Lrticls 12304), point (o).

3. To prepare a risk assessrnent of 1rnpart of suspe nelon, cessation or withdrawal referred to
in Article 11802), the marke ting anthorization holde es-dededn-toteletbie shall
include the raivdrmutn set of informmation set out in Part ITof Sanes IV and take into
account the guidance drawn up by the Sgencyaccording to Sriicle 12204), point ().

Ja. In case of me dicingl products Yhat are notsubiect o e obligabion of preparing o
shortage prevention plan the marketing authorisation holder shall carsy out a re gulay
documented risk asseasment of potential supply chain riske and, where necessary, take

mikgaing meamires.

The national competent authorily of the Member Shale or the Agency may reguest e
marbelng authorisalion holder o subrat Bat documend at any Bme. The markeling
authorization holder shall subwmit that copy at the latest two dape after receipt of such

reguest.

4 The matketing authorizstion holder-ss-defnadss-tatialellad shall be responsible for
prosiding corvect, not misleading, and cornplete inforrnation as recquested bythe cornpetent

anthortyeonee rmed.
G366/26 259
ANNEX LIFE.5 LIMITE EN
7424/26 ADD 2 260

LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

3. The marketing authorisstion holder-es-defssd-mtotalatbédds shall cooperate with that
corapetert authority and disclose, on their own rotion, ary relevant inforenation to that
authorityand update the information as soon as new infirrmation becormes available.

Arficle 1210
Ohligations on other actors

1. Wholesale distibutors and other persons or legal entifies that are authonsed or entifled to
supply medicinal products authorsed to be placed on the market of'a Wember State
parsuant to Article 5 of [revised Directive 2001E3/EC] to the public mayreport a shorage
of'a grven medicinal product marketed in the Ilatnber State concerred to the corpetent
authorityin that Ivletaber State.

Iz Member Sakes may reguire for cenbrally or nationally authorised medicinal products,
that @ wholesale distributor Phad is not the markeBng authoriaztion holder who intends bo
digtribute e medicingl product to another Member Shate informs the conpetent
authoriy of the sowrce Mdember Shate of thiz intention. Thiz information shall include:

@ The name of the medicinal product and authorisaBon number;
(Bl Active substanceis);

i) FPharmacenlical form,
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) Shength;
(e} Packsize;

() The guankly of e medicingl product which shall be token out from e source
Abermber Shate.

Baged on the informabion provided by the wholpsaler and on the information available
pursiant bo this Chapter, the source Member Shate muy take meamures b prevent or to
mikgake shortages in the source Member State. The Member Shate shall nolfy ¥ie
Agency of the measures reforred to in thiz subparagraph.

The information requirement referred bo in the first subparagraph and me ameres
referved to in the thind subparagraph shell, moreoves, be justified on grounds of public
health protection and be proportionale in relabon to the objecve of such protechion, in
complance with the Trealy nles

2. For the parposes of Lrticle 113(1), where relevant, upon request from the competent
authortyconce med-ss-dofsed-etapalalbids, entities including other marketing
authorization holde rs-ae-definedix-fabicla 1LEL, 1rnporte s and manufachre rs of
mediciral products or actove substances and relevant suppliers of these, wholesale
digtributors, stake holder re presentative associations or other persons or legal entities that
are authorised or entitled to supplymedicinal products o the public shall provade any
inforrmation reque sted dvetrmelrmamwewitiin the Himeframe specified by e compelent
authoriyy concerned.
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Arficle I2]
Role of the competent authority of the Member State

1. The competent anthority of the Tlerber State shall:

-2} collect and assess informabon receved in gocordance with Articles 116(1), points
f) do (), I 120 order to coninuously mondtor any expected or actiual
shortages pursuant o arficle 113(T)

fa) asseas the merits of each condide ntiality claira taade byrthe marketing authorisation
holder-se-dafinsd in-Ltoticla LA in accordance with Srticle 119010, point (e}, and
shall protect indiormation which that corape tent anthority conside rs o be
cornnerclally confide nhial against urjustified disclosure;

by publish information and provide regular updates onactal shortages of e dicinal
products Ss-seses-ssmkaeke that ¢ orpetent anthority has assessed the shortages ona
public by svailable ard wger-friendly website and enmire such information,
mcluding regarding available allernabyes, has been ackvely commnunicated to
represerdatives of healheare professionals and patients,

fc)  reportto the Agency, through the single point of contact working partyre ferred to in
Lrticle 3(A) of Regulation (E1T) 20220123, any shortage of a redicinal product that it
Wentifies ag a critical shortage n that Dleraber State do-the-fomsnerraithout wrdue
delay.

(ch) constder the use of appropricle regilaton measures to mitigale the shortage.

366826 262

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 263
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

Following the reporting refered to in paragraph 1, point (o), and to facilitate the
monitoring referred fo in Arhicles 1151}, the corapete nt authoritsyof the hernber State
shall, through the working party referred to in paragraph 1, point (c):

(a)

()

()

(d)

(e)

()

subrait to the Sgenc v the information referred to in Articles 122010 or 12402, point
{a), using the tools, methods of and criteria for the monitonng and re porting
established puarsuant to Article 12204), point (b, by the deadlive setbyrthe Sgency,

where necessary, provide updates to the information provaded in acc ordance with
point (a) to the Agency,

Justifir ary failuve to prondde any of the information referred fo i point (2) to the
hgency,

where necessary, subinit a request to the Agencyto extend the deadline set by the
Lgency refered to in point (a);

indicate whether the marketing anthorisation holder-ss-defmsd-mtrtotetbitt has
indicated the existence of any corae relally confidential information and proside the
rnarke ing authorisation holder’s explavation of why that information is of a
cornnerclally confide ntial natare, in accordance with Article 119(1), point (e},

inforrn the Agency of any actions foreseen or talen by that Member State to mitizate
the shortage at national level without undue delay.
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2a After the expansion of the ESMP referved bo in Arkicle 12208) and for the purpose of
Arficle T18(1) and Arkicle 12172), point (&), competent authorities of the Mewmber Shates
shall make reasonable efforts Hat thelr nakional IT systems are gradually mads
interoperable with the ESMP and allow for the automated exchange of informabion with
the ESIP while avoiding duplication of reporing.

3. Whete the competent authority of the Mermber State has any information in addition to the
inforrmation to be provided parsuant to this Aricle, it shall irnmediate Iy pronide such
information to the Agency through the working party referred to in paragraph 1, point (2],

4. Following the addition of a e dicinal product on the list of critical shortages of medicinal
products referred to in Srticle $23EE 122020, the corape tent authority of the Dk wker State
shall, through the working party referred to in paragraph 1, point (), provide any
inforrmation reque sted pursuant to Srticle 12400, point (), to the Agency

5 Following ary WSS G recominendations provided in accordance with Article 123(4), the
cornpetent authoritsy of the Ileraber State shall, through the working partyre ferred to in
paragraph 1, point (cj:

fa) reportto the Agencyon anyinformation receved from the marketing anthorisation

hiolder-eadefmed-tumtatislet b= of the medicinal product conee med or frorm
other actors parsuant to Srticle 120007 20Ta) and (2],
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(b eesmplamendcoordinate with anvyrelevant measures taken by the Coronission
prarmsd-balerbal ol i it bast
fo)  take nto account any WESG recornrnendations referred to 1 Axticle 12304);

() inforra the Bgency of any actions foreseen or taken by that Tlerber State in
accordance with poirds (b)) and (o) and report on any other actions taken to mibigate
ot resobve the crifical shortage in the WMerber State, as well as the results of these
actions, without wadne delay.

) Hhere Member Sates tale an allernative course of action which i not in Ene with
the recommendations of the MY ot national level they shall conerunicate e
regons for doing so to the MESE in a Bmely manner,

Sz The competent autoridy of the Member State may requive wholesely distibutors and
other persons or legal entifies that are muthonisedor entifled to supply to the public
medicing! products quthorised to be placed on the market of o Member State pursuant o
Arkcle 5 af frevised Diveckee 200183 ECTHo report @ shortage of o medicinal prodict
marketed in the Member Shate concerned.

f. The Ilernbe r States may regque st that the WS35 provdde farther recorenendations s
be=ite pursuant bo brticle 12504).
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Article 121a
Mational wehsites on medic ines shoriages

The website referved bo in Arkicle 121(1), poind (b), shall nchude ab least the following

informaion:

i) trade name of the medicingl product and inlermalonel non-proprictery name, for
interoperabilily purposes;

(h) the Bherapenke indication for the medicingl product of which there is a shortage,

) reagons for the shortages and mikgakion measures falien to address e shortages, after
the delefion of any commercially confidenfal information

(icf) the start and expected end dates of the shortage;

fe) where relevant, other information for ke althoare professionals and patiends, including
information abowt avalable alternehye medicinal producks.

Arficle 122
Eolk of the Agens ¥ concerning shortages

1. For the parposes of Lrticle 113(1), the Agene v rnay request additional indormation from
the corapete nt authority of the Member State, fheough the working partyre ferred to in
&rticle 121010, point (o). The Agencviavset a deadlive for the subriassion of the
inforroation reque sted.
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5h.

O the basis of Srticle 11817, the Agency, in collaboration with the wotking party
referred fo in Brticle 121010, point (c), shall esteblish end updale @ Bst of ertical
shortages of Uhion concern whenever @ Member Shate reguests to do so for sdewdifr the
tnedicinal products for which the shortage carmot be regolved without ETT coordivation.

The Agency shall inform the WS35 of the shortages of the medicinal products that have
e e ddosdtifadlistedd prursuant to paragraph 2.

The Agency shall establish within its web-portal referred to in Article 104 a publicly
apailable and weer-friendl webpage that provides information on ackecl erilical
shortages of Uhion concern of medicingl products. This webpage shall also provide
references to the lisk of actual shortages published by the competent authorifies of the
Memmber Shates pursuant bo Arficle 121(T), point (B)

For the parposes of fulfilling the tasks referred o in Articles 115013, 123 and 124, the
&gennyshall ersure the following, in conmiltation with the worlang party referred fo in
Lrticle 121017, point (e):

(bl specifyrthe tools, including the Enropean Shortages Whnitoring Platforw (CESIET,
established by Fegulation (EIT) 2022123, once the scope 13 expanded pursuant to
paragraph &, the methods of and critezia for the ronitornng and reporting peovided
for in Articles 119(1), point (), and 12102}, point (a);
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o) draw up guidance to allow marketing anthorisation holders-ss-defnsd-iu-Letials
LLald to put in place the sk assessment of npact of sspension, cessation or
withdrawral and the shortage mitigation plan as referred to in Srtiels 11302},

(d)  specify the e thods for the provision of recoramendations referred to in Article
12304,

(e)  publish rdorrmation covered by poirnds (a) to (d) on a dedicated webypage on its web-
portal referred to in Article 104

For the duration of the crifical shortage sad sl the

Lhnion concern the Bgencyshall regularly report on the results of the monitoring referred
to in Article 124 to the Commission-exed-he-Rdeecr, and in particular, it shall report ansy
evernt that iz likelvto lead to & rajor event, as defined in &rticle 2 of Begulation (E1T)
2022123, Where a public health ernergency is recoghised in accordance with Eegulation
(ELT) 202272371 or an event is recognised as a major event, in accordance with Regulation
(ETT) 20220123, that Fegulation apqpbes revails,

For the purposes of iwgple metting this Fegulation, the Sgency shall expand the scope of
the ESIVIF By one year after the entry into force, including the informabon exehange for
the purpoze of the valnerabilily evaluaion. The Agency shall ensure that, where releseant,
data iz interoperabls between the ESIE, Member States” IT systerns and other relevant [T
systetns and databases, while ovoidin garsthesst duplication of reporting.
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Arficle 123

Ia The MYSE following consullation of e worling party referved o in Arficle 121(1),
point (&), shall review the status of the criical shostage of Uhion concern whenever
necesgary and shall recommend the Ageney o update the Bstin aecordance with Arficle
122 paragraph 2.

==
3. BeeadditieseThe IvI3 50 shall arne nd its rules of procedure, and the niles of proce dure of
the working perty referred to in Artiele 121017, point (2], i accordance with the roles set
ont in thiz Begulation.
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4, The WESG roay provide rec ormne idations on measures to vesolve or to mitigate the
critical shortage of Dheion concern, It accordance with the me thods referred to in Saticle
12204, point (d), to relesant marketing anthorisation holders, the eraber States, the
Coriaission, the Agency, the representatives of healtheare professionals or other entities.
The MESGmay recommend Member Rakes to forecast and monitor demand for
medicinal products on the Bstof cribeal shortages of Ukion concerm, taking into qocount
the demand forecast from the marketing cuthorisation holder.

da. The MYSGshall provide recommendations ¥ the Commission regarding the possibility,
pursiant b Arfcle 117 paragraph I, to require a shortage prevention plan for a
medicinal product that is not subject bo preseriphion. In doing so, the MESE shall take
into aocount Be criteric sel oul in Article 124 paragraph Gb.

Arficle J24
Management of the critic al shortage of Union concern

1. Following the addition of a e dicinal product to the st of crtical shortazes of Dhion

eoncern parsuant to Arlicle IE—persasvepbetwde 12272 and based on the continuous
monitoring carried out in accordance with Article 11801}, the Agency in coordination with
the compete nt authority of the Ieraber State concerred, shall continuously rmordtor the
critical shortage of Union corcern of that medicinal product.
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For the purposes of paragraph 1, sdhessdhie Agency may, if that information i not alveady
available to the Boenoy, Sw—lezenasmsmeserenest e levant inforrmation on that extical
shortage of Thiok concern from:

fa)  the corapetent authorty of the Dleraber State concerned through the worling party
referred to in Arficle 1211), point (&),

by the marketing anthornsation holder-ee-de-fued-iu-Lobsle—t o0
{c)  the other actors hsted in Arbicle 120020,

For the parposes of this parazraph, the Szene vesasehall s2ta deadline for the submission

of the information requested.
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Arficle 125

Ohlizgations on the marketing authorisation hoMer in case of a critic al shortage of Union

COTCETIL

1. Following the addition of a roedicinal product to the lst of cotical shortages of Dhion
concern of medicing products in accordarice with Article deE-pesecrophat-oundl 22
paragraph 2, or recorarmendations peovided in accordance with Article 123(4), the

matketing anthorisation holder ae-definedin-baticle 1T1E-and subject to those
recorarnendations shall:

fa)  provide ary additional inforwation that the Agenc wmay request, including regular
information on the available stocks of the concemed medicinal product,
by provide additional relevant inforrnation to the Azency,
(o] fake into account the recorarnendations referred to in Article 12304,
() %WWRE into aecount the achons takenb_f,.rtl'l.e Comenission
parsnant fo Srticle
4;9—&-111949—1—3-1—99—1391—&#{-&}126 (i
(e)  inforra the Ageney of aroy measure s taken pursuant to points (o) and (d) and the
report on results of such rmeasure s,
(fi  inforra the Bgency and the competent authorily of the Member State of the end date
of the crifical shortage of Lhion concern without undue delay.
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Asticle 125a
Voluntary Selidarity Mechaniem for Medicival producis
1 In ondey to mifigate cribical shorlages of me dicinal products, Member Rates may, on o
volurtany basis and ag @ last resort, requestto the MESGEhe achvation of the Volundany
Solidariy Mechanism for Medicingl products. The Volunbary Soldariy Mee hanism for
Medicinal products shall be coordinated by the MESE and supported by the Azency.

2 The Voluntan Solidarity Mechanism for Medicinal prodicts referred to in paragraph 1
may be gobyated by He MOSSF on behialf of @ requeskng Member Stale where e
Following condifions are met:

(@) The Agency has been notified of the crifcal shortage in eecordance with Arficle
1217I)e), and the shortage has been brought to the altention of the single point of
condact working pary referred to in Arficle 309 of Regulaion (E1T) 20224123,

(B) There are no or inmifflcient therapeutic alternaty es available in the Member Shate

CORCErR e,

(¢} There are insufficiernt guankibes of the medicingl product available in the Mewber

Sate concerned o treat critical indications;
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i) Impost of stocks from third countries or ofher short-term meamures do not provide

@ solution i Rwely manner or in sufficient guendifies;

()  Thereis g risk of stockout in the Member Shale concerned within ong month or

less.

3 The MESG shall establish rules of procedure to facilitabe the wse of The Voluntawy
Solidariy Mechamian v accordance with this article.

4 Hhere any Member State iz ready Yo provide assiskanee, the Agency shall put the
regueshing Member State in contact with the volunteering Member Shates.

3 The Agency shall facilibale $he exchange of information between Member Shates,
coordinate regquesk for support, and, where necessary, Baize with marketing
authorisaion holdess.

Arficle 126
Eole of the Commaission

1. The Corarnission shall, where it corsiders it appropriate and necessary,
fa) take into account the WS5G recorane ndat ons-ssd-dgabasosd-polamea
(@) teke anp qolions, within Wie limils of the powers conferred on the Commission,
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(b inforra the WSSG of those weassses-geions taken basbhe-raassaiamangns sl ant 1o
letter (aa).

2. The Coruaission mayrequest the MESG to provide recormmendations refered fo in Lrticle
12304

22 The Cormrission way reguest the information gathered by the Agency in accordance
with Sechion 2 of Chapler X and, where relovant i e context of erisis preparedness,
map request the Markefing Authorisatiom holder to submit relevant information,
including the Shortage Prevenbion Plan referred to in Article 117 The Commission
shall protect any information that is commercially confidential against unjustified
s losure.

2h, The Cormmmission is empowered bo adopt @ dele gated act supplemenking this Regulation to
identify addibonal medicingl products trat reguire @ shorlage prevention plan, in
Recordance with the reguirements seb oud in Arkicle 117

Those dele gated acts shall be adopte d daking due qecount of e Bkelihood of shortages,
relevance for public health and patiend needs relating to such medicingl producks. To this end,
the following criteria shall guide the idenbification of these we dicingl products:

i) The number and freguency of past erifical shortages reported to the MYSG

(h) The specific charack rigtics of the medicingl products concerned and He exdstence of
apailable alternative authorised medicinal products,
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e The therapeutic relevance of the medicinal product and the conditions intended to be
tre qted,

(el Potenfial visks to public health, including crisis preparedness,

Hhen the Commission adopts @ dele gated act pursuant bo this paragraph, i shall ke
into aecount MENE e commendakons adopled in aocordance with Asticle 123(dg)

Section 2
Security of supply

Avficle 127
Identific ation and management of eritical med icinal prodw is by the competent awthority of
the Menher State

l. The competent authority of the Dlerber State shall consult, where relevant with
healtheare professionals and patient or ganisations, and shall ide nfifyeritical medicinal
produe ts in that Ivermber State, using the methodology set out in &rticle 13001), point (a).

Iz The Corunission shall adopt and updale e bzt of erifical medicinal products idenkfied
by the competend quthorities of the Member Stales cecording to paragraph T (" Union
Tong ligt!) by means of an implementing act and comenunicaty the adoption of the list
and ary updates to the Agency and the MESGE Those implementing acls shall be adopted
in gecordance with the examinaion procedure referred o in Arkicle I75(2).
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2. The cormpetent authority of the Dlerber State acting through the working party referred to
in frticle 121710, point (o), shall report to the &gene v the critical medicinal products in
that Ivlernber State 1denbfied pursuant to $eparagraph 1, frstswbparagraph, and all
avrailable data relevant for the vulnerabiliy evaliafion reforred to in Aricle 132
paragraph Ia, azwell as the mforraation recelved frozo the marketing authorisation holder.
The Agency shall inform the Cormuniasion on the critical me dicinal products idenbified as
eritical by Member Stakes pursuant bo paragraph Ieedefined in-fadicla TTE

3. For the peageeequrpose of the identification of critical medicinal products referred fo in
paragraph 1, fastsubparagraph, usng the methodology pussuant bo Article 130T, poin
() and for the purpozse of the valnerabilily evaluaion referred o in Arkicle 152
paragraph Ia, vaing the methodology pursuant to Asticle 130(1), point (aa), the
corapetert authority of the Mlerrber State raary request relevant inform atioreise-badina—the
N NS e e TS (SR from the marketing anthonsation
holder ss-defined in-batisls LA

4, For the purposes of the identification of critical redicinal products referred fo in
paragraph 1, wsing the methodology purseant to ArBcle 130(T), point q, and of the
vulnerabilily evaliahon referved b in Asticle 132 paragraph Ia, using the methodology
pursiant o Aricle I30(1), point aa, the corpetent anthonty of the Ieriber State may
recuest relevant inforraation frorm other entities e luding other marketing anthorisation
holders, iraporters and manafacturers of medicinal products or active substanees and
televvant suppliers of these, wholesale distibmtors, stakeholder repre sendattve associations
or other persons or lezal entities that ave authorised or enfitled to supply rmedicinal
produets to the public.
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3. The cormpetent authority of the Dlerber State shall assess the raerits of each confidentiality
clairn made by the raarke ting anthonsation holder porsnant to Srfiele 12501, point (e), and
shall protect any information that is corrrerciallye ordide rbial azainst unjustified

disclosure.

a. For the purposes of the adoption of the Union list of critical medicinal products parsnant to
&rticle 131, each IWEraber State shall through the compete nt anthorityof the hlember

State concerned:

(a)  sbrait to the Agency the information referred to in Article 13002}, point {a), using
the tools, methods of and criterda for the morntoring and reporting established
parsuant fo Lrticle 13001), point (o), by the deadline sethyr the Lgency,

by provide ary relevant inforenation to the Bzeney including inforration on meamres
that have been taken by the e mber State to strengthen the supplyof that redic inal

product;

) provide npdates to the rdormation provided in ace ordarce with points (&) and (b)) to
the Lgenc v whe e necessary,

() justfsrany failure o provide ansy of the requested information;
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(el

indicate the existerce of any corarne reially confidential nforrmation re ported as such
brrthe marketing anthonsation holder parsnant to &rticle 122010, point (e), and
provide the marketing authorization holder’s explanation of whirthat information is
of a cornere ially confidertial natare,

Whete necessary, the corupe tent anthority of the Iletaber State may reguest an e xtension
of the deadline sethy the Azency to cotaplywith the request for information in accordance
with point (a) of the first subparasraph.

7. Following the addition of a medicinal product to the Union st of crtical redicinal
produc ts in accordance with Arhicle 131 or any recorarme ndations peovided in accordance
with Article 132(1), the MEmber States shall:

(a)
{h)

()

(d)

(&)

provide ary additional irdonvation that the Aeete vinay reguest,
provide additional relevant inforraation to the Agency,

sesepbaecoorditate with anyeeesssesactions taken by the Cormrssion
parsuant fo Article 13401}, point fedfaa);

take into account any WESG recornnendations referred to 1n Article 132017,

inforra the Bgency of any actions foreseen or taken in accordance with point (o) and
() by that B raber State, as well as the results of thess actions.

. Llernber States that take an alternative cowrse of action in respect of paragraph 7, points(c)

and (d), shall share the reasons for doing so with the Agency in a tine Ly rmarnneat.
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Arficle 128

Oh higations of the marketing authorisation hoMer with regard to exitical med inal produe is

1. For the parposes of Article 127, paragraphs 1 and 3, and Article 13101}, the marketing
authorisation holder as defined i Boabicla 11LE ghiall:

(a)

(h)

(el

(d)

(&)

subiuit the mformmation requested in accordance with Srticles 127(3), 13002}, point
(b, and 130¢4), point (b, to the corapetent authority cone sxted-se-defnma-ivmladbels
Hecly, without undue delay, wsing the tools, methods of and criteria for the
ronitoring and re porting established pursuant to Lrticle 130013, point (), by the
deadline set by that cornpe tent authority concerned,

provide updates to the inforrmation provided in accordance with point (a) where

NECessary,
Justifyr ary failuve to prorvide any of the requested information,

where necessary, subinit a recquuest to the competent authority conce med-ss-de-Snad-ia
Latiala=lballs for an extension of the deadline 2= thar that compete nt anthorityin
accordance with point (a), and

indicate whether the indormation prosvided in aceordarce with point (a) cortain ary
cornrnerclally confide nhial inforrmation, identifs the relevant pars of that rdorrmation
havirg a corenetrcially confide nhal nature and explain whirthat indormation iz of
such nabore .
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2. The marketing authorizstion eede-faed-ix wholder shall be
responsible for providing corect, not misleading, and cotaplefe inforrmation as requested

by the corapetent authority concerte des-dediwea-aelatale M and shall have the duty
to cooperate and to disclose on their own rotion any relevant miora on withont wndae

delayto that corpetert authority and to npdate the informmation as soon as that infornmation
becomes available.

Arficle 129
Ohligations on other actors

For the puarposes of frticle 127(4) and Article 13002), point {c), and Article 130(4), poiut {c), where
relewant, upon request from the compete nt authomtsy e oneerne des-defined -bobels LA, entifies
including other rarke ing aunthorisation hol ders-e-deime-mtetetetbocr, nporters and
tnanufacture s of medicingl products or actove sbstances and relevant suppliers of these, wholesale
distributors, stakeholder representative associations or other persons or legal entities that are
anthoriged or entitled to supply medicinal products to the public shall provide any inforrnation
saaeatna-iativnelimerser Within e Bmeframe specified by the compe bent authorily

concerned and provide updales whenever necessan .
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Arficle I30
Eole of the Agency

1. The &gency shall, in collaboration with e MESE and the working party referred fo in
&rticle 12101, point (o), ensare the following:

fa)  developa cornmon me thodolog wio idertify critical rmedicinal products, ssebadine—the
e e e ke pest-ta-tha-mappalarakaa® o Hig bogic r.:lf their
therapenkie relovance and avalabilily of appropricte allematwes of thos:
sopdicineernedic inal products In consaltation, where appropriate, with relevant
stakeholderss

wa)  develop q commeon methodology o evaliale e vilne rabilitios with respect o the
supply chains of crifical me dicinal products listed on the Lhion Gt of Crtical
Mo dicingl Products as referred to in Article 131 ineluding, but not Inited bo tre
lack of supply ¢ hain diversificalion or the level of dependency on countries oulsde
the Lhion with respect to these eritical me dicinal products or their aclve
substances or botk, in conmeliabon, where approprigle, with relevant shalieholdess,

by specify the procedures and criteria for establishing and revie wing the Union list of
critical medicinal products referred to in Article 131, and e procedures and
criteria for priovibising the vulnerabilihy evaluction of sueh medicinal producits,

o) specifyrthe tools ineluding the European Shortages Monitoring Platform (ESMF),
established by Regulehion (EI)2022723, once the scope 15 expanded pursuant o
Article 124(a), methods of and criteria for the ronitoring and reporting provided for
in Articles 127060, point (a), and 128(1), point (a),
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() specifiythe e thods for the provision and review of NMSSG recoretidations
referred to m Arhicle 132, paragraphs 1 and 3.

The Agency shall publish the information referred o in poants (b, (o) and () ona
dedicated webpage on its web-portal.

2 Following the reports and inforation prosdded by the Dleiober States and marketing
authorisation holders in accordance with Srticle 127, paragraphs 2 and 6, and Sriicle
122010, the Bgeney, may request the relevant information frorm:

fa)  the corapetent authority of the Mernber State concerned,

by the marketing authonsation holder of the roedicinal product, including the shortagze
prevention and the shortage mikigafon plan, respectively referred to in Brficle 117
ard Arfzele 118020,

() other entities including other marketing anthorisation holders, importers and
roaroifachare s of medicinal products or actree stbstances and relevant suppliers of
these, wholesale distnibutors, stake holder re presentative associations or other persons
ot legal entities that ave authorized or entitled to supply medicinal products to the
pubilic.

The Agency, in consultation with the working party referred fo in Srticle 12101), point (o),
shall report the information referred o in Srticle 127, paragraphs 2 and 6, and Srticle

128013 to the M550
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3. For the purposes of Article 127(6), point (&), and Article 128(1), point (&), the Agency
shall aszess the merits of each confiderdiality claim and prote ot corarne reiallye onfidential

inforrmation against wrgustified diselosure.

4, Following the adoption of the Union list of ertical e dicinal peoduets secerdansewath
drtialedid—the Lgenc v may request additional information from:

fa)  the corapetent authorty of the Bleraber State concerned,

by the marketing anthornsation holder-se-defnedin-bobele A

() other entities including other marketing anthorisation holders, importers and
roaroifachare s of medicinal products or actiee sdbstances and relevant suppliers of
these, wholesale distributors, stabe holder re presentative associations or othet persons
ot legal entities that ave authorized or entitled to supply medicinal produc ts to the
public.

) Following the adoption of the Undon list of critical redicinal products in accordance with

Lrticle 131, the Agenc v shall seqeestba-the-bdemaarsess any relevant mformmation
recemved frorn the marketing authorisation holder parsuant to Article 133 and the

cornpetent authoritsy of the Ileraber State in accordance with Srticle 127, paragraphs 7 and
& and report on that information to the MESZ
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a. The Agency shall make publicly available wia the web-portal referred to in Srticle 104 the
IS5 rec ommme hdations re ferred to in Article 132017

Arficle 151
The Union List of Critical Med i mal Frod ucis

1. Following the reporting referred to in &rficle 130, paragraph 2, second subparagraph, and
Srticle 13005, the BWS50 shall consult the working party referred fo i foticle 12101,
point (). Based on this consultation, the W5 35G shall proposs a Union List of critical
mediciral products anthorised to be placed on the market of a Meraber State prsuant to
&rticle 5 of [revised Directive 2001583/EC] and for which the coordinated TTraon lewel
action foreseen i this chapler 13 necessary (“the Urdon list of critical medicina

produc ts™).

2 The WSS G sesghall propose updates to the Undon list of critical seeebisssesn edicingd
producks to the Corunission, where necessary, in parficwlar taking indo account the
outcome of vulnerabilify evaliations referved bo in Article 132{1a)

The firgt revision of the Iion Bt of criical medicingl products shall take place no later
than one year after the date of enbry o force of this Regulation. Hhere the remulls of
the vilnerabilily evaluation are available i Ene with the priorifisabion eriteria referred
to i Arbicle 130, paragraph 1(B), the revision shall melude an update of e Bst taking
into aocound Bee resulls of Be vulnerability evaliation.
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3. The Coranission, taking into accoant the proposal of the WISSG, shall adopt and update
the Union list of eritical me dicinal products by means of an irmpletnenting act and
cornremticate the adoption of the list and arerupdates fo the Azencyand the ME5G. O
the Lhion ligt of crifical medicinal products, bo the extent possible, the Commission shall
specifyy the crifical medicingl products for which avalnerabilily in the mupply chaingis
established, teliing indo qocount the vulnerabilidy evaluahion referved bo in Article
L32(Ta) and priorisation criteriq referred o in Arlicle 130 (1h), Among these medicines
the Commizsion shal also specifiy Heose critical me dicinal products, including e
Robye subshances, which are valnerable due to o high level of dependency on a single or
limated number of coundries oudside the Ihion-Thos irnplernenting acts shall be adopted

inaccordance with the exarmination procedute referred o in Article 173(2).

4. Following the adophon of the Trdon st of critical e dicinal peoduc ts i accordarnce with
patagraph 3, the Agency shall irrnediate Iy poablish this list and avy updates to this list on
its web-poral referred to in Article 104

Arficle 132
Role of the MSSG

1. Following the adoption of the Undon list of critical medicinal products parsuant to Article
13103}, in consultation with the &gencyand the working partyreferred to in Arficle
12101}, point {c), the MESSG mayprovide recormeme ndations, in accordance with the
tnethods referred fo in Brticle 130013, point (d), on appropeiate secwityof supplvineasares

to moarke ing authorisation holde reeas-definsdin-faticle 116, the Merber States, the
Cominission, Hre Agency or other entities. Such measures may include, inter alia,
recornetdations on dreersification of supplie re-ed, reve itory rmanagerent and

regulatony fleodbilikes.
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In.

The MEST relping on the information reforred to Arficle 130, paragraph 2 and on e
basiz of me thodology set out in Article 1301) poind (na), shall evalucte the vulne rabiliy
with regpect to e supply chaing of e medicingl products Isk d on the Thion Gstof
eritical me dicinal products and according to priovifisation cakenia referred to in Arficle
I300I)h)

The W55 shall awend its rmiles of proce duare, and the rles of procedure of the working
party referred to in Article 121(1], point (o), in accordance with the tasks set out in this

gection.

Following the report parsuant to Article 13005), the WESG shall resiew its
recorenetdations in accordance with the e thods referred o in Srticle 130013, point {d).

The MWESG ray request the Sgeney to reguest further inforrmation from the Merber States

ot ratketing authorisation holder of the medicinal produe t es-de-Bred-statiabatHaloand
included on the Urion list of critical rmedicinal peoducts or othe t relesant entities referred

to i Arhele 129,

Arficle 153

Ch Ligations on the marketing awithorkation holder after the MSSG rer ommendations

Following the addition of a redicinal peoduct to the Urdon list of critical medieinal products in
accordance with Ariicle 13103} or following any recornrmendations peovided mn accordance with

Lrticle 13201, the marke ting authorization holde r es-defsed-smfealetbid-of a e dicinal
product on that list or subject to those recormmendations shall:

) prosdde ary additional irndormation that the &geney may regquest;
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L)

)

(d)

(&)

proside additional relevant information to the Agencrr,
take into account the recomime ndations referred to in Arbcle 122010,

sl R e reasees falie into qocount the coRons taken by the Cormission in
accordance with Article 134(1) eodint (s Ftha Tl pobag State renant to-bahicla

A peintied,

informm the Azency of any measures taken and report on the results of such rmeasures.

Arficls 154
Role of the Commission

(a)  shall take nto account the W53G recormene ndations axd-rapleased-the-relecant

PR

(e} shall teke if appropricle, any necessary ackions within the lmils of e powers
conferred on the Conumission, including the development of guidelines o improve
the securiy of supply;

(@h) may foster coordinabion of Member Stale measures imed ab ensuring securily of
Supply within Beir terridories.
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2.

(b shall inforen the WESG of4keestmamses aoions taken by the Cornission.

() mep request the WS G to provide inforation or an opirion or further
recortrendations referred to in Srticle 132010,

If necessary bo ensure the smooth funchoring of the internal market, the Commission

may, taking imto consideration the m-f'em&hea—e;—ﬂns—a-pmwec ore dations veferred to
in paragraph 1, exbdstdr aw up recormmendaions—ses

&o;t-far nafional measures to lmpI'Cl‘.-'E.' sec unt;rnf' suppd;#hs—m-pls—msnt—mg—as—t—my

medicinal products nelided in the Thion st of cribeal medicingl products.

The adoplion of these recorvune ndations shall be mited bo cases where Yhe Conmunission
idenifies @ highly Bhely disruphion of the intermal marlet which strongl and ne gakively
affects the security of supply of cribical medicingl products, They shall lake indo account:

(@) the severily of the disruption of the internal market, or the risk thereaf,

(B the ceuses of e disrupltion to securidy of supply,
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i) the exdgtence of other available measures under this Fe gulation o mifigale or
resplve the disruplion;

i) the gravity and scope of riske to public healih.

) The recommendafons shall be based on objective, fackual measurable oud

substanbated data, including from the Ageney and s preparatony bodies, nafional

compebend quihorifies and relevant e conowmic operalors

CHAPTER X1
EUROPEAN MEDICINES AGENCY

Section 1
Tasks of the Agency

Arficle I35
Estah lishment

Tha-fanaesina—ed=The Europear Iledicine s Pagenn:;rz.f.' errei:gp EStﬂthhEdbﬁ‘R&gﬂ&-ﬁéﬁ-{E@'—}
o F2A2004 e “ the boency)ehall con

The funcRoning of the Agerncy, @3 previousy established in Fe gulahon (EC) 7262004 shall

conknue in qocordance with the provisions set owt in this Regulation.
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The Agencyshallbe responsible for coordivating the existing sclentific resomrces put at its disposal
by Ik wrber States for the evaluation, supe rision and pharmae ovigilance of me dicinal prodocts for
huarnan use and of veterinarymedicinal products.

Arficle 136
Legal status
1. The &gency shall have legal personality.
2. In each of the Mletoher States, the Agency shall enjoy the most extensive legal capacify

accorded to legal persons under their laws. It may in parficular, accpmre or dispose of
rnoreable and ttnrmoneable property, and be parby to legal procesdings.

3 The Agency shall be representd by an Executive Director.

Arficle 137
Seat

The zeat of the Agency shall be established in Awnsterdarn, the Hetherlands,

366826 291

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 292
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

Arficle I35
Oh jectives and tasks of the Agency

1. The &gency shall proride the Ivlember States and the mshitubions of the Urdon with the
best possible soientific opindon on any question relating to the evaluation of the qualits;
safety and efficacy of me dicinal products fior baraan use, we te vy roe dicinal products,
which iz referred to it in accordance with the Union legal acts relating to medicinal
products for haraan use o ve terinary e dicinal produc ts.

The Agency, acting paricularly through its Corunittees, shall carryout the following
tasks:

fa)  coordinating the scientific evaluation of the quality, safetyand efficac v of medicinal
products for hurman use, which are subject to Union marketing authorisation
procedures;

by coordinating the scientific evaluation of the quality, safetyrand efficac v of wete rirary

medicinal products, whick are subject to Undon marke ting authonisation proce dures
in ancordance with Regulation (10 201906 and the perforrmance of other tashks set
ot in Begulation (ETT) 2019/ and Regulation (EC) 47052009,

fc)  tarsriting on request and making publicly svailable assesstaent reports, surrnarie s
of product ¢ harac teristics, labels-and, packaze leaflets and AMER awareness cerds,
where applicabls, for the medicinal products for rnan use;
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ical coordinating the enpironwmental risk aegesement and where relevant providing

(d)

(e)

#3)

(g

seignbific opinions related bo medicingl producks for human wae which are subject
b Urion marke ing authorisation procedures in accordance with this Regulalon
or inveshigational medicinal products for human uge containing or consishing of
genebeally modified or ganisms (GiCk);

cootdinating the monitoring of medicival products for barnan nse which bivee heen
authorized i the Undon and prosiding advice on the rmeasures ne cessary to ensnte
the safe and effective use of those products, in particnlar by coordinating the
evaluation and implernertation of phanac ovigilance obligations and syete s and

the romdtoring of such iraplerne ntation;

ensuting the collation and disserrnation of inforration on suspected adverse
reactions to raedicinal products for harvan use authorised in the Union by roeans of
databases that ave perrmane ntly accessible to all Ileraber States,

asgisting Ivlervhber State s with the rapid comraanic aion of nforreation on
pharmacovigilanee concerns relating to medicinal products for harean use to
healtheare professiorals and coordinating the safetsy announce retts of the compete nt
authorities of the hlember States,

distributing appropriate rformation on pharraac ovigilance concerns relating to
medicinal products for huran nse fo the gene ral public, in parbieular by s thing
up and maintainang a European medicine s web-poral;
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(k)

(1)
0l

(k)

cootdinating, as regards medicinal products for karaan uze and we terivary roe dieinal
products, the verification of cormpliance with the yrinciples of good mannfacturing
practice, good laboratory practice, good clineal practice, good pharmacosdgilatece
practice and as regards medicival products for huarnan use, the werification of
cornpliatice with pharmae ovigilance chligations;

ersuring the secretariat of the Joint &udit Prograrre 1eferred to in Artiels 54,

upon reguest, providing techrical and seientific support v ovder to roprove
cooperation between the Undon, its Member States, intemational orgarnisations and
third countries on scientific and technical issues relating to the evalnation and
monitoring of tae dicinal products for hornan use and of wete rinarymedic inal
products, in particalar in the frarneworl: of the International Couneil for
Harroordsation of Techmical Reguirereents for Pharracenticals for Huraan Use and

the Veterinary nternational Conference on Harrnonization,

coordinating as referred to in Arhcle 53 a strachored cooperation on inspe chions in
third countrie s be taeen hlermber States, the European Directorate forthe Cualityof
LEdicines and Healtheare of the Council of Europe, the World Health Crgarization
ot tusted international authorties, by means of international inspec ion progrararme s,
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(1) conducting or participaing in inspections with e raber States desweasfimthe

::.'c

fre)  recording the status of marke ing authorisations for medicinal products for hurnan
use granted in accordance with Trdon marketing anthorisation procedures,

(n)  creating end maeinteining @ wer-friendiqe database on medicinal products for
hoarnan use, to be accessible fo the general pablic, and enmwing that it is updated, and
ranaged inde pendently of pharrnace utical compaties - the database 1z to facilitate
the search for product rdorati oreedseedsesthessedfey including the eleckronic
version af the parkage leedledale afled; it iz to include a section on medicinal products
fior harnan use aunthorizsed for the treatrent of children; the information prosaded to
the general public is to be worded in an appropriate and comprehensible manner,

(o) assisting the Union and its Member States in the provizion of inforemation to health-
care proféssionals and the general public about e dicinal produo ts for harnan ues
and abont vete rinary redicinal produets esaluated by the Szenery,
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(3

()

(1)

()

(t)

peesadingr aordinating the provision of sciertific adwice to undertakings or, as
relemeant, not-for-profit e ntities on the conduct of the varions tests and trials nece ssary
to dernorstrate the qualityy safety and effieacy of medicinal products for harnan use

supportirg, through e nbaneed arientific and regnlatory adsdce, the developrment of
medicinal products which are of major infere st from the point of view of public
health, incIuding antivnicrobial vesistance, and in particular frov the viewpoint of
therapeutic innovation erd weret meedicel ree ds (priority me dicines)

checking that the eorditions laid down in Urdon legal acts on rmedicinal products for
boarnar use and on vete rinar yedicinag products and in the marketing anthorisations
are met in the case of paralle] distibution of medicinal products for oaman use and
ob wete rinary medicinal products anthonsed in aceordance with this Regulation or, as
applicable, Regulation (E1T) 20191,

drawing up, at the Comrnission’s request, aty other scientific opindon concerrang the
evaluation of medicinal products for boroarn use and of e terirary e dicinal products
o the starting raterials used in the rarafae e of rmedicinal produets for human

ik o

»

with a view to the protection of public health, compiling scientific information
concetning pathogenic agents which might be nsed in biological warfare, incInding
the existerice of vaccines and other rmedicinal products for harean nse and other
wele rinary medicinal products available to present or teat the effects of such agents;
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) coordinating the supervision of the gualityof medicinal products for harnan use and
of vete nrary medicival products placed on the market by requesting testing of
cornpliatice with their authorised specifications to the Euaropean Directorate for the
Chaalityr of vk dicines and Healtheate that coordinate s with the Official W dicines
Control Laboratory or by a laboratory that 2 e rher State has desiznated for that
parpose . The Sgencyand the Baropean Directorate for the Cualityrof Iledicines and
Healtheare shall enter into a written contract for the provision of services to the
Lgeney under this sdbparagraph;

(vl forwarding anemally to the bodge tary authority aggre sated information on proce dutes
for redicinal peoducts for hurnan nse and weterinary me dicinal produc ts;

(w)  taking decisionsasreferred to in Arhicls 6(5) of [revised Directree J001E3EC];

() contributing to the joint e porting with the European Food Safety Sathority and
BEuropear Centre for Dissase Prevention and Control on the sales and use of
antiroic robials in ownan and vete tinaryroedicing as well as on the stuation as
regards antirnicrobial resistanee i the Union based on contibutions recedved by
Lk rber States, taking into account the reporting requirernents and periodicity in
Lrticle 57 of Regulation (ETT 201906, Such joint reporting shall be canded out at
least every three years,

(%) adopting a decision granting, refusing-se= travstering or exdending tie veldily of an

otphan desizgnation,
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(z)

(za)

(zh)

(zc)

(zd)

adopting decisions on paediatric rvestigation plans their modificalons, walmers
atd deferals n velation to wedicinal products,

providing vegulatory support and coordinating the provizion of scientific advice for
the developrrent of orphan and paediatric medicinal products;

coordinating assessmment of and certifang quality master files for medicinal products
for htean use as well as, where necessary, coordinating inspections of
rnanmfachore rs applying for or holding a cerfificate for a gquality master file,

establishing a rechanistn of consultation of authorities or bodies actie alons the life
cyele of medicinal products for hurean nse for exchange of inforrmation and pooling
of krowdedze on general issues of scierdific or technical natare related to the tasks of
the Lzency, norably where relevant with e SoHO Coordination Board Medical
Devices Coordinabion Group, the Member Bake Coordinahon Group on Health
Fechnology Asesswent and naional pricing and reimbursement authorifies,

developing cohe rent scientific assessment rethodologies in the fields falling within

its mission,
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(ze)

(=f)

(zg)

(zh)

() cooperating with ETT dece ntralised agencies and other scientiflc authoritie s and
bodies established unde ¥ Union law, notably the Eurapean Chericals Agency, the
BEuropear Food Safety Suthorty, the Entopean Centre for Disease Prevention and
Control and the Enropean Ervivorzaent Agene was regards the sciertific assessiment
of relewant substances, excharnge of data ineluding submission of daka to Hhe
Comanon Dabta Plalform on Chemicals pussuand bo [odd final OF reference for
CCRA2023) 779 finalTand information and deselopene nt of coherent scientific
rethodologies, including replacing, reducing or refirang ardmal testing, and, where
possible, priorifimng replacement strate ges swekh as nov-aranal in vilro and in
silfico approgehes, taking irdo account the specificities of the assessment of
medicinal products;

coordinating the monitoring and management of critical shortages of mediciral
products ineluded in the list referred fo in Article 12301},

coordinating the identification and marage ment of the Union list of crifical medicinal

products referred fo in Lrticle 131,

supportivg the Commission and Member Shates in relafion to crifical shorlages and

criical medicinal products through the working party referred to in Aticle 121017,
point (o), and the WES G in-their facke-invalati i i1
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fzi)  providing vegulatory sapport and scientific advice for, and farilitate the developraent,
validation and regulatory nptake of new-approach wethodologies that replace the use
of arimals in testing ered report regulardy on best prachic s and kep observalions on
the replacement, reducBon and refinement of animal teshing submitted by
applic ands,

fzjy facilitating joint non-clivdcal stodies be tareen applicants and holders o avoid
urrecessaty duplication of tests using Iive ardmals;

izk) facilitabing data sharing of results from non-chinical stodies on lnve ardeals;

(zl)  drawing up scienhfic guidelive s to farilitate the irple mentation of the de firations
established in this Fegulation and in [revised Directree 2001723], and for the
errvivoranettal sk assesmuent of medicinal products for baraan use, in consaltation
with the Commission and the Iernber 5 tates;

(zha) support regulatory decision making m the development, @ithorisaion and
supervision of medicingl producls by aecessing and analysing health dats,
meleding real world date, where appropricte;

(zlh) where scienbfic guide nes are provided, the Agency shall ensure that such
guidelines are keptup-to-date and based on the latest scientific developments.
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2. The database peovided for in paragraph 1, point (n), shall inclode all redicinal peoducts for
hrnan use authonsed in the Union toge they with the suriraane s of product characteristics,
the package leaflet and the indormation shown on the labelling. Where releseant, it shall
include the electronic links to the dedicated webpazes where the marketing authorizsation

holders hirve reported the information parsiant to—fedeleadBifecmdfotaxad- Article 57
of [revised Directrve 200 1EIEC] and to Arficle 4004, pownt (B).

For the parposes of the database, the Lzencyshall set up and rmaintain a list of all
medicinal products for hurnan use authorised in the Urdon. To this effect:

fa)  the Sgencyshall rake poblic a format for the electronic subrnission of irdorraation

on medicinal products for hrnan use;

(bl rarketing authorisation holde rs shall electronicallysubiit to the Lgency
inforrmation on all redicinal products for htean use authonsed in the Union and
shall inforrn the Agenesy of any new or warled rmarketing authorizations sranted in the
Urdon, wsng the forraat referred to in point (a).

(ha) markeling quthorizaion holders of centrally authorsed medicinal prodicts shall
electronicallp submit o the Agency informabion concerning the Member Shates in
which the medicinal prodiects have been placed on He market.

366826 301

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 302
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

If @ competent authority of a Member Shate idendifies incorrect daba in the daotabase agninst
Hhe daota thep keep regarding me divinal products authorised qecording to frevised Direchye
JO0IBIEC] & shall inform the Agency.

Whe e appropiatearaileble | the datdbase shall also include references to clindeal trials
curre nilywheing carried out or alveadsy cormpleted, contained in the clinical trials database
provvided for in Article 21 of Regulation (ETT) Mo 53652014,

The Commission ig empowered to adopt dele gated acts in accordance with Article 175, to
supplement iz Fegulation by adding further information condmined in the database, as
well ag by specifiing the rules of updating and maintaining the data in the dalabase. When
adopting the delegated act, the Conmission shall take into account internaionally
recogrised shondards.

Arficle 139
Coherence of scientific opindons with oither Undonbodies

l. The Agency shall take the necessaryand appropriate measures o mobitor and identifiy at
an eatlystage anypotential source of divergence bebween its seientific opinions and the
scientific opinions issued by other Union bodies-sndy agencies or inde pendent scie nkific

commitees carrying out sivilar tasks in relation to issues of coramon cotcern.

2. Where the Lzency identifies a potential sowrce of dorergence, it shall contact the rion
body kedsas agenc v or independent scientific commitise inguestion to ensure that all
televant solentific or techracal information is shared and m order to identifyr potenbally

contentious scientific or techmical issues.
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3. Whete a substantive divergence over sclentific or technical izsues is identified ard the
body concerned is a Twon Bodp or Agencyor a sclentific cormeaittee, the Agencyand the
body or independent seienkific commitlee concermed shall cooperate to resolve the
divergence, and inforna the Coreaission without undue delayand the Conpnizsion shall
Facilitale fo resolve the divergence in gueskon.

4, The Coranission rayask the Ageney to conduct an assessuent as regards specifically the
use of the substance coneerned in rmedicinal products ered e veleringry me dicinal
products. The Agency shall make public its assessrent stating clearly the reasons for its

specific scientific conclusions.

5. To enable coherence betaeen scientific opindons and to avoid duplication of tests, the
&gennyshall make arrangerents with other bodies or agencies established or desigrate d
urder Urdon law for coope ration on sclentific assessments and methodologies. The Sgency
ghall alao make arrangerents for the exchange of data and inforrnation on relevant
substances with the Corenission, Iierber 5tates” authorities and other Union Sgencies, in
particular for environene ntal risk assessrnents, non-clivical stodies and, when applicable,

maximin residue lmits.

These arrangernents shall seek to ensure that exchanges of data and information are made
available i electronde formats and shall protect the cornmercially confidential natare of the
inforroation exchanged and be withoat prejudice to the provisions on regulatory protecion,
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Arficle 140
Scientific opinions in the context of internatioral collab oration

1. The Agency maygive a sclentfic opinior, n particular in the context of cooperation with
the World Health Crzarnization, for the evaluation of cetain medicinal products for hurman
use intended for rarke ts outside the Unior. For this purpose, an application shall e
submitted to the Azenecyin accordance with the provisions of Srticle & Such application
maybe subiritted and assessed together with a marke ting authorization application or any
subseuent wariation for the B, The Azency may, after consulting the World Health
Drzanization, and as appropeiate other relewant organisations, draw up a scientific opition
inaccordance with Arficles 6, 10 and 12, The provdsions of Srticle 13 shall not apply

2. The Agency shall establish specific procedural nules for the roplere atation of
paragraph 1, as well as for the provision of scientific advice.

Arficle 141
International regulatory coop eration

1. In so far asis necessary in order to ackiewe the objectrves set out in this Fegulation, and
without prejudice to the respecttee competence s of the Mlember States and the institutions
of the Urion, the &gencymay cooperate with the corapetent authorities of third countries

andior with international orgardsations.
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To this end, the Agencymay, sibject to prior appeoval bythe Cominission, establish working
arrangerne tits with the authorities of third countries and infemmational crganisations, with
regard o

fa)  the exchange of inforwation, including non-pabhic mforrwatinr, where relewant

joirtly with the Corenission,

by sharirg of scientific resources and exypertise, with 4 view o facilitating collaboration,
while rmaintaining indepe ndent assessmment n fll coraplianee with the provisions of
this Begulation and [revised Directrre J0010E3EC] and under cornditions de ferrmimed
beforehand by the Dlanagerae nt Board, in agreeraent with the Corarission,

() the parbicipation in certain aspects of the Agencv's work, under conditions
dete raine d beforehand by the Ilanagemme nt Board, in agree rnent with the

Cormission.

Theze arranzerne nts shall not create legal oblizations incwrabent on the Union and its
Dlermber States.

2 The arrangements and cooperation carried out by the Agencyshall ssemrethat e nod
peedeaiLol amownt b0 repre s nting Sz Union position to an outside audience or as fo

corarndting the Tnion to interrational cooperatinn.
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3. The Coranission rat; in agreernent with the Iarnageraent Board and the relevant
corarmthes, vite re presentatiees of international organizations with an interest in the
harmorisation of techrical reguirernents applicable to medicing] products for hurean use
and to weterinary edicinal products to participate as cbeervers in the work of the Lgeney.
The conditions for participation shall be deterined in adseance bythe Corenission.

Section 2
Structure and operation

Arficle 142
Adminkiratire and management structure

The Lgencyshall comprise:

(a) a Whnagement Board, which shall exetcise the functions set out in Articles 143, 144 and
154,

L)) an Executmee Director, who shall exercise the responsibilities set out in Srticle 145,

) a Deputy Executive Director who shall exercise the responsibilities set ont in Arhicle
145073,

(d) the Corarnittes for Medicinal Products for Hurnan 1ae;
(e} the Phatmacorigilanee Risk Assessrnent Comrnattes;

() the Cormittes for Veterinary Wedicinal Products set up pursuant to Srticle 139010 of

Begulation (EIT) 2019/;
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ig)

the Hetbal Ivle dicinal Products working group set up parsuant to Article 141 of [revised
Diire ctive 2001/83/EC],

k) the Erergency task force set up parsuant to Article 15 of Feoilation (E1T) 20220123,

§1] the WSS 2t up parsuant to Article 3 of Begulation (E1T) 202271723,

)] the Ivledical Device Shortages Steering Group, set up parsuant to Leticl: 21 of Fegulation
(ETT) 2022123

k) the inspec fion working sroup,

] a Secretariat, which shall provide techrdeal scientific and adenivdstrative support to all
bodies of the Agencwand ensure appropeiate coordination betaeen ther, and which shall
prosdde technical and adrinistrative support for the coordination group refered o in
Srticle 37 of [revised Divective 20010E37EC] and for the coordinghion group referred o in
Arbcle 142 of Regulafion (EIR) 20198 and enmure appropeiate coordination between it and
the Cormittees. It shall alao unde rtake the work required of the &zency under the
procedures for the assesstnent and pre parations of decisions for paediatric rvestigation
plans, waners, deferrals or orphan designations.

Arficle 143
Management Board

l. The Manage ment Board shall be composed of one repre sentattve from each vl raber State,
two representattve s of the Comenizsion and two repre s ntattves of the European
Parliament, all with woting rights.
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In addition, tao represettatives of patients’ organisations, one representative of

deadesariie althcare professionals’ organizations and one representative of ve terinariand
orgarisations, all withvoting rights, shall be appointed by the Counedl in consaltation with
the European Parliatre nt on the basis of a list drawn up by the Cornission which includes
appreciably more names than there are posts fo be filled. The list drawn upbythe
Corardssion shall be forearded to the Ewropean Parliament, together with the relesant
background docwrnents. &z guicklyas possible, and at the latest within three raonths of
notification, the Entopean Parlistment rmay subinit its wiews for consideration to the
Courieil, which shall then appoint these representatiees to the Managernent Eoard.

The metnbers of the blnagerment Board shallbe appointed in sach a wayas o guarantee
the hizhest levels of spe cialist o ualifications, a broad spectarn of velevant expertizse and
the broade st possible geographic spread within the Ewropean Trdon.

Llernbers of the Managerne nt Board and their alternates shall be appointed on the basis of
their knowle dze, recoghised experience and cormenitraent in the field of wedicinal produos ts
for harnan or veterinary use, taking into account relevant managerial, adwinistrative and
budgetary expertise [which are to be uzed to farther the objectives of this Fegulation].

L] parties represented in the DManage ment Board shall make efforts to lirmit tumover of
their re presentatres, in order to ensure continmity of the work of the WEnagetnent Board.
&1 parties shall airn to achiewe a gender balanced representa tion-kedmeesrsmsmas-medeese
ot the MWanage ment Board,
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3. Each Mewber State and the Corarnission shall appoint their werdbers of the Ilavage raent
Board as well as an alternate who will veplace the mernher in their abse nee and wote ox
their be half.

4, The tenn of office for e rmbers and their alte rmate s shall be four wears. That teren shall be
extendable.

5. The Managerne nt Board shall elect a chairpe rson and a Degty ¢ hatrpe raon from

araong its merchers.

The chairperson and the Deputy chaitperson shall be elected byra majority of teo-thirds of
the members of the Management Board withwoling rights.

The Depntyrehairpe raon shall autoraaticallyre place the chaiyperson if the v ave prevented
frorn atterding to their dutes.

The tern of office of the chairpersor and the deputyehairpe rson shallbe four sears. The
terra of office maybe renewed once . If howesrer, their memberstap of the Managernent
Board ends at ansyrtirme dwring their terin of office, their tern of office shall automatically
expire on that date.

f. Withont prejudice to paragraph 5 and &rficle 144, points (e} and (g), the Dlanage ment
Board shall take decisions by absolute majority of its mebers with voting rights.

7. The Ilaraze rment Board shall adopt its rules of procedure,
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2. The Manage ment Board roay ivvite the chairpersons of the scientific coraritt:es to attend
1ts meetivgs, bt thety shall not have the night to vote.

9. The Manage ment Board roay irevite any person whose opinion rmavhe of interest to attend

its meetings as an chserver.

10. The Marage ment Board shall apgpeoree the aremal work prozrarne of the Sgency
prograrnme and forward it to the European Parliament, the Couneil, the Cormmission and
the Iletaher States.

11. The Manage ment Board shall adopt the annnal re port on the Sgene vs artidtizsand
foreeard 1ther 15 Juve of eaclk year at the latest to the Exropean Parliament, the Couneil,
the Cormission, the European Econorde and Social Comnithes, the Cowrt of Suditors and
the Ilemmber States.

Arficle 144
Tasks of the Mamagement Board

The Ianagerme nt Board shall:
ra) gve the general onentations for the Agencv's activities,

1Y) adopt ah opinion on the miles of proce dures of the Cornredttee for Idedicinal Products fior
Hurman Use (&rticle 148} and the Coramittee for Vete rinary Ilediciral Products (& hicle
139 of Feglation (ETT) 20128,
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(]

adopt procedures for the perforrance of sclentific services regarding medicina] products
for hmrnan use (Arhele 1520

id) appoint the Foecutive Director and the Depudy Executrve Director, and where relevant
extend their term of office or reracwe them from office, in accordance with Article 145;
el adopt vearly the Azency’s draft single programining docwrnent before its subiission to the
Corarndssion for its opindon, and the Agenc s single prograramming document by a majority
of two-thirds of merabers entitled to vote and in aceordance with Brticle 154;
i) assess and adopt a consolidate d aremal activity report on the Bgenctts activities and send it
by 1 July of each year to the Enropean Parliarnent, the Couneil, the Comeniasion and the
Conrt of Auditors. The consolidated annual actrity report shallbe made public;
iz adopt the arroal budgzet of the Agencybya majorityof two-thirds of the members entifled
to vote and in accordance with Article 154,
ik adopt the financial rules applicable to the Agenc v in accordance with Article 155,
thal  adopt procedures for the reimbursement by Yhe Agency of expenses of members of bodies
of the Agencp, including ciril socieyy represendatives,
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1)

(0

(k)

i

(xo)

(n)

exercizse, with respect to the staff of the Ageney, the powers conferred by Regulation
Mo 31 by the Counel of the European Econoraic Corarnunity; and Regulation Mo 11 and
by the Counedl of the Buropean Atomic Eners vCorraanity {Staff Reg ulations™ and
“‘Conditions of Eraplovree nt of Other Servants 1 on the Lppointing Authority and on the
Suthority Frnpowered to Conclude a Contract of Erplosane nt (“the appointing authority

powers’y,

adopt irnplernenting rules for giving effect to the Staff Regulations and the Conditions of
Employrrent of Other Servants in accordance with Srticle 110 of the Staftf Fegulations,

dewvelop contac ts with stake holders and stipalate the conditions applicable as menhioned in
Lrticle 163,

adopt an ant-frand strate sy, proportiotate to risks of fraud faking indo account the costs
and benefits of the measures o be nplemented,

etere adecuate follow-up o findivgs and recornrme ndations steraring fiom the internal or

external audit reports and evaluations, as well as from vvestigations of the European Anti-
fraud Office ("OLAF™) and the Euwropean Public Prosecutor™s Office ("EPFOT,

adopt nules to ensure the availability to the pablic of inforrmation concermang the
anthorsation or supervision of medicinal products for hraan e ae-swesdossd-e-tasals.
1,

»

d1

FEegulation Ho 31 (EEC), 11 (EAEC) by the Council of the European Econormic Corraunity
and by the Counedl of the Buropean Atoraic Enersy Corraunity, laying down the Staft
Begulations of Officials and the Conditions of Employne nt of Other Servants of the
European Economic Corarenraty and the European Stornie Energy Congonunity (O 45,
14.6.1962, p. 1385).
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(o) adopt an e fficiency gaing and swmergies strategyy,

i adopt a strategy for coo peration with third countries or international organdsations within
the bmits of the Agency’s mandate

)] adopt and implemend a strategy for the orgarisational manageme nt and internal control
systerna-ine leding on the operchon of the Commibiees, scienfific working parties and
seiendific advisory groups in relabon to efficiency as well as scientific experfise and
geographic representation of experts,

fga)  agsess and adopt q report regarding the performance of the strate gy referred in point ¢
Four and ten pears following the enby into applicabion of this Regulahon and send i o
the European Parlament the Council and the Conunission. The reportshall amongst
others, condain guantichve dala on the invole ment of scientific expertise related bo
markeing authoriazhion applicaion assessrent and the provision of regulatory and
seiendific advice for peediatric and orpha medicingl products, ATMPs and evaluation
of erprironmental risks asressment as well as on the work-share and kask distribubion
between experts nominated by the naional competent authorifios and exdernal experks.
Swhse guend reports shall be prepared do support the evalieaBon referred o in Article

I70¢1),
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The Mlanagere rit Board shall adopt, in accordance with frticle 110 of the Staff Regulations, a
decision based on frhcle 201 ) of the Staff Regulations and on Srticl: é of the Condifions of
Frnployenent of Other Servants, delegating relevant appointing anthority powers to the Fxecutme
Dhirector and Depudy Executive Divector and defining the comditions ander which that delegation of
powers can be suspended. The Executive Divec tor shall be authonsed to sub-delegate those powers.

Where exceptional cirourstances so require, the hManagernent Board raay, by way of a decision,
ternporarily suspend the delegation of the appointing authoritypowers to the Executree Divector and
those sub-delegated by the latter and exercize thern itself or delegate ther to one of its members or
to a staff meraber other than the Executive Dire ctor.

Arficle 145
Executire Dlirec tor

1. The Executive Director shall be engaged as a teraporary agent of the Lgenc v under Article
2, point (a), of the Conditions of Exployraert of Cther Servants,

2. The Executive Director shall be appoirted by the Danage mert Board fror a lst of
candidates proposed by the Corarission following an open and transparent selection
procedure,

For the parpose of corncluding the contract with the Executree Director, the Bzene v shall
be represented by the Clairperson of the Manage roe nt Board.
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Before appointne nt, the candidate noranated biyrthe Mlanage ment Board shallbe
1rnrne diatelyivedted to make a staternent to the Enropean Parliament and to ansaer any
gue stions gt by its Merbers.

3 The tenn of office of the Executrve Director shallbe frve sgars. By the end of that period
the Comenizssion shall undertake an assessraent that takes into account an evaluation of the
Ezxecuttve Director's performance and the Ageney's future tasks and challenges.

4. The Management Board, acting on a proposal from the Corarnission that takes into account
the assesament referred to in paragraph 3, mavextend the terrn of office of the Executee

Director once, for no more than five years.

&n Fxecutive Director whoss terrn of office has been extended mavnot participate in
another selection procedure for the sare post at the end of the owerall period.

5. The Executive Director mavbe reroved frorm office only upon a decision of the
Llanagernent Board acting on a proposal frore the Corrission.

a. The Manage ment Board shall reach decisions on appointrnent, exte nsion of the term of
office or retnosral frorm office of the Executrve Director on the basis of a teo-thards

majority of its rerbe rs with voting nghts.

7. The Executive Director will be assisted bya Deputy Execubive Director. If the Fxecutmee
Diirector is absent or indigposed, the DeputyExecutive Divector shall take their place.
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2. The Executive Director shall manage the Agency. The Executrve Director shall be
acconttable to the Whnagemment Board. Without prejudice io the powers of the
Corarnssion and of the Manage ment Board, the Fxecutive Director shall be inde perident in
the perforrnance of their duties and shall neither seek vor take mstructions fror angy

govetnment or from aty other body,

9. The Executive Director shall report to the Exropean Parlisvaent on the perfonnance of their
tasks when irvited to do so. The Couneil may ivsdte the Executive Director to report on the
performance of those tasks.

10. The Executive Director shall be the legal representattve of the Szency The Executive
Diirector shall be responsible for:

fa)  the dav-to-day adrdristration of the Azency,
by  Doplernenting decisions adopted by the IWhnagernent Board,

) managing all the &eency resources necessary for conduc ting the actrites of the
Comgnittees referred o in Lrticle 142, including making available appropedate
srientifle and technical support to those Corenittess, and for making available
appropriate techrdcal support to the coordivation group re ferred bo in Arkcle 37 of
frevised Directiye 200133 EC] and to the coordinaion group referred to in Asticle

142 of Regulation (ELN) 20194,
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(d)

ersuring that the firne-lirnits laid down in Unionlegal acts for the adoption of
opinions by the Agencyare complied with,

{e)  enswring appeopriate coordine tion be taeen the Coranittees referred to in Article 142
and, where necessaty, between those Comnitiees, e coordinalion group referred
toin Arbicle 37 of [revigsed Directive 20018 3F T and the coondination group
referred toin Arficle 142 of Fe gulation (EIT 201948, or other working groups of
the Agency,
(f)  the preparation of the draft statereent of estitiates of the Ageney's reverne and
expenditure, and execution of its budget;
(Z)  the preparation of the draft single prograraring docwrent and the submission it to
the hlanagernent Board after conmlting the Corenission,
(b Doplermenting the single prograreaing docwrnent and report to the Management
Board on its irple mentation,
{1y preparing the Agenc v s consolidated aremal activity report on the Agencvs activities
and preserting it o the Managernert Board for assessment and adophion,
() all staff matters;
(k) providing the secretariat for the Manage ment Board,
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(1) without prejudice to the competences of OLAF and EFPO, protecting the financial
nterests of the Urnion byrapplying prewentive measures azainst frand, conmphion and
any othet legal actmdties, by effective checks and, if irregulanties are detected, by
recovering arounts wrongly paid and, whe re approgriate, by rnposing e ffective,
proportiotate and dissasve adiniristratiee and financial penalbies,

{rm)  reporting, onthe basis of ke v perforraance indicators agreed by the Ilanageme nt
bioard, on the 1T rfrastrocture developed by the Agencyby means of impletns ntation
of legislation, in term of Grning, budge tary corapliance and quality

11. Each year the Executtre Director shall submita draft report covering the actisities of the
Lgencyin the previouns vear and a draft work progravarme for the coming wear to the
Dlanagernent Board for approseal, making a distine tion be taveen the Sgencyts activities
concerning medicinal products for hurnan use, those concerning herbal redicinal products
atd those cone erming ve terinary e dicinal produe ts.

The draft report covering the actmities of the Agencyin the previous year shall include
inforrmation about the rarober of applications evaluated bythe Agency, the time taken for
cornple ion of the evaluation, and the medicinal products for harnan use and veterinary
medicinal products authorised, rejected or withdrawn.
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Article Id5a
Deputy Executive Director

Eh e proposal of the Ereculive Diveckor, the Management Board shall appaint the Depuby
Execubve Director. The Depuly Execubye Director shell be appointed on the grounds of merit
and approprigte adwinistrative and management skills, inchuding relevant professional
experience. The Execubve Divector shall following consullation with the Commission, propose
two candidates for the post of Depady Eeculive Director. The Menagement Board shall take i
decizion by @ two-thinds majorily of is members with q fight o vore. The Menagement Foard
shall hove ¥he power o diswiss the Depuly Execulive Divector by means of @ decision adopted By
2 o-thivds maorily of its mewebers with a Rght o vole.

The tern of office of the Depuly Execulive Divector shall be fure pears. The Management Board
may extend that term once, for a period of no more than five years. The Mamagement Board shall
adopt such @ decision by @ two-Fhirds majority of s members with the right o vole.

Arficle 146
Scientific Committees — General provisions

1. The scientific corenittess shall be responsible for providing the seientific opinions or
recornetdations of the Agencyr, each within thewr own spheres of competence, and shall

hiave the possibility, whete necessaryof orgarising pablic hearings.

2 The merbership of the scientific comraittee s shallbe made public. When each
appointreent iz published, the professional gqualifications of each merber shall be
specified.
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3. The Executive Director of the Agency or the i repre se ntatie and representatives of the
Comizssion shall be entitled fo attend all meetings of the sciendific cornmittess referred to
in &rticle 142, working parties and scientific advisory gronpe and all other meetings

corrvenied by the Bgency or ite scientific cornittess.

4, Llernbers of the scierntific corarnitiees and experts responsible for evalnatng medicinal
products and nordinated by Ivbraber States shall relwon the scientific evaluation and
reamurces avalldble fo national corapetent authorities responsible for marketing
authorsation, and on external experts proposed by Wermber States or selected by the
Lzeney Each corpetent national authority shall mondtor the scientific level and
independence of the evaluation caried ont and facilitate the actmaties of normnated
tnetnbers of the Corarnittess and experts. Ilerber States shall refrain frorm giving thoss
tnenbers and experts any instmetion which 1z incormpatible with their own 1ndradual tagks
ot with the tasks and responsibilities of the Agency.

5. The merbers of the scientific cormmittees mavhe accoraparied byexperts in specific
soientific or technival fields.
f. When preparing aty opinion or recororne ndatior, the seientific cornmittess shall use their

best endeasours to reach a scie nbific consensus, [f such a consensus cannot be reached, the
opinion shall consist of the position of the majority of mermbers and diergent positions,
with the grounds on which they are based.
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T The Cemssitas
consider it appropriate, seek guidance on important guestions of a general selentfic or
ethical nature.

geacie niific commitoes may, if they

3. The scientific corenittess and avy geientific working parties and scientific advisory
gronpe established in accordance with Sae-trticle 750 shall in general matters establish
cortacts, on an advizorybasis, with parties conce red with the use of we dicinal produes te
for hurman use, in parteular patie nt and consarer organisations and healtheare
professionals” associations. For that parpose working groups of patient and conswrer
organizations and healtheare professionals” associations shall be establishe d by the
&geniny Theyshall ensare a fair representation of healtheare professionals, patie nts and
COnMners covering a wide ravnge of experietce and diseage aveas, including orphar,
paediatric and genatric diseases and acvanced the rapnr e dicinal products, and a broad
geographical range.

Rapportenrs appointed by the scienbfic committe es may, on an advisory basis, establish

contac ts with repre senfattves of patient orgarisations and healthe ave profe ssionals’
associations relevant to the the rapentic indication of the medicival product for baraan nse.

9. The Corunittes for Veterinary vk dicinal Products shall operate in accordance with
Fegulation (EUT) Mo 20196 and paragraphs 1, 2 and 3.
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Arficle 147
Imp artiality and conflict of interest

1. Llerabers of the Manageme nt Board, metabers of the cormittees, rapportenrs-esd, experts
and mspectors of tre Agercy shall niot have financial or other interests n the
pharracentical and meedical devices industry which could affect their impartiality. They
shall undertake to act in the public tterest and in an inde pendent manner, and shall make
at antal declaration of their financial and ofher intereste 81l ineluding mdire ot intere sts
whirh conld relate to this industry The arnnual declarafons shallbe sadessd tumasaaieioy
haddimade publicly auatiahle by the Bzenn isdhebebiemoss ootk s shen
Heofrmererta-cdhoos

The Agency's code of conduct shall provide for the roplermentation of this Article with
particular reference to the acceptance of gifts.

2. Ilermbers of the Management Board, menbers of the committee s, rapporte s and experts
who participete in meetings or working groups of the Lgency shall declare, ateach
meeting, any specific interests whick condd be conside red to be prejudicial to their
independence or impartialily with respect fo the iterns on the agenda. These declarations
shallbe made awvailable to the public.

3 Hhere @ declared interest is conmidered by the Agency to be prejudicial to the
inde pendence or imparticliyy wilth respect to an dem on e agenda, e member of the
Management Board, member of the commiliee or expert concerned shall not have any
iy olvement and not take part in the discussions or decision-making with respect to that

et
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By way of derogaion from paragraphs T and 3, experts who declare an inberest that
would prevent fem from parficipaling in the work of the Agency’s sclentific conunittees
and other bodies map in excephional and justified cages be called upor, in e inlerest of
public health to provide written or oral observaions. These observaions shall be

separate d from the discussion or decision-wmaking with respectto the concemed ieom.

5 The Agency shell establish procedures with regand to the application of e provisions
o conflct of interest and imparfalily, o be adopted by is Management Board.

a The Execulive Director shall after leaving the senice conbinue bo be bound By the niles
of the Baff Regulabons as regands the acceplance of certain appoinknents or benefils
and engaging in an occupational aclvity for the period referred to in the staff
regulations. Prior to engaging in any mich actiidy, the former executive director shall
inform the Agency and ds Management Board bo verify whelher Hrose achons are in line
with the Staff Regulations and itz implementing rules adopted in accordance with Article
Igg
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Arficle 144
Commiitiee for Med icinal Products for Human Use actirities

The Coraraittes for Iledicinal Produets for Hurman se shall be responsible for drawing
up the opindon of the Lgenc v on any matter conceming the adrisstbility of the files
subrnitted in accordance with the centralized proce dure, the granting, wariafion, suspension
ot revocation of an authorisation o place a e dicival product for harean use on the market
in arcordance with the peovisions of this Chapter,and- pharmacovigilance and scienbific
adiice. For the fulfilwe nt of its pharmar ovigilance tasks, including the appeoreal of risk
managernert systerns and mordtoring their e ffecttrere s provaded for wder this
Begulation, the Corrrattee for Iedicinal Products for Hurnar Use shall relyon the
scientific assessment and recorrne ndations of the Pharmacovigilance Fisk &ssessment
Corardttes referred to in Srticle 142, point (e

2 In addition to their tagk of prorading obje ctive scientific opiraons to the Urdon and
Ilernber States on the questions which are referred to thern, the mebers of the Coramittes
fior hledicinal Products for Huran Use shall ensare that there iz approptiate coordination
betaeen the tasks of the Ageneyand the work of corape tent national authortie s, including
the consultative bodies concerne d with the rarke ting anthorisation.

3 The Corraittes for Medicina]l Products for Hurean Use shall be compossd of the
following:
fa)  one merber and one alternate meraber appointed by each Mleraber State, in

accordance with paragraph &;
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(b Essasbwo rnernbers and esedwo alternate mermbe rs appointed by the Comaission, on
the basiz of & public call for expre ssions of interest, after consalting the Enropean
Farliament, in order to represent healtheare professionals’ orgenisaions,

(o) ferbwo merabers and fourtwo alternate metabers appointed byrthe Comraission, on
the basiz of a public call for expre ssions of interest, after consuliing the Enropean
Parliatnent, in ovder to represent patient organisations.

4. The Coraittes for Tledicinal Products for Huran Use raayco-opt & waivaonr of e
sever additional mernbers chosen on the basis of their speeific scientific competence.
Thiose raerabers shall be appointed for a texrn of theee ears, whach mavhe renewed, and
shall niot have altemates.

With aview fo the co-opting of such mermbes, the Coranittes for DMedicinal Products for
Hurman Use shall identifyy the specific cormplere ntary scie ntific competence of the
additional rerber or rmetnbers. Co-opted members shall be chosen among experts
nornivated by Meraber States or the Bgency

da Members appointed under paragraph 5, point (B), shall jointly be entitled to one vole,
and members appointed under paragraph 3, point () shell jointly be entitled b0 one

vade.
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3. The alternates shall represent and vote for the merbers in their sheence and may also be
appointed o act as rapportenrs in accordance with Arlicle 152,

Llernbers and altermates shall be chosen for their role and exyerience in the evaluation of
medicinal products for human use as appropriate and shall represent the competent
authorities of the Member States.

f. The merbers and alternate mermbers of the Comrittee for Medicinal Products for Hurman
Uze shall be appointed on the basis of their relevant expertizse in the assessent of
medicinal produets which shonld coser all tygpes of medicinal products coversd by [revised
Directive 2001/83/EC] and this Fegulation and which include medicinal prodocts for rare
and paediatric diseases, edwamaeadianced therapy redicinal products, biological and
biokchnological products, in order to guarantee the highest lesels of specialist
gualifications and a broad spectum of relevant expertise. fhis experiise shall also cover
the environmental visk assessment. The Dlerber States shall cooperate in order to ensure
that the final composition of the Corarittes for Iedicinal Products for Huraan Use
provides appropeiate and balanced coverage of all sclentific areas velevant fo its tasks
taking into account seientfic dewelopruerts and new types of medicinal products. For this
parpose, Member States shall liaize with the Managernent Board exd4he-Crassssiames:.

1. The merbers and alternate merbers of the Comittee for Medicinal Products for Hurman
Use shall be appointed for a ter of Swetfiree years, which maybe renewed following the
procedures referred fo in paragraph 6. The Comraittee shall elect its chairpe rson and vice-
chairperaon from araong it merabers for a tern of 3 years, which mavhe prolonged once.
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2 The Cormittes for Iedicinal Praducts for Human Use shall establish its o nales of
procedure.

These rules shall, in particular, lay dowr
fa)  procedures for appointing and replacing the chatrperaon,
by procedures relating to working partes and scientific advizony gronges; and

) aprocedure for the wrgent adoption of opirdons, particularly in relation to the
provisions of this Regulation on rmarke t surveillance and pharimae csdgilance,

Therrshall enter into force after recering a favourable opivdon from the Corenission and
the Managernert Board.

Arficla 142
Plarmacovigibnee Rkk Assessment Committee activities

1. The mandate of the Pharnacovigilance Bisk Assessment Comittee shall cover all aspects
of the risk ranagernent of the use of e dicinal products for boarran use including the
detection, assesstaent, mirdraisation and corrnunication relating o the risk of adwerse
reartions, having due regard to the therape utic effect of the medicinal product for barnan
use, the desigr and esaluation of post-authorisation safétystudies and pharmacovigilance

andit.
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2. The Pharrnacovigilance Fisk Assessment Coranittes shall be coraposed of the following:

fa)  one merber and one alternate meraber appointed by each Mleraber State, in
accordance with paragraph 3;

(b six mewbers appointed by the Corarndssior, with a view to ensuring that the relevant
expettize 1s available within the Coreadttee, ineluding clirdcal phavmacologyand
pharmacoepiderdolosy, on the basis of a4 public call for expressions of interest,

) two merabers and tao alternate merabers appointed by the Corarnission, on the basis
of a prablic call for expressions of interest, after consulting the European Parlisment,
n order to represent healtheare professionals,

() teo merabers and two alternate merebers appointed by the Corarndssion, on the basis
of a public call for expressions of interest, affer consulting the European Parliament,
in order to represent patient organisations.

Members appointed under paragraph 3 () shalljointly be enklled to one vole and,
members appointe d under paragraph 2 (d) shall joindly be entifled to one vote

The alternate metabers shall repre sent and wote for the members in their dhsence. The
alternate mermbers referred o in point (a) maybe appointed to act as rappo reurs in
accordance with Article 152,
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Ja.

& Dleroher State Aty delegate its tasks in the Fharmacovigilance Fisk Assessment
Comimittee o another hlewmber State . Fach Weraber State mavw represent o more thay one
other MemberState.

The metobers and alternate mermbers of the Pharnacoagilance Bigk Lesessment
Comittee shallbe appointed on the basis of their relevant expertise i pharmacovigilance
tnatters and risk assessrnent of raedicinal products for harean nse, in order to guarantes the
highest levels of specialist gqualifications and 4 broad spectyarn of relessant expertise. For
this prarpose, vk ber States shall liaise with the Ilanage rent Board-ssd-Hu-masssmiasico
in ovder o enure that the final corgposition of the Coradttes covers the scientific areas
televant to its tasks.

The metobers and alternate mermbers of the Pharnacovigilance Bisk &esessment
Corarmdttes shallbe appointed for a terrn of 3 wears, which maybe rene we d fetbevwesa—the
praadhasas-sefiarsdta-inpesansepbet. The Corarrittes shall elect its chaivpe reon and vice-
chatrperaon from araong it merabers for a tern of three years, which mayhe prolonged

once,

The Pharmacovigilance Fisk Assessment Commablee shall establish its own rules of
procedure, laping down in particular:

(@) procedures for appoinking and replacing the chairperson,;
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(B procedures relating to working parfes and scientific advisory groups;
) @ procedure for the wrgent adoplion of recommendabions.

They shall enter indo force after recewing a favourable opivion from the Cormpniasion
and the Management Foard.

Lticle 150
Sciendific working parties and scientific advisory groups

The scientific corenittees referred to i Article 146 may establish scie rdific working
parties and srientific advisory gronps in conne chon with the perforrnance of their tasks.

The scientific cormmittess rmay rely on solentific working parties for the performanece of
certain tagks. The sclentific comwenittees shall retain the final responsibility for the

asgesstrent or any sciertific opirdon related to these tasks.

Waorking parties established byrthe Coramnittee for Vetermary hedicinal Products are
gorvetned by Begulation (EIT) 201906,

A3H6/26

LNNEX LIFE.5 LIMITE EN

330

7424/26 ADD 2

LIFE.5

www.parlament.gv.at

331
EN


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

2. The Coraaittes for Huran Ivkdicinal Products shall establish for the evaluation of specific
types of rmedicinal products or treatrnents, working parte s with avientific expertise in the
flelds of pharrnaceutical guality, rmethodologies, nomn-clineal and clinical evaluations.

For the provision of scientific advice the Coramittes for Huraan Iledicinal Produets shall
establish a scientific advice working partsy.

The Corenittes sessghall where necessary, establish an Ersaronmental Bisk Aasessment
working party, worling parbes with scienbific experkize on paediaivic medicinal prodicls
and orphan medicingl products and other solentific working parties—sas-necscearss

3. The compostion of the working party and the selection of merabe rs shallbe basad on the
following criferia;

fa)  ahigh lesel of srientific expertise;

by meeting the needs for the specifie mult-disciplinarye xpertise of the working party o
which the vl be appointed.

The majority of the merbers of the worling parties shall consist of e xperts from the
corapetent authorities of the WEber States by enquring the broadest possible

geographic al distvibution. Where appropriate, the Comanittes for Human M dicinal
Froducts ray;, following consultation with the Ivhrazement Board, set a mirdreoum roraber
of experts fromm the cormpetent anthorities in a working party. Fhere g specific area for
experiize can be fllfilled by an expert nomincled by ¢ competent qutfosdy of a Member
Shate, this expert shall have priorily over exdernal experls
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.

Ja.

Fepresentaives of patients, Realtheare professionals and academia may as appropriak
and based on Hhelr expertise be ineluded az members of the working parties.

Compete nt anthorties of the Ieraber States that ave not repeesented ina working party
mnay sepaeette-attend meetings of working parties as an observer.

The Agency shall rake docurnents discussed in working parties accessible to all
conpetent authorties of the Ik rber States.

The scientific conumiltees may seel advice from scigntific advisory groups in connechon
with the evaliation of specific medicinal products and tre abments.

When establishing working parties and scientific advizory groupe, the scientific
corarndttees shall in their miles of proce dares peowvide for:

fa)  the appoimbment of merabers of these worlang parties and scientific advizory
grouye on the basis of the lsts of ex perts referred to in Arhicle 151(2); and

(b} consultation of these working perties and scientific advizory grougs.
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Arficle 1]
Scientific experis
The &gencyor aryof the coramitiees referred to in Article 143 mavyuse the services of

experts and service providers for the discharge of specific tasks for which the v are
re sponsible.

Llernber States shall transmnit to the Agency the nares of national expe rts with peoven
experience in the evaluation of medicinal products for human use and weterinary medicinal
produc ts who, taking into account conflicts of interest parsuant to Srbcle 147, would be
available to serve on working parties or seientific adwisory groupe of any of the corunittess
teferred to in Article 142, togethey with an indication of their qualifications and specific
areas of experhse.

Whete wesessssippropsiate, for the noraination of other experts the Ageney swsehell
publish a call for ex pression of interest after endorsernent by the Manage ment Board of the
hecessary criteria and fields of expe rise, in parficular to ensure a high lewel of public
health and arvdral protec fion.

The Mlaraze ment Board shall adopt the appropeiate sele chon procedures on a proposal

from the Executrre Director.

The Agency shall establish and roaintain a pool of-ssezsdided experts. That expert pool
shall inInde the national experts referred to in paragraph 2 and any other experts
appointed berthe Breneyor the Commission, and shall be npdated.

A3H6/26
LNNEX

333
LIFE.5 LIMITE EN

7424/26 ADD 2

LIFE.5

www.parlament.gv.at

334
EN


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

3. draaraditad-Frpe 1o shall have access to training peovided by the Boency, as approjpriate.

f. Bapportears of any of the comraittess re ferred to i Briicle 142 mayuse the services of
eaaadiad cxperts for the fulfilrne nt of their tagks in aceordance with Article 152, Lny
reroareration of such-aesredidsd- expert shallbe deducted from the rerammeration due to the
tapportewrs. The uge of the services of national experts referred to in paragraph 2 by
rapporteurs shell be subjectto the agreement of the relevant compelent cuthoriies. The
Ageney may facilibate those agreements in aecordance with Ariicle 15202,

7. The rernuneration of experts and service providers for services wsed by the Azency under
paragraph 1 shall be financed theough the &gzency’s budgzet, in accordance with the
financial mles applicable fo the Lgency.

Arficle 152
Rapp orteurship

1. Where, in accordance with fhas Begulation, anyof the Comnittee s re ferred to in Article
142 ig vecpuired to evaluate a e dicinal prodaet for haroan nse, it shall appoint, with the
excepfon of members representing healtheare professionals’ or ganisalons and patients
organiszhons, one of its merbers to act as rapportenr, taking into account existing
expertise in the Ivrber State. The Comgnittes concerned mavappoint a s cond e rber to

arct as co-rapparte ur.
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& raernber of a Comruittes shall not be appointed rapportenr for a particular case if they
declare, in accordance with &riicle 147 any interest that mizhtbe, or wight be percened as,
prejudicial to the ixnpartial assessient of that case . The Comenites conce rmed may replace
the rapporter or co-rapportenr by avother rrember at anytivee, i the vare unable to fulfil
the it duties within the prescribed tiwe limits, or ifan actual or potential pee judicial mterest 1s
detected.

& rapporteur appointed for that parpose by the Pharmacovigilance Bisk Assessmment
Comanittee shall closely colldborate with the rapporte wr appointed by the Corarnittes for
Liledicinal Products for Huran Use or the Reference Merber State for the wedicinal product

for hornan use conce med.

When consulting the scientific adsisory groups referred fo in Arhicle 150, the Cornrdttes shall
forward to thero the draft asse ssraent report or reports drawn up by the rapporteur or the co-
tapportenr. The opindon issued byrthe sclentific advizorrgronp shallbe forearded to the
chanrperson of the relewant cormrrattes 0 such a way as to ensure that the deadlines laid down
in Article 6 are met.

The mbstance of the opinion shall be ineluded in the assesstent report pablished parsuant to

Article 1603,
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2. Withot prejudice to Srticle 15107), the provizion of services by rapporte s or experts
shall be gorvermed by a written contranthetween the Agency and the person concerned, or
where appropriate betaeen the Agencyand its emploser.

The person concerned, or their erploset, shallbe rernme rate d reosszdanosmath-fa-scals

ed-fap=taoinatadaa-inen, ranant fo the financial anangements established by the
i wakhoard in aocordance with

Fogulation (ELT) 2024588 of the Furopean Parliament and of the Council®.

The first and szcond subparazra phs shall also apply:

fa)  tothe services provided by the chairpersons of the scientific commattees of the
Lgenioy, and

by tothe work of rapportears in the coordination group referred do in Arlicle 37 of
frevised Directive 2000733 ECJ as regards the fulfilment of its tasks in accordance
with Articles 108, 110, 112, 116 and 121 of [revised Direc thee 200153ECT.

‘” Fegulation (EID 2024/588 of the Furope an Parliamend and of the Cowncil of 7 Februay
2024 on fees and charges pay able to te European Medicines Agency, amending
Fegulations (EU) 2005745 and (EIN 2025123 of the European Parlament and of the
Council and repealing Regulafion (EU) No 8582014 of the European Parlianent and of
the Councid and Council Regulabon (EC) No 29705 (OF L, 2024568 142 2024, ELI:
Rtk Sate europa. ewsb e g/ 202475 680 ).
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Arficla 133
Methods to determine added therapeutic vahue

Lt the vecuest of the Corornissior, the gencyshall in respect of authorise d medicinal produects for
hoarean use, collect ane svailable mfbrmmation on e thods that e rber States’ corapete nt authornties
s to detertnine the added therapentic walue that any new e dicinal product for hornan nse

pronides.
Section 3
Financial provisions
Arficle 1534
Adoption of the hudget of the Agerwy
l. Estitnates of all the reverne and expenditore of the Lgency shallbe prepared for each
financial year, corresponding o the calendar vear, and shall be shown in the budget of the
bgency
2. The reverme and expenditure shown in the budget shiall be inbalance.
3. The Ageney’s revenue shall consist of!

(a]l acontnbhution from the Thion;
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(b} acontrbution frorm thivd countries participating in the work of the Lgency with
which the Urdon has concluded imternational agree iments for that parpose,

o) fees paid by undertakings and entities not engaged in an econormic actvity

(i)  forobtairdng and maintaining Trion rmarketing authorisafions for medic inal
products for hurman use and for veterinary medicinal products and for other
services provided bythe Agency as provided for in fhis Begulation and in
BEegulation (E1T) 2019/4; and

(i)  for services provided byrthe coordination group referred to in Arlicle 37 of
frevised Divechive 20017835 ECTas regards the fulfilment of its fasks
accordance with Articles 108, 110, 112, 116 and 121 of [revised Directnie
J001FE37EC];

{d}  charges for other services provided by the Agency,

() Urnion funding in the form of contribution agreemends or grants for participation in
research and assistance projects, in accordance with the Lgencv's financial mles
referred to in Article 1550117 and with the provisions of the releseant instame nis
supporting the policies of the Union.

The Entopean Parliatee nt and the Couneil {*the budgetary anthority’) shall re-exardne,
when necessary, the lewel of the Union contibution, referred to in the first subparagraph,
point {a), on the basis of an evaluation of needs and by taling account of the lewvel of
reverme provided by the sources referred to in the fivst subparagraph, points (o), (d) and

(e).
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4, Lrttvities relating to the assesstnent of marketing authorisation applications, subsecuernt
vatlations, phatmacovigilance, to the operation of corerundcations neteorks and to market
survelllance shall be under the perrarent budgetary control of the Managerne nt Board in
order to guarantes the independence of the Agency. This shall not preclude the Agency
frorn charging fees fo marketing anthorisation holders fior performing the se actiitie shoyr the
dgencyon the condiion that its inde pendence is stietlyguaranteed.

) The expernditore of the Agency shall include staff reraneration, adwinistratie and
infrastucture costs, and operational expenditure. In respect of operational ex penditure,
budgetary coratodtoe nits for actions which extend over mwore than one financial year raay

be broken down over several years into aremal instalme nis, as necessary

The Agency ray award grants related to the faolfilment of the tasks inewrvbent npon it
urder this Begulation or other relevant Urdon legal acts or related to the folfilreent of other
entmsted tasks.

f. Each year the Mlarnagere rt Board, onthe basis of a draft dravwn uphbythe Executne
Director, shall produce an estirnate of reve re and expenditure for the Agency for the
following fivancial wear. That estitnate | which shall include a draft establisheve nt plar,
shall be forwarded by the Manageme nt Board to the Commdssion by 31 March at the latest.

1. The estitnate shall be forearded by the Coreaission to the budgetary authority together
with the preliaimary draft gereral budget of the European Union.
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10.

11.

12

O the basiz of the estitaate, the Corrission shall enterin the prelivninary draft general
budget of the Europear Union the estimates it deetns necessary for the establishone ut plan
and the arnourt of the subsidy to be charged to the zeneral budget, which it shall place
befowe the budgetary anthorty in accordarce with Article 272 of the Treaty.

The budgetary anthority shall authorise the appropiations for the subsidyio the Agency.
The budgetary authorityshall adopt the establishrnent plan for the SLgeney.

The budget shallbe adopted by the Managerae nt Board. It shall becozos final following
final adoption of the general budget of the Enropean Union. Where appropeiate, it shall be
adjusted accordingly.

Lny modification of the establishene nt plan and of the budgzet shall be the subject of an
arnending budgzet, which iz forwarded for the parposss of information to the budgetary
authority:

The Mlanaze rment Board shall, as soon as possible, notifythe budzetary authontyof its
intention to iraple rent any project which may have sigraficant financial oplications for

the funding of its budget, in particular avy projects relating to property such as the rental or

pazc hase of tnaldings. It shall inform the Corenission there of.
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Whete a branch of the budgetaryanthority has notified ite intention to deltrer an opivdon, it
shall forward its opimion to the Ilanagernent Board within a perind of st wee ks fromm the date
of notification of the project.

Arficle 155
Implementation of the Agency’s hudgei

1. The Execntive Divector shall irgplerne nt the budget of the &gencyrin accordance with
Regulation (EU, Euratora) 2018/1046 of the Ewropean Parliament and of the Couneil®?.

2 Borl Mlarch of inavcial sear ntl, the Sgeney’s accounting officer shall send the
proisional accounts for year nio the Cormanission’s accounting officer and to the Court of
Luditors,

3. Bor31 Ilarch of fivancial year ntl, the Executrre Dirvector shall send the report on the

budgetaryand fivavcial managerne nt for wear nto the Ewropean Parliament, to the Couneil,
to the Corivission and to the Cowrt of Auditors.

4. By 31 March of inancial year ntl, the Commrission’s accounting officer shall send the
dgency's provisional aceounts for year r, consolidated with the Coramission’s provisional
acconnts, to the Conrt of Anditors.

4 FEegulation (EU, Euratora) 201271046 of the Enrope an Parliarne nt and of the Coureil of 18
July 2018 on the financial miles apgplicdble to the general budget of the Urion, armending
Eegulations (EIT) Mo 129672013, (E1T) Mo 130102013, (E1) Mo 13035201 3, (EIT)

Mo 120452013, (BT Mo 130992013, (EIT Mo 131652013, (E1T) Mo 22372014, (E1ND
Mo 28372014, and Decision Mo 541201 4ET and repealing Begulation (EU, Euratom)
Mo PEE2012 (0T L 193, 30.7201%, p. 1),
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On receipt of the Cort of Auditors” cheetvations on the Agenc s provisional accounts
prarsuant to Srticle 244 of Begulation (BT, Enratora) 201201048, the Sgency’s accounting
officer shall drawr up the &geney’s final accounts and the Fxecutiee Director shall subrnit
thern to the hlanagerne nt Board for an opindon.

5. The Manage ment Board shall deliver an opitdon on the Lgency’s final accounts for wear n.

f. The Ageney’s accounting officer shall, by 1 July of financial year ], send the final
accounts, together with the Ihragernent Board’s opinion, to the European Parliarent, to
the Couneil, to the Cowrt of Auditors and 4o the Corenission’s acecurting officer.

1. The final accounts for year n shallbe pblished 1n the Official JTowmal of the Enropean
Union by 15 Movernber of financial wear ntl.

3. The Executive Director shall send to the Conrt of Auditors a reply to its obse rvations by 30
Septernber of financial wear n+l. The Executive Director shall also send that reply to the
Llanagernent Board.

9. The Executive Director shall subinit to the Ewropean Parlisrnent, at the latter’s request, any

inforrmation required for the smooth application of the discharge procedure for the financial
year conce mmed, as laid dowr in Article 26103) of Begulation (EU, Euratora) 201571045,
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10.

11.

The Enrope an Parliarme nt, upon a vecorraendation from the Couneil, shall, before 15 Way
of financial year nt2, give a discharge to the Executrre Director in respect of the
ireple mentation of the budget for wear n.

The finaneial niles applicable o the Azeney shall be adopted by the WEnagernent Board
after the Cornreission has been consulted. They shall not depart frorn Comrission
Delegated Regulation (ETT) 201907154 unless specifically repuired for the Lgencv's

opetation and with the Conenission’s prior consent.

Lticle 156
Fraud prevention

In order to corabat frand, corruption and other wrdawtil activities, the Begulation (ET,
Euratom) Mo 883/2013 of the Ewropean Parliament and of the Council* shall apply

without restriction.

The Agency shall accede to the Interinstibational Lgreerment of 25 Ivlay 1999 between the
European Patliaraent, the Couneil of the European Urdon and the Coratedssion of the
Ewropean Communities*® and shall adopt, without delaw, the appropriate provisions
applicable to all the ernployees of the Sgency using the ternplate set out in the Lomex to
that & zreetnernt.

44

45

df

Corrnission Delegated Begulation (EIT) 201207115 of 15 Deceraber 2012 on the frarme work
firamcial regulation for the bodies set up under the TFEU and Euratorn Treatyarnd referred
to in &rticle 70 of Begulation (ET, Euratorn) 201251046 of the European Parliarent and of
the Connedl (OF L 122, 1052019, 0. 13

FEegulation (EU, Ewratora) Mo 8832013 of the European Parliarnent and of the Couneil of
11 Septeraber 2013 concerning irvestig ations conducted by the Enropean Anb-Fraud Office
(OLAF) and repealing Fegulation (EC) Mo 1073/1993 clf'the European Parlisteent and of
the Comneil and Council Regulation (Euratorn) Ho 107471999 (0 L 242, 1222013, . 1),
Interinstitational &greernent of 25 Ivlay 1999 between the Enropean Parliament, the Couneil
of the European Union and the Corarviasion of the Enropean Comenunities conce ring
intermal irsrestizations by the European Snb-frand Office (OLAF) (CF L 136, 31.5.1500,

p. 15).
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3. The Enropean Cowrt of Suditors shall have the power of andit, on the basiz of docwrients
and on the spot, over all grantbeneficiaries, contractors and subcontractors who have
recerved Undon funds fror the Ageney

4, OLAF may carry out irvestigations, including on- the-spot checks and inspections with a
view to establishing whether the re has been frand, commption or anyrother illegal activity
afffcting the financial interests of the Urdon in connec ion with a grant or a contract
funded by the Ageney, in aceordanee with the provisions and procedares laid dowr in
Fegulation (EU, Euratorn) Mo 883/2013 and Council Fegulation (Ewatora, EC)

Mo 21850647,

5. Working agreemnents with third countries and international organisations, contracts, grant
agreernents and grant decisions of the Agercyshall contain provisions expressly
ernpowenng the Buropean Court of Auditors and OLAF to conduct such audits and

lmvestigations, according to their respectve cotnpetences.

f. In accordance with Council Regulation (E1T) 2017/19394€ the EPPO may rvestizate and
prosecute frand and other illegal activities affecting the finarcial intere sts of the Urdon as
provided for in Directive (EUT) 2017/1371 of the European Parliarne nt and of the Clouncil#

47 Council Fegulation (Euratorn, EC) Mo 212596 of 11 Hovermber 199 concerrang on-the-
spot checks and inspections carried outbythe Corraission in order to peotect the European
Corganrities' financial e rests against frand and other regulaities (COF L 207,
15.11.1996, . 2).

4B Couneil Fegulation (ETT 20171939 of 12 October 2017 npletae nting enhanced
cooperation on the establishwent of the Europe an Public Progecutor’s Office {‘the EPFOT
(7L 283, 31102017, p. 13

4 Dhirectre (E1T) 201701371 of the European Parliament and of the Couneil of 5 July 2017 on
the fizht azainst frand to the Urdon's finavcial infere stsbymeans of crirdnal law (O L 198,
2872017, 1. 29).
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Section 4
General provisions governing the Agency
Arficle 137
Liahility
1. The cortractual lisbility of the Agencyshall be governed bythe law applicable to the
contract in guestion. The Cowrt of Justice of the Enropean Union shall have jurisdic ion
prarsuant to any arbiration clause contained in a contract conelude d b the Szency

2 In the caze of non-contractial ldbility, the Agency shall in accordance with the zeneral
principles coranon to the laws of the Ieraber States, male good any datnaze cansed by it
or by its staff in the perforrnance of their duties.

The Court of Tustice shall have jurisdiction in any dispute relating to eorape nsation for any

such damage.
3. The personal liability of its staff towards the Agencwshallbe governed brthe provisions
laid dovem in the 5taff Regulations or Condibions of Frplograent of Other 5 ervants
applicable to the .
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Arficle 108

Access to documents

BEegulation (EC) Mo 104952001 shall apply to docarne nts held by the &zency,

The Lgencyshall set up a register parsuant to Article 204) of Begulation (EC) Mo 104972001 to
tnabe available all docarnents that ave publicly asailable parsaant o this Regulation.

The MWlanageme nt Board shall adopt the arrangemernts for immplementing Begulation (EC)
Mo 104972001

Decisions taken by the Azency parsuant to Article ¥ of Regulation (EC) Mo 104972001 may se
tise to the lodging of a cormplaint with the Orabmdsinan or for the subject of an actinn be fore the
Ciourt of Justice, under the conditions laid dowmn in Article 228 and Article 263 of the Treaty
tespectively.

Arficle 158
Privileges

Protocol Ho 7 on the Privileges and Irovunities of the European Undon armexed o the Treaty on the
Functioning of the European Undon shall apply o the Agencyand its staft.

366826 346

ANNEX LIFE.5 LIMITE EN
7424126 ADD 2 347
LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

Arficla 160
Siaff

The Staft Regulations and the miles adopted by agreernent be taeen the instimtions of the Union for
grving effect to those Staff Begulations and Condiions of Eraploynent of Other Servants shall
apply to the staff of the Lgency.

The Lgencymaymake wse of seconded natioral experts orother staft rot sroployed by the Sgency.

The Managemme nt Board, in agree raent with the Corarnission, shall adopt the necessary
Irepletre nting provisions.

Arficle 18]
Security rules on the protection of classified and sensitire non-classified information

The Lgencyshall adopt own security niles egqurvalent to the Cornission's security rales for

protec ing European Urdon Classified nformation (EUCT) and sensitrve non-classified inforrmation,
as set out in Corunission Decisions (EU, Euratorn) 201 5/443% and 2015744471 The secwrityrules
of the Agene v shall cover, inter alia, provisions for the exchange, processing and storage of such
inforrmation.

2 Corrnission Decision (EU, Eurator) 20157443 of 13 March 2015 on Securityin the
Comenission (OT L 72, 1732015, p. 410

2 Corurission Decision (EU, Euratora) 201 5/444 of 13 March 2015 on the secwity rules for
protecting ETT classifled inforrnation (OJ L 72, 1732015, p. 53).
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NErmbers of the anagerment Board, the Executtve Divector, retbers of the comitte es, external
experts parteipating i ad hoe working gronps, and mwerabers of the staff of the Agency shall
coteply with the confide ntiality requirerne nts under Srticle 332 TFET, even after their dulies have

ceased.

The Agencvmaytake the necessary measures to facilitate the exchange of information relevant to
its tasks with the Corrdssion and the Ileraber States and, where appeopeiate, the relesant Union
institutions, bodies, offices and ageneies. Snyadiiristrative arangernents concluded to that end
with regard to the sharing of EU classified information (ETUCT) or, in the absence of such
arrargeents, any exce ptional ad hoe release of EUCL shall havee recetred the Comission’s prioy

approal .
Arficle 162
Consultation process
1. The Bgency shall establish a consaltation process with relevant national authorites or

bodies for the exchange of information and pooling of knowledze on general issues of
scientific or technical natare related to the tasks of the Agency in paricular guidelines on
urenet medical needs and the design of clirdeal trials, other studies and the gereration of
eviderce along the life cyrle of medicinal products.
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The consultation process shall include bodies responsible for health technologyrasse ssmme nt
as referred to in Regulation (E1T) 2021022582 and national bodies resporsible for pricing

and reimburse ment.

The corditions of participation shall be sethy the Managernent Board in agreement with

the Cornission.

2 The Agency werghall where appropricte, extend the consultation process to patients,
tnedicine developers, healtheare professionals, industries or other stakeholders; as relevant.

Arficle 163
Condacts with civil society representatires

The Ianageme nt Board shall, in agteernent with the Convmssion, develop appropeiate contacts
between the Agencwand the representatives of the industry, consurners and patierds and the
healtheare professions. These cortacts mavinclnde the participation of ohservers in certain aspects
of the Agenev's work, under conditions dete rroine d beforehand by the Managetne nt Board, in

agreeent with the Corardssion.
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Arficle J54
Support to SMEs and to not-for profii entities

1. The &gency shall ensure that raicro, stmall and wedinrn-sized enterprizses ("SWEs") and

not-for-profit entities are offered a sapport scherne.

2 The support scherne shall be comprised of regulatory, procedural and admirdstratrve
support abd reduction, deferral or wanrers of fees.

3. The schene shall cover the varions ste pe involed in pre-anthorisation proce dares, and in
particnlar seientific advice, the subrission of the marketing anthornsstion application, and
the post-authonsation procedares.

4. ShIFs shall berefit fror the incentive s laid down in Coraredssion Regnlation (EC)
Mo 204972005 and [revised Council Fegulation (EC) Ho 207/95]%2,

) For niot-for-profit entities: the Cornredssion shall adopt specific provisions clanfying the
definitinns, establishing watrers, reductions or deferrals of fees, as appropriate, in
accordanc e with the procedure referved to in Article 80T and Article 213 and Annex ¥
of [revised Regulation (EC) Mo 297095].

a2 Coureil Begulation (EC) o 20705 of 10 February 1995 on fees paymble to the Fmropean
Lgeney for the Evaluation of Medicinal Produets (O L35, 1521995, p. 17,
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Arficle 163
Transparency
To ensure an appropriate lesel of tanspareney, the Managerment Board shall, on the basis of a
proposal by the Execultve Director and in agreernent with the Coraredssion, adopt males to ensare
the availdhilityto the prblic of ve gulatory, acientific or techrdeal indorreation conce ming the
anthnrization or supervision of me dicinal products for kurean use which is not of a confidential
nature.

The infernal niles and procedures of the Azency its comrnities s and its working sroups shall be
tnade awailable to the public at the Lgencyand on the Intermet.

The Lgencymayengaze in corrmunication activities on its own irdHative within its field of
cotrpetenice. The allocation of resource s to corrnuric ation activities shall notbe de tirnental to the
effecitve exercize of the tasks of the Agency. Cornurication actrvities shallbe carried outin
accordance with relevart cornrmunication and disse raination plans adopted by the Ilanazeroe ut

Board.
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Arficle 167
Protection against cyher attac ks

The &geney shall ecpup itee I with 2 high lewel of seemity controls and processes against cyber
attacks, cyber espionage and other data breaches fo ensure the protection of health data and the
totrnal functoning of the Agency at all tires, especially during prblic he alth emerzencies ormajor

events at Undan lewel.

For the parposes of the first sdbparagraph, the Szenc yshall actrely idsedifrand e pleeordale
measures ko engure ils complance with @ lgh common level of cibersecwritvbestprachices

adopted within UTrnion institutions, bodies, offices and agencies, and identifi and implement up-to-
diate cpbersecurily best prachees for preventing, detecting, mitizating, and responding to csber

attacks.
Arficle 168
Confid entiality
1. Unless otherwise provided for in this Regnlation and without prejudice to Regulation ()

Mo 104972001 and Directree (BT 201971937 of the Enropean Parliarment and of the
Couneil®™, and existing national provisions and exdsting national legal practices in the
Llernber States on confide nhality, all parties imvoked in the application of this Regulation
shall respect the confide ntialityof inforrma tion and data obtained i carrying out their tasks
in order to protect the coroeae reially confidential inforrmation and trade secrets of natural or
legal persons in accordance with Divec trve (EIT) 20180943 of the Enropean Parliarme nt and
of the Council™, including intellectual propertyrights.

EE Dhirectmee (ETT) 201201937 of the European Parliarwent and of the Couneil of 23 Cetober
2019 on the protection of persons who report breache s of Trdon law (OF L 305, 26.11.2019,
p. 170

4 Dhirectree (E1T) 20165943 of the European Parliament and of the Couneil of & June 2016 on
the protection of undisclosed know-how and business information (trade secrets) against
their unlawfil acepuisition, wse and disclogure (OJ L 157, 1562016, p. 1)
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Withot prejudice to paragraph 1, all parties rvobed in the application of this Fegulation
shall ensure that no corare reiallyeontidential information is shaved in a wayrwhich has
the potertial fo enable undertakings to restrict or distort cormpetition within the rearning of
Lrticle 101 TFET.

Withoat prejudice to paragraph 1, information exchanged on a confidential basis betareen
corapetent authorities of the IWErnber States and be tareen corapetent anthoritie s of the
Dlermber States and the Coraredssion and the Sgeney shall not be disclossd without the

prior agreetnent ofthe authority from which that information originates.

Paragraphs 1, 2 and 3 do niot affect the rights and obligations of the Corenission, the
Lgency Ilerber States or other actors identified in this Fegulation with regard to the
exchange of irdormation and the dissernination of warrings, nor do the v affect the
ohlizations of the persons concerned to provide inforrmation under cririnal law.

The Corenissior, the Agency, and Iermber States may exchange corene rolally
confidential irdorrastion with regulatory anthorities of third countrie s with which thesy have
concluded bilateral or roultilate ral cordidentialityarrangements.
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Arficle JE2
Proc essing of personal data

1. To support its public health tashs and in parfenlor the evaluahon and monitoring of
medicinal products or Yhe preparation of regulatory decisions and scienkfic opinions, the
ngeru: WINAY PHOC ess persnnal MMWahh data, fes-the-pnatonmasmamnd

om clitnical ials and ofier sources

amk&:ﬁng real world data for the parpose Dfunprm-mg the robustness of its scienfific
assezgrnent or verifying claimes of the applicant or marke ing authorisation holder in the
context of the evaluation or supervision of medicinal products-

Ldditionally, the Agencymay process such data for the performance of regulatory arietce
activities, as defined in paragraph 2, provided that the processing of those personal data:

fa)  is strietly required and duly justified to achiewe the objectmres of the project or of the
hiorizon scanning actrities concermed,

by  as regards special categories of personal data, is strictly necessary and subiject fo
appropriate safe muards, sdichraasrineludaond profect the rights of daota subjects in
gecordance with Dhion Law, including kehnical and organisehonal mecsures

such as peeudonyruisation.

2. For the parpose of this &rticle, “regulatory sclence activities” shall mean scientific projects
to coraplerne nt available scientific evidence with regard to diseases or horizontal que stions
telated to medicinal products, to fill evidence gape that cannotbe fiully addressed through
data in the possession of the Agency, or to support horizon scanring activities.
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The proce ssing of peraonal data b the Sgency in the context of this Saticle shall be guided
by the prineiple s of transparenc y explaivability, farme s, and accountability.

The Manage ment Board shall establich the genersl scope for the regulatory science
activities it consultation with the Coromission and the Earopean Data Protection

Supervisor.

The Agency shall kee p docue rtation contairing a detailed descriphion of the process and
of the rationale beland the traming, testing and walidation of alzonthins to ensure
travspatenc v of the process and the alzorithens, including their compliance with the
safeguards peovided for in this Brticle, and to allow for verification of the accuras yof the
results based on the uwse of such algorithims. Upon request, the Bgencyshall rake relevant
docurnertation svailable to interested parties, including Iletober States.

If the personal data to be processed for the regulatory srience actodates have been directly
prosdded by a DMember State, a Urdon body a third coantry or an indernational
orgarisation, the &Lzency shall recuest anthorisation from that provader of data, unless the
provider of data has granted its prior authorization to such processing for the purposs of
regulatoryscience activities, either in general tertns or subject to specific conditions.

Frocessing of personal data under this Fegulation shall be subject to Begulations (E1T)
20180672 and (E1T) 2018/1725, azapplicable. The Agency shall adopt ade guate data
governance prachices and the required standards to ensure the appropricle use and

profechon of personal health data in qecordance with Union Law.
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Arficla 170
Evaluation

Five pears after the date of endry into application], and every 10 years thereafter, the
Corarndssion shall cormission an esaluation of the Sgency's performance in relation 1o its
ohjectives, mandate, tasks, governance and locations) in accordance with Cormrnission's
guidelives. The evaliation shall include, amongst others, based on the reports reforved to
in Arfeles T4 point ¢ and g, @ guantitebve assessment of the efficiency pain, the
appropriake imvolement of sclentific expertize in parficnlar regarding orphan, poediatric
medicing! products and ATMPs @ well g e broad geographical represeniation of
nakonal experts in the work of the scientific committees, adiisony groups and working

parkes.

2. The evaluation shall, in particular, address the possible need to modify the mandate of the
Lgeney and the financial nplications of anyrsuch raodification.

3. On the oceasion of every second evaluatior, there shall be an assessrent of the results
achieved by the Azency haing regard to its ohjectves, mandate, govermance and tasks,
incloding an assesament of whether the continuation of the Ageneyis shll justified with
regard to these objectives, mandate, govermance and fasks. This assesstnent shall also
include the experience acouired as a result of the operation of the procedares laid dowr in
this Fegulation and in Chapter II1, Sections 4 and 5 of [resised Directrre 2001083EC] on
the basis of inpmt fromm Mlerber States and the Coordination group referred to in Srticle 37

of [revized Directree 2001E3EC].
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4, The Coruaission shall ve port to the Enropean Parlisrnent, the Council and the Managerment
Board on the evaluation findings. The findings of the evaluation shall be made public.

3. Bor 10 years following the entering into application, the Corenission shall assess the
application of this Begulation and produce an esvaluation repoit on the progress towards
achieverne it of the objectives contained herein incInding an assessment of the resowrces

reguired to iraplerne it thiz Regulation,

Sa. The Commission shall following the use of the fisst two vouchers pursuant to Arkicle 41,
paragraph & or fe years after the dale of application of this Regulation, whichever is
the earliest, and every S pears Yhereafler, carry oul an evaliation of Arkeles 400 43 and
presenta report on the main findings of that evaluation o the Furopean Parbament and
the Council The evaluchon shall incliede an assessment of the effec Breness of the
voucher as @ measure, faking into qecount also other exdsting Union level markel
incentives for authorised priovily antimicriobials, to address the marlet failure in the
develppment of priordy anbmicrobinls addressing antimicrobial remigtance and assess
the aehial and expecled costs, ag well as an assessment of whether the value of the
annual gross sales referved to in Arkcle 41(1) showld be adjusted to inflakon and
whether it is approprick Yo increage e number of vouchers granted referred o in
Arkcle 43 The Compmismion shall, if appropriate, present a legislative proposal, based on
the evaluation, in order to @end this Fe culation.
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Sh. The Commission shall fwe pears after fthe date of application of this Fegulation ] cars
outan evaleabon of Hie voluntary subscripion model referved o n Arficle 43a and
present a reporton e main flndings of that evelnchion bo the European Parlawment and
the Council That evaliation shall cover at least the following:

@ the mplementation and uptake of the voluntary subseripiion model by Member
Sates;

(B the impact of the voluntary subscripfion model on the development and supply of

antimicrobinls,

) e effechveness and appropriakeness of the volunkary subscription model set outin
Article 43a, meluding @ assessment of whether ot model could be improved by
introducing q volunkary Union level subscriphion model for e purchase of

antimicrobials

The evaluation shall be based on information provided by Member States related o the
prachieal application of ArEele 430, The Commismion shall if appropriate, present a
legislative proposal, based on the evaluation, i order to amend His Fegelation.
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CHAPTER XIT

GENERAL PROVISIONS

Arficla 171
Penalbes at national level

1. By amonths before W date of appleaon of this Regulation, Ietnber States shall lay
down the niles on penalties applicable to infiingemernts of this Fegulation and shall take all
tneasures necessaty o ensure that thew are rnpletnented. The penalties prosaded for shall
be effectrve, proportonate and dissuasisve. Dletaber States shall, without delay, notify the
Corarndzsion of those niles and of those measures and shall notifyr it, without delasy, of any
subsequent arne ndwent affecting thern.

2. Llernber States shall inforn the Corgnission iroene diatelyof any litization instiited for
infringerent of this Fegulation regarding contrally authorized medicinal producls.

Arficle 172
Union penalties

1. The Cormrnission wayitpose finarncial peraltes i the fomm of fines or periodic penalty
pastnents on the marketing authorisations holder grante d under this Fegulation if thesy fal
to cornply with any of the obligations laid down in Arwex I in connec tion with the

matketing authorisations.
G366 360
ANNEX LIFE.5 LIMITE EN
7424/26 ADD 2 361

LIFE.5 EN

www.parlament.gv.at


https://www.parlament.gv.at/le/link?gp=XXVIII&ityp=EU&inr=65450&code1=RAT&code2=&gruppen=Link:7424/26;Nr:7424;Year:26&comp=7424%7C2026%7C

2. The Coranission rnat insofar as specifically provided for in the delegated acts referred to
in paragraph 10, point b, irpose the finaneial peralfies referred to in paragraph 1 ona
legal entity or legal entities other than the marketing authorizsation holder provided that
such entities forr part of the sake econoic entity as the marketing authorisation holder
and that such other legal entifies:

fa)  exerted a decisiee influenee over the marketing authorisation holder, or

(b} were irvolved 1y, or could have addressed, such falare to coraply with the chligation
byrthe marketing authorization holder,

3. Whete the Srencyor a corapetent authority of a Ierber State is of the opinion that a
rnarketing authorization holder has failed to cormply with any of the oblizations, referred to
in paragraph 1, it rnay reguest the Cormraission to irvestigate whether to irmpoze fitarcial
penalties prarsuant to that paragraph.

4, In de terruining whether to irapose a financial penaltyand in deterrnining its appropeiate
arnount, the Corenission shallbe guided byrthe principles of effective ness, proportionality
and dissnasiveness and take into congideration, where relevant, the seriousness and the
efffcts of the failure to coraply with the oblizations.
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3. For the purposes of paragraph 1, the Corarnission shall take into accoumt:

f(a)  anyirdingerment proce dure indtated byra Ik rober State against the satoe marke ting
anthorisation holder on the basis of the sarne legal srounds and the sae facts,

(b} arysanctions, including penalties, already imposed on the sarme marketing
authorization holder on the basis of the same legal gronnds and the same facts.

(bl the nature, gravily and durafion of the infringement and s conseguences;
(bb) the intentional or negligent character of the infringement;
(be) anyp achon telen by the infringing paryy to mifigate the damage caused by the
infringe mend;
(bl)  the risk to public health.
f. Whete the Corwenission finds that the marketing authorisation holder has failed,
intentionally or neghigently, o complywith its obligations, as referred to in paragraph 1, 1t

rnay adopt a decision rnposng a fine notexceeding 5 %% of the marketing authorszation
holder’s Union tomower in the busine sz year preceding the date of that decision.

Where the marketing authorisation holder contivmes to fail to corply with its oblizations
referred to in paragraph 1, the Corpnission may adopt a decision imposing periodic
penalty paynarts per day not exceeding 2,5 %% of the marketing authorisation holder's
average daily Undon torrcver in the busine ss wear preceding the date of that decision.
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Periodic penalty pavroe tits tnayhbe roposed for a period niedng frora the date of
notification of the relevant Comraission's decision unbl the failure to coraply with the
ohlization by the matke ting authonisation holder, as referred fo in paragraph 1, has been
bronght to an end.

When conduc ting the irre stization on a failare to coraply with aney of the chligations

teferred fo in pearagraph 1, the Corardssion may cooperate with cornpete nt authorities of
the Member States and rely on resorces provided byrthe Bgency

Whete the Corenission adopts a decision imposing a financial penalty;, it shall publish a
concise suwrnrnaty of the case, including the narnes of the marke ting authorsation holders
irvobved and the amounts of and reasons for the financial penalties imposed, having regard
to the legititate interest of the marketing authorisation holders for the protec tion of their

husingss secrets.

The Court of Justice of the Furopearn Union shall hawe unlirdted juisdiction to review
decisions whereby the Conenission has foposed financial penalties. The Cowrt of Tustice
of the Furopearn Urion rmay cancel, reduce or increase the fine or periodic pe nalty pasrae nt
ireposed by the Corared ssion.
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10. The Coruaission is erapoweted to adopt delegated acts in accordance with Srticle 175 1n
order to supplernent this Regulation bylaying down:

fa)  procedures to be applied by the Coraraission when inposing fines or periodic penalty
payrrents, ineluding rules on the imitiation of the procedure, rmeasores of nguirg
tights of the defence, ancess to file, legal re presentation and confidentiality,

by forther detailed riles on the imposiion by the Cornmission of finateial penalties on
legal entifies other than the marke ting authorisation holder,

fc)  rules on duration of proce dare and lidtation perods,

(d)  elerments to be taken nto account by the Comeanission when setting the lewvel of and
inposing fines and periodic penalty payments, as well as the conditions and methods

for their collection.
CHAPTER X111
DELEGATED AND IMPLEMENTING ACTS
Arficle 173

Standing Commitiee on Medi inal Products for Hunan Use and examination proced ure

1. The Corenission shall be assisted by the Standing Corraittee on Mledicinal Products for
Hunan Use establishe d by Srticle 214 of [revised Directtve 2001/23/ECT. That coranittes
shallbe a comenittee within the meaning of Regulation (E1T) Mo 12202011,
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2. Whete referetice is mwade to this paragraph, Article 5 of Regulation (E1T) Mo 12272011 shall
apply.

3. Where the opirion of the Corarndttes is tobe obtained by witte n proce dure and reference
1z made to this paragraph, that procedure shall be temninated withonot result ondy wher,
within the tiree-lirt for delivery of the opindor, the chair of the Comeuittes so decides.

4, The Standing Cornrmittee on Medicinal Produets for Hurnan Use shall ensare that its rales
of procedure ave adapted to the need to raake redicinal products swifllyavealable to
patients.

Arficle 174
Implementing measures related to authorkation and pharmacovigilance actirities

l. In ovder to harrnomnize electronic transwdssions provided for in this Begulatior, the
Cortaizsion may adopt ivaple menting measures coveting the format and content of

electrorde transrissions by atketing authorisation holders.

Thiose raeamares shall take account of the work on intermational harmordsation carried out
in the area and shall, where necessary, be revised to take account of technical and scientitic
progress. Those measures shall be adopted in accordance with the exarmivation peocedure
teferred to in Artcle 17302).
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2. In ovder to harraonize the performance of the pharracovigilance activities provided for in
this Regulation, the Corenission shall adopt irgple menting roeasures as peovided for in
&rticle 4122 of [revized Directive 2001EZEC] covering the following areas:

(a)

(h)

(el

(d)

(&)

()

the content and rainte ravce of the pharmacovizilance systen master file kept by the
rnatke ting authorisation holder,

the riniraarn recpuivetne nts for the quality systern for the performance of
pharrmacovigilance actoites by the Boenery,

the use of intermationally agreed terrodvinlogy, formate and standards for the
perforrnance of pharmae ovigilance actmities;

the minirawrn recpuiterne nts for the rordtoring of data ineluded in the Endravigilanee
database to deterruine whether there are new risks or whether risks have changed;

the forrnat and content of electronic transmission of suspe cted adverse reactions by
Lk rber States and marketing authorisation holders;

the forrnat and content of electronic periodic safety update re ports and nisk

rnahagere ht plahs,

A3H6/26
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fg)  the format of protocols, sbetracts and final stadyre ports of the post-anthorisation
safety stodies.

Thoss meamres shall take account of the work on intemationsal harnonisation carried ont
in the area of pharrnacovigilance and shall, where necessary be revised o take account of
technical and scientific progress. Those measures shall be adopted in accordance with the
exarnination procedure referred to in Arficle 173(2).

Ardicle 175
Exercise of the delegation
1. The power 1o adopt delegated acts is conferred on the Corarrdssion subiject to the
conditions laid down in this feticle.
2, The power 1o adopt delegated acts referred to in Articles 3057, 190}, 21, 47(4), 49020,

B30, 70, P, 15030, 2104, Fiafs) 12a02h), 138020 and 1720107 shall be conferred on
the Cormizsion for a period of five sears from [date of entry into foree] . The Cornission
shall draw up a report in respect of the delegation of poarer niot later than nine months
befole the end of the five-year period. The delegation of power shallbe taciflyexte nded for
petiods of an ide ntical duration, unless the Entopean Parliarne nt or the Couneil opposes
such extersion not later than theee months before the end of each perind.
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3. The delegation of power refened to in Articles 3030, 1902, 21, 47048, 4902, 63020, 674,
), 1503, BI04y, TTa(3), 12ai2h), 138020 and 172100 mavrbe revoked at ansytite by
the Furopear Parliarne nt or by the Counedl. & decision to revoke shall put an end to the
delegation of the power specified in that decision. It shall take effect the day following the
publication of the decision iv the Official Jownal of the European Union or ata later date
specifled therein. It shall niot affect the validity of any delegated acts alreadyrin force.

4, Before adopting a delegated act, the Cornmission shall conmilt experts desiznated byreach
Llernber State in accordance with the principles laid dosm in the Interinstitofional
Lgreernent of 13 April 2016 on Better Lave-Ivlking.

5. Lz soon as itadopts a delegated act, the Comrnission shall notifyrit sirmaltaneonsly o the
European Patliarnent and to the Couneil.

f. & delegated act adopted pursuant to Articles 373)=H= 19080, 21, 4704, 4900, a3(2), a7,
Fdpd), F305) &I, ITa(3), 12a(3h), 138(2) and 17271 0H5shall enfer into force onlyif
no objection has been expressed either byvthe European Parliarne nt or by the Couneil
within a e riod of e months of notification of that act 4o the European Parliament and to
the Council or if, be fore the expiry of that period, the Buropean Parliarnent and the Council
have both inforrmed the Comenission that the wwill not object. That period shall be
exterded by fhoee ronths at the iratiative of the Faropean Parliarment or of the Couneil.
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CHAPTER X1V

AMENDMENTS TO OTHER LEGATL ACTS
Arficla I76
Amendments to Regulation (EC) % 139402007

Regulation (EC) Mo 139402007 is arended as follows:
Y Lrticles 5, 8, 17 and 20 to 23 are deleted,
2 in frticle 903, the fourth subparagraph is replaced brthe following:

If the application does not include the results of the assessment, the Agency shall szek an
opinion on the conforraity of the dewice part with Snmex [ to Fegulation (ETT) 20177745 of the
European Patliarne nt and of the Couneil* frorna notified bodsy identified in conjune ion with
the applicart, unless the Cormittes for Iedicinal Products for Human Use advised byits
experts for medical devices decides that rrvvolvere nt of a notified body is not reguired.

*  Hegulation (ETT) 20175745 of the Emropean Parliament and of the Coaneil of 5 Apedl
2017 on medical devices, arending Divectrve 20010E37EC, Regulation (EC)
Ho 17872002 and Beglation (BC) Mo 12232009 and repealing Couneil Divectives
POGEEXEED and F3MEMAEEC (OTL 117, 5.520017, . 17,
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(3 the following Article 7a is ingerted.

Arkicle 7o Adapted frameworks for ATMPFPs The adepted frameworks established in
aecordance with Aricle 28 of frevised Divective 2000733 E CTmay apply also for the
purposes of obtaining @ centralised marbeting qudhorisalon in aecordance with frevised

Fe gulaion 7262004FC]

Arficle I77
Amendments to Regulation (ETT) Mo 5362014

Regulation (E1T) Mo 533652014 is arnended as follows:
(1 the following Article 5a is inserted:
“Lrticle 5a

Ermiroranental risk assessment for e stizational medicinal products for haroan use

containing or consisting of genetically modified organistas

1. Where the application according to &rticle 5 of this Regulation concerms clindcal
trials with ivwestigational medicinal products fior harean nse contaiting or consisting
of genetically modifie d crgarisins (GIVIDs) within the meaning of Article 2 of
DChirective 200118EC of the Europe an Parliarae nt and of the Council*, the sponsor
shall subrit an e reironte ntal 1isk azsesswent (ERLA) in the ETT portal (CTIS).
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2. The ERA referred to in paragraph 1 shall be conduc ted in accordance with the
principles set out m Annex IT to Divective 2001712/EC and the scienbfic gmdelines
developed by the Ageney in coordination with the cormpets nt authorities of the
Lk tober States, established according to Divective 2001/12IEC for this prarpose and
the delegated act referred to in paragraph 2.

3. Lrticles & 1o 11 of Ditective 2001715/EC shall not applsrto ivestizationsl rmedicinal
products for hurman use containing or consisting of gene icall v rodified orgarnisms.

4. The Cornrdttes for Wedicinal Products for Haran Use (CHIWE) s ferved bo in
Article 148 frevised Regulaion No (EC) 7262004 ] shall assess the ERLA re ferred to
in paragraph 1 in the fonm of & scientific opirdon. The CHIVE shall subret its opirdon
to the corgpe tent anthority of the Feporting Ik raber State within 45 dave from the
validation date referred to in Article 5(3). Where appropeiate, the opinion shall
include risk witigation weasares. The sponsor shall peovide evidence to the
Beporting NErmber State and the Member States Concermed that thess meamures will
be i plermented.

5. The CHIVIP may recue st, with justified reasons, via the EDT portal (C7TIS) additional
inforrmation fror the sporsor regarding the assesstnent referred to in paragraph 1,
which shall be proride d ondyy within the period referred to in Arfele § paragraph 5.
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To obtair and review the additional irdorne ton re ferred to in paragraph &5, the
Lgeney mayextend the penod referred to in parasraph 5 byra maximurn of 31 days.
The sponsor shall submit the requested additinnal imforreation within the period st
brrthe Agencw Where the sponsor does not proedde additional inforrmation within the
period set by the Ageney, the application referred fo in parazraph | shallbe deetned
to have expired i all Wletnber States concemed. The Agency shall inform e
reporting hember Shate via the CTIS and the Member Shates concermed about the
exkension of Hhe period referved bo i paragraph Jin qocordance with this
paragraph as well as the period st for the sponsor bo submit the reguested

information.

In case of first-in-class produc ts or when a novel gquestion arises during the

asse sgrne it of the subimitted ERLA as referred to in paragraph 1, the Agencyshall, if
necezzayy, consult with bodies that Mereber States have set up in accordance with
DChirective 20011 8EC or Divective 20090417EC of the European Parliarent and of
the Cournei** If'a consultation is necessary, the technical dossier addre ssing in
sufficient detail the inforrmation specified in Avwex 11T 4o Directive 20017120EC
shold be included to support the ER L where appropriate.

The Cormtnission shall be erponaered to adopt a delegated act in accordance with
Lrticle 29 to arnend the Sruvexes to this Regulation in order to specify the procedure
for the subrnission and the harrnordzed assesament of the ERA for irsrestizational
medicinal products containing or cornsisting of GhOsasset out in paragraphs 1 o 3

The delegated act referred to in the first subparagraph shall establish that the ERA is an

independe nt part of the application.
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The delegated act referred to in the first subparagraph shall specifiy the content of the
ERA taking into account the coremon application foras and Good Practice Docurnents
for genetically modified hurnan cells and for adenc-associate d wiral vectors that were

prblished by the Azency.

The delegated act referred to in the first subparagraph shall contain a provision to
update the ERA requirernents for ftpestizational medicinal products contairing or
congisting of GIvIDs following scientific developrnents and changes of (Directive
20011EEC)T,

*  Dhrectrve 2001/18/EC of the European Parliament and of the Council of 12 Iarch
2001 on the deliberate release into the ervdroneee nt of gene ically modified organisms
and repealing Council Divectise J0/22WEECT - Cornrnission Declazation (O L 106,
17.4.2001, . 1.

## Dhirectrve 2009/ 41/EC of the European Parliament and of the Couneil of & Mav2009
on the contained use of geneticallyrodified roicro-orgardsrns (Recast) (OT L 125,
2152009, p. 13077

(fa)  in Arkele afl) pointcisrepleced by the following:

o) Complianee with the requirements comeerming the menufachoring and import of

imestigationa medcinal products and @ociliorp medicing] products zetout in Chapter TX

Tf reguested by an applicand, whether the nveshoabional medicinal product can be
mimufackired Yrough decentralise d manufachining.
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Hhen amessing @ roguest o wse decentralised manufachiring, the principles expressed in
paragraph I of Arkele 260 fof the revised Divechve fapply nutabis mutandis. The

Compnigsion may specifp bp means gf an wnplementing acly the etailed @rangements for e
application of these principles. This implementing act shall be adapted in aocovdance with the

examinaion procedire veferved toin dvticle 85(2)
2 in frticle 25013, point (d), is replaced by the following:
Td)  mmeasires to protect subjects, third persons and the exsdronraent:;”
3 Lrticle 26 iz replaced by the following:

*Article 26
Language requirernents

The language of the application dossier, or parts thereof, shallbe dete rmine d by the Merber

state concemed.
The language for the ervirommental visk assesament (ERA ) shall pre ferablybe English.

Lleraber States, in applving the fivst subparagraph, shall consider ancepting, for the
docareentation not addressed to the subject, a corrnonly understood language in the medical

field.;
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Y in frticle 374, the following subparagraph is insetted after the fivet subparagraph

Tn the case of a clirdeal trial which irsrolves the use of & medicinal product n the paediatic
poplatioz, the tivveline referred to in the fivst subperagraph to subnit to the EXT database a
surnrnaty of the results of the clirdeal trial shall be & months ")

(5 in &rticle G100, point (a), i3 replaced by the following:

) it shall havee at its disposal, for manofacture or iport, suitable and sufficient
prerizes, technical equipraent and conteol facilities coraplying with the recuirernents
et out in this Regulation and, whete appropriate, in case of tne stigational me dicival
products contairing or consisiing of GIVICe, i Divective 20000417EC, ;7

(&) in frticle 6613, point (o), is replaced by the following:

o) inforration to identifty the medicina] product, including, where appeopriate, “This
VP contains genes tically modified organismns;’;

VT in frticle 76, paragraph (1) 15 veplaced by the following:

‘1. NEember States shall ensure that systerns for compensation for any darnage suffered
byra subject resulting from the participation v a clinical-bial sreaved-o-Had
pasiaa-Hha-orriseranesi-awansguste trial conducted on their territoryare in place
in the for of nsurance, 4 guarantee, or a sirailar avvavge ment that is equiralent as
regards its parpose and which is appropriate fo the natore and the extent of the

visk. "7
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(Fa)  in Arlicle al, paragraph 1is replaced by the following:

"I The manufackering and import of imveshigabional medicingl products in the Union
shall be subject to the holding of an authorisalon.

The manufacturing authorisafion shall not be reguived for decentralised sites carpring oud
mumufackiring or kesting skeps, in accordance with Arfele 8[1)(c) under the responsibilily
af the guelified person of @ central sibe referred to i Article 81020(0).

The holder of the manufachiring quthorisaion for a central site responsible for
decentralised manufactusing of the investgabional medicinal products shall ensure that the
aetivibes of the conbral site and decentraliced sites are compliant with the good
mimufackiring prackee for veshoational medicinal products referved bo in Arhcle

6’3{'}' ) .lll..l
(7b)  in Arfcle alin paragraph 3a is added:

"3, The Commission shall adopt delegaked acts supplementing this Regulebion by
specifiring the particulars reguired in an applcabion for a manufacturing
authorisaion for a cenbal sike responsible for decentralise d manufachring of the
imveshgeloncl medicinal products, in cecordance with Arficle ol and Arlicke 4
paragraph I, point (v), as well a2 the modalities of the registration process for
these decentralised sites and clayifiing the arrangements of the manufachuring
authornisaion holder for a central sile as well g sponsors as regards the

registrabon and ovessight of the decentralised manufacturing sites.’)’
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(7o) in ArBele al paragraph dis replaced by the following:

Y Article 14200, (), () (5) Arkcles Iddto 148 Aricle I87(1) poinds (@) to (B), (i) to
(£), Article Id8(a) to (11) of fevised Directive 200133/ EC] shall apply mutatis
mutandis bo the qudhorisalon referred to i paragraph 1)

3] &rticle 59 iz replaced by the following:

“Artiels 20
Exercise of the delegation

1. The poower to adopt delegated acts is conferred on the Corgnission sabject to the
conditions laid down in this Article.

2. The power to adopt delegated acts referred to in Srticles 5a, 27, 39, 45, 63(1) and 70
shallbe corferred on the Comyizsion for a period of five wears frorm the date
referred to i Article 9902, The Comimission shall dravr wpoa report in respect of the
delegated powers not later than rine rmonths before the end of the foe year perind.
The delegation of powers shall be tacitly exterded for perods of an identical
duration, unless the European Parliament or the Couneil opposes such extension not
later thar three roorths before the end of each perind.

3. The delegation of power referred o in Arficles 5a, 27, 39, 45, 63(1 ), and 70 mavhe
revvoked at aroy titne byrthe European Parliavaent or by the Couneil. & decision to
rewvolke shall put an end to the delegation of the power specified i that decision. It
shall take effect the day following the pablication of the decision in the Official
Jowrmal of the Europear Urdon or at a later date specified therein. It shall not affect
the walidity of any delegated acts alreadyrin foree.
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4. Before adopting a delegated act, the Cormrnission shall consult e xperts desighated by
each Ivleraber State in accordance with the prmeiples laid down in the
Interinstitutional Sereerment of 13 A pel 2016 on Better Law-Ivlaking.

5. Bssoonas it adopts a delegated act, the Coraredssion shall notits it sirnultaneonsly to
the Ewropean Parliatrent and to the Couneil.

B, Adelegated act adopted pursuant to Srticles 5o, 27, 38, 45, 63017, and 70 shall enter
nto force only if no objection hasbeen expressed either by the Evropean Parliatment
ot the Coune il within a period of tao months of notification of that act o the
BEuropear Parliaraent and the Council or if, before the expiry of that period, the
European Parliament and the Council have both inforrme d the Comrnission that they
will not object. That period shallbe extended by taro months at the iratateee of the
BEuropear Parliaraent or the Council.;’

o &rticle 91 iz replaced by the following:

‘A rticle 91
Eelation with other Union legal acts

“This Regulation shall be without prejudice to Couneil Directive 97743 E uratorm !, Couneil
Diirective 9620/ Eurator?, Direc tive 200423/EC of the European Parliarent and of the
Council?, Directive 200292/EC of the European Parliament and of the Couneil* and Dire ctive
2010/53/E1 of the European Parliament and of the Couneil®.
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In the context of mepec ions referred under Articles 52(5) of [revised Femlation T26/2004]
and Article s of this Begulation and the criteria set out i Suee IO of [revized Regulation
T2602004] apply routabis mutandis.

1 Coureil Divectiee 3043 Faratorn of 30 Tane 1997 on health peotecion ofindraduals
azainst the dangers of lonizing radiation in relation to medical ex posare, and
repealing Divective 240486 Enratom (O L 180, 97,1097, p 223,

! Couneil Divectiee 96720/ Euratorm of 13 Ilay 1996 laying dowr basic safetystandards
fior the protection of the health of workers and the general public against the dangers
arising from lonizing radiation (OF L 159, 20 4.1994, p. 17,

: Dhirective 2000 23EC of the Europe an Patliarme nt and of the Couneil of 31 Ilarch
2004 on g thing standards of qualityand safetyfor the donatior, procare ment, festing,
processing, preservation, storage and distribution of hornan tisses and cells (COF L
102, 7.4.2004, . 43).

¢ Dhirective 200298EC of the European Parliarne nt and of the Couneil of 27 JTanuary
2003 sething standards of qualityand safetyfor the collection, testing, processing,
storage and distribution of hurman blood and blood cormpone nts and araending
Directiwe J001FEIEC (O L 033, 22,2003, . 30).

i Dhirective 2010053/ of the Exropean Parliament and of the Couaneil of 7 July 2010
on standards of quality and safety of harnan organs intended for transplantation
(07 L 207, 6.5.2010, o 14).7
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(I8 In Annex Ipoint B, anew paragraph 3a ks added.

"The cover leter shall indicate whether, and if pes why, e decentralised manfacturing
af inveshigaional medicinal products has been proposed by e sponsor. !

Article 178
Amendments to Regulation (ETT) 2022/123

Regulation (E1T) Mo 20225123 15 arnended as follows:
1. In &rticle 15, the following paragraph (1) is added:

7 Where arequest has been rnade in accordance with Srticle 12803) of Regulation (ETT)
2022123 and there iz an application for a temporaty erergene vinarketing
anthornsation for the medicinal product cone erned in accordance with Article 30 of
Begulation [Mote to OF: Flease fill in with the nureber of this Begulation]®, the
procedure initiated under that Begulation shall presail.”

*  [OF: Insert the full title of that Begulation and the O reference, please]’

2. &rhcles 33 and 34 are deleted.
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CHAPTER XV

FINAL PROVISIONS
Arficla 179
Repeak

1. Feglations (EC) Mo 14172000, (ECY Ho 72672004 and (EC) Ho 150172006 are repealed.

Beferences to the repealed Regulations shall e construed as references to this Begulatinn
and shallbe read in accordavce with the correlation table v Armex V.

2. Comrudssion Implere nting Fegulation (EU) Mo 19872013% iz repealed.
Arficle 180
Tramsitional p rovisions
1. The provizions of Arficle 117-efFHesFeaslaboseshall also apply to marke ting

authorisations of redicinal products for harwan use granted in accordance with Fegulation
(ECT Mo 72602004 and in aceordance with Directree 2001 5230EC hefore [Mote to the OF:
Flease insert the date = date of entty into application of this Fegulation].

5 Corurnission nplementing Begulation (E1T) Mo 19852013 of 7 Warch 2013 on the selection
of a syrabol for the parpose of identifsang medicinal products for harvan use that are subject
to additional mondtoring (OT L 65, 832013, p. 17).
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2. The procedures conce rming the applications for rarke ting authorisations for wedicinal
products for hurnan nse that have hee n ssakidadodn b il e d Seeasasdansonitimtotislomad
Femabatear R Fhla—te PR b fore [Mote to the OF: Please insert the date = date of
ety into application of this Fegulation] and that were pending on [Mote o the OF: Please
insert the date = the davhefore the date of application of this Pegulation] shall he
cotnpleted in accordance with Srticls 10 of Begulation (ECT Mo 72672004,

3 Frocedures concerning imposed post-authorsation stodies that were rdbated in accordanee
with Article 10a of Begulation (ECY Mo 72602004, before [Mote to the OF: Please nsert the
date = date of entry into application of this Fegulation] and that were pending on [Mote o
the OF: Flease insert the date = the daybefore the date of application of this Regulation]
shall be coraple ted in accordance with Artiele 20 of this Regulation.

Ja. For me dicinal products authorised before [OF: Please insert the date = e day before
the date of application of this Regulafion]and for which the validity expires after that
date, Hee renewal of the marleting authorisation sholl follow the procedures referred o
i Arficle 17

4, B way of derogation, the periods of regulatory protection referred fo in Article 29 shall
niot apply to refere nee medicinal products for which an application for marketing
authorization has been submmitted before [Maote to the OF: Please insert the date of
application of this Fegulation]. &iticle 14(11) of Begulation (EC) Ho 72602004 shall
contire toapplyto thern.
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By way of derogation, the reporting oblications a3 referred to in Article 57 of the revizsed
Direchye 200LB3/EC] shall not apply with regands bo medicingl products authorized in
gecordance with frevised Fegulation 728200 ECT before [OF pleage inserd the date =
Jamonths after the date of entering into force of this Regulafion]

Orphan designations granted before [Mote to the OF: Flease msert the date of application
of this Regulation], entered in and not reracved fro the Coroaanity Re gister of Orphan
Iledicinal Products in accordatce with Srticle 5, parasraphs 8 and 13, respec tively, of
Fegulation (EC) Mo 14172000 and not granted a rarketing anthorsation n accordance
with Artiele 730 of Begulation (EC) Mo 14172000 corvesponding to the orphan desiznation
shallbe corsidered fo corgply with this Begulation and shallbe endered in the Fegister of
Degigniated Orphan hedicinal Products.

Orphian desigrations sranted before [Mote to the OF: Please insert the date of application
of this Regulation] which are either reracve d from the Corpaunity Fegister of Crphan
Lledicival Products m aceordance with Bxticle 501200 of Begulation (EC) Mo 14172000 or
granted a marketing authorisation in accordance with frticle W3 of Regulation (EC)

Mo 14152000 shall nothe considered as orphan desighations and shall nothe entered in the
BEegister of Desigrated Orphan Medicinal Products.
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1. The T-year validity of an orphan desigration referred to in Arficle 66 of this Regulation for
orphan medicinal products granted before [Mote to the OF: Please insert the date of
application of this Begulation], exntered in and not reraoved frora the ComruratyRegister
of Orphan Medicival Products in accordance with Article 2 (8) and (120, respectively, of
Begulation (EC) Mo 14172000 and not granted a rmarketing authorisabion in accordarce
with those Srticle W3) of Regulation (EC) Mo 14102000 cormesponding to the orphan
designation shall begin o ran fromm [Mote to the OF: Please nsert the date of apgplication of
this Fegulation].

. By way of derogaion, the periods of marliet exclusivily referred to in Aviiele 71(2) shall
not apply for orphan medicingl products for which an application for marketing
guthorisation has been submited before [Noke to the OF: Please insert the date of
application of this Regulaion] Those orphan medicinal producks shall benefit from the
perod referred o in Arkicle 8(1) of Fegulakon (EC) No 1412000 This derogation shall
only appl to the indtial marketing cuthorisation.

However, any other application for an orphan me dicinal product containing the same
Robye subshance mubmitted before [Noke to the OF: Flease ingert the date of applicalon
of this Fe gulahon | shall be subject to the provisions of ¥his Regulation with regard to
the market exelisiviyy periods, in particular Articles 71(3) and 72.

o
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9. Whet a paediatrie ivestigation plan, a wabver o a deferral has been granted in accordance
with Regulation (EC) Mo 190172006 before [Mote to the OF: Please insert the date of
application of this Begulation], it shall be consdered to comply with this Regalation.

The proce dures cotce rang the application for a paediabic restigation plan, a warer ora
deferral subenitted before [date of entryinto application], shallbe comgpleted in accordance
with Fegulation (EC) Mo 190152006,

10. Femlations (EC) Mo 214196, (EC) Ho 204972005, (EC) Mo 5072006 and (EC)
Mo 655/2007 shall rernain in foree and continue to apply undess and until repealsd.

11. BEegulation (EC) Ho 1234722008 shall continne to applyunless and unh] repealed as regards
medicinal products for hutwan use that are covered by Begulation (EC) Mo 72672004 and
Diirective 2001/23/EC and that ave not exclnded frorn the scope of Regulation (EC)

Mo 123472008 prarsuant to Article 2%h, paragraphs 4 and 5 of Directive 2001/83/EC,

12. Comrudssion Regulaton (ECY Mo 847/2000% shall continue to applyunless and until
repealed as regards orphan medicinal peoducts that are covered by this Regulation.

3 Corrission Fegulation (EC) Mo 24772000 of 27 &peil 2000 laying down the provisions for
ieplermentation of the criteria for desiznation of a medicinal product as an orphan medicinal
product and defivitions of the concepts "sitilar medicinal produet’ and ‘elinical superiontst
(0T L 103, 28.4.2000, g 535
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13. Borweay of derogation fror Srticle [Dharation of application of Chapter ITI] wouchers
granted until [Mote to OF: insert the date of 15 years after the date of entry into foree of
this Fegulation] or until the date whern the Corenission has grant=d a fotal of 38 Fouchers
in arcordance with Chapter ITT, whichewrer date iz the earliest, shall continme to e walid
according to the conditions s=tout in Chapter I11

14 Marleing authorisaiong of human medicing products authorised in accordance with
Arfele &(1) of Direchye 2001/83ECshal be deemed to have been issuedin accordance
with Asticle 5(1) freviged Divechive 2001733 C] irvespective of whether those products
are covered by Annex Iho [Revised Regulafon (EC) No 7252004,

Ardicle 18]
Eniry into force

Thiz Regulation shall enter into force on the twentieth day following that of its publication in the
Cificial Jowrral of the European Urdon.

It shall applyfrom [Mote to the OF: Please insert the date of 1224 months afler ite entryinto force.
The date should be identical to the date for the application of the Directrve] .

Hogrenver, Axticle 67 shall applyitor [Mote to the OF: Please insert the date of d=messs months
after the date of adepbenlerdrisde-foreslapplicabiorepplic alion of this Regulation].
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Articles 4040 43a, Arficles 113 to 115, Article 115q, Arficks 1270 134 and Arficles 141 and
15405), shall apply from its endrp indo force and Avieles 11640 128 shall apply frowe [MNote o the
O Pleqse ingert e date of Gwmonths after the date of enbry into force of this Regul@dion]

Thiz Fegulation shall be bindirg in its entivety and divectly applicable in the Dleraber States in
accordance with the Treaties.

Dorne at Brssels,
For the European Parliament For the Council
The President The President
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ANNEX T
MEDICINAL PEODUCTS TO BE ATTHOETSED BY THE TTNION

1. Dledicinal products deseloped by means of one of the following biotechnological

proc esses:
- recorabirant rocleic acid technology,

- controlled expression of genes coding for binlogically actree profeing in prolaryot: s
and enkaryotes including transfornmed marenalian cells.

2. Ldvanced the rapy roe dicinal produc ts as defined in Article 2 of Regulation (EC)
Mo 13942007,
3. Lledicinal products for harnan use containing e new active substance which on Se-bdasr

0 date of appleckon of this Regulation [ was not anthorised in the Urndon, exeluding
allergen medicingl products or herbal e dicinal producte-sebaebeaked-tmasmoaesmd-te

3a. Medicinal products for Ruman use containing a new active subslance, whick on 20 ey
2006 was not authorizsed in the Uion and which is not covered by point 3, for which the
therapeudic indicaion s the treabtment of any of the following dise ages:

Reguired imaaene defleiency arndrome,

- CAMOSF,
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- newrodegenerative dizorder,
- diabetes,

- gubo-iemune dige ases and other Bnmane dysfunctions,

- viral diseqses.
4. Iledicinal products that are desigrated as orpharn medieinal prodoets pursaant to this
Begulation.
5 Iledicinal products authorized in accordance with a paediatric use marke ting authorisation.
f. Pricrity antiraicrobials as referred to in Article 40,
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(1)

()

ey

)

(5]

ANNEX 1T
LIST OF THE OBLIGATIONS REFERRET TOIN ARTICLE 172

the chligation o subrdt complete and accurate particnlars and docuraentation in an
application for rarketing authorsation subredtted to the Agenctyor in response fo
ohligations laid dowr in this Regulation to the extent that the failare o coraplywith the
ohlization concerrs a material parficalar;

the chligation o corply with conditions o restrictions included in the marketing
authorisation and concerming the supplior use of the medicinal product for harwan use, as
teferred to in Article 12 (4), point (o) and in Arfiels 1301} fourth sub paragraph,

the obligation to coraply with condiions or restrictions included in the marketing
authorisation with regard to the safe and effectvee use of the rmedicinal product for hurman
nse as referred to in Artiels 1204), points (b), (d), (&), (f) and (g} and in Article 13(1},

the chligation fo introduee any nece ssary wariation to the terms of the marketing
authorisation to take account of techwical and scientific progress and erable the medicinal
produe ts for hotean use to be manofactured and checked by reans of generally accepted
scientific methods, as provided for in Artiele 45(17;

the obligation o supply arey new inforenation which may entail a variation to the terms of
the marketing anthorisatior, to notifyrany proldbition or restriction inposed by the
corapetert authorities of avy country in which the wedicinal product for larnan use is
rnarketed, or to supply any indormation that may influence the evaluation of the risks and
berefits of the product, as provided for in Srticle 4502);
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()

the obligation to kee p product inforrnation up to date with ewrre nt sciertific knmwledge,
including the conclusions of the assesswent and recorarnendations rade public on the
European medicines web-portal, as provaded for in Artiele 45(3);

T the obligation to provide, at the request of the Agenc oy, any data dernonstrating that the
benefit-risk balance rerains favourable, as provided for in Article 45040,

] the chligation to place the e dicinal produet for barnan use on the market i accordance
with the content of the swrrnary of product characteristics and the labelling and package
leatlet as contained in the marketing authorisation,

=y the obligation to coraply with the conditions referred fo in Srbiele 131} and Sificle 19,

(107 the ohligation to notifyy the Lgency of the dates of actial marke ing and of the date when
the rnedicinal product for hurman use ceases to be on the market, and to provade to the
Lgencydata relating to the wolurne of sales and the vobume of prescriptions of the
tnedicinal product for harnan use, as provided in Srticle 16(4);

(117 the chligation to operate a cormpre henstve pharmar ovigilance systern for the fulfilment of
phammacovigilance tasks, including the operation of a quality syetem, maintenance of a
phamvacovigilance systern master file and performance of regular audits, in accordance
with Article 99 in conjurction with Lrticle 99 of [revised Divective 20018 3/EC],

(127 the ohligation to subindt, at the request of the Bgency, a copyof the pharac ovigilance
systern rnaster file, as provided for in Article 45(4);

(131 the ohligation to operate a visk managerne nt systern as provdded for in Article 22 and
Lrticle P90 in conjunction with Ariicle 99(4) of [revised Directrve 2001E37EC];
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(14)

the obligation to record and report mepected adverse reactions for nedicinal products for
hrnan use, in accordance with Article 106 (1) v conjurction with Srhicle 105 of [revized
Diirective 2001E3/EC];

115} the obligation to subrat periodic safety update reports, in accordance with Srticle 10602
in conjune ion with of [revised Directive 2001/230EC],;

(16} the obligation to conduct post-marketing studies, ineluding post-authorization sate t
studiesand, post-anthonsation efficacy shedies end posteuihorization environmendal risk
aegessnent studies, and to subrait the m for resdew, as provided for in Article 20,

117 the obligation to ensure that public arnouhcernents relating to rdbnation on
phammacovigilance conce s ate presented objectively and are not musleading and to notify
thein to the &gencw, as provided for in Srticles 104 of [revised Divective 2001E35ECT,

(1) the ohligation to corply with the firae limite for nitiating or completing measares
specified in the Brency’s decision on deferral following the initial marketing authorisation
of the rnedicinal product for htean use concemed and in accordance with the defira tove
opinion referred to in Article 21020,

(197 the obligation to subrot o the &gency an updated version of the paediatiic foee stization
plan in accordatice with the agreed titning as provided for in Srticle 7402 and Lrticle
A,

203 the obligation to place the medicinal product for lrman use on the market within teo jears
of the date on which the paediatric indication is authorised, as prosided for in Leticle 59 of
[revised Directree 200123/EC];
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(21}

the obligation to notifiy the Sgeney the intention to discontivme the placing on the rarket
of the product no less than ssel.? raonths hefore the discorntinnation as provided for in
Lrticle 60 of [revized Directive 2001E3/ECT;

22 the obligation to transfer the marketing authorsation or fo allow a third partyrto uss
documentation contained in the file of the medicinal product, as provided for in Lrticle 60
of [revised Directrve 2001/53/EC];

1237 the obligation to notifiy the Sgencyof the intention to discontinne the conduct of an agreed
paediatic irvestization plan and prosdde the reasons for such discontinuation no less than
six mornths before the discontirmation as provaded i &rticle 55,

24 the obligation to subrait paediatie studies to the Azenewor to the Ilember States,
including the oblization to enter indorration o third countryrelivical tials into the
European database, as provided for in dedielesll Arkinle 2

(257 the ohligation to subiit to the &geneya paediatie Doestization plan witha request for
agreernent or an application for a waiver from it =
honxgan phavrnaco Tinefichefore the iniiabon ofsafe!_:,-' and e_f,fic:zr:}-' clinical studies i
eabaldn, except in duly justified cases, as peovided for in Avticle T6(1 )

24 the obligations in accordance with Aticle 114 paragraph I, points (@) (b, (&) and (),
Article 117, Article 119, Arbcle 125, Article 128, Arfele 133

(238)  the obligations to report on financial support and research and development costs as laid
down in Arkele 57 of [revized Directe 200183 ECST
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ANNEX TT1

BEROCE DR DD CR PR - G OV E RN G TNSPE C 1T OMN S-E-A B R He D O rE B AL PR
AEBEAL TN THE INTEREST OF THE TINICA
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An inspechion iz in e interest of the Union when there i5 a need bo engure fasler or condinuous

qecess b medicines for patients and when the inspection is justified based on at least one of the
following grouwnds:

f) it prevent mikoake or addyess shortages of medicingl products, or Helr aelve substances

oF otfer supply ssues, or

(B toprevent migek or address q possible threatto public health, @ public health emergency

or @ major event which reguires immediate action, or
) to eddress a suspicion of non-compliance of the manufachiring site, or

(i) o enable the process of grankng the marbeling authoriagion for centrally authorized
productsmergency use authorisalon and for their achive substance masker files.
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ANNEX TV
AVATLARBILITY
Part I

Inforrmation to be peovided in case of 2 suspension or cessation of marketing of a medicinal product
or withdrawal of the marketing authorisation of a medicinal product

For the parpose of the notification in accordance with Article 11601}, points (a), (b) and (e, the
roarke ing authorisation holder shall notify the following mirdrwoma set of indormmation

(1 Froduct details:
(a)l Product narne;
by Acteve substance(s) and active substance supplis(s),
i) Firashed product marnfactorer;
() Anatoraieal Therapeutic Chemical (ATC)code
{e)  Therapeutic indications);
if)  Pharrnaceutical forrog

{g) Strengthis),
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)

(k)
(1)
gl

(k)

(1

Boontels) of administration;

Lffected pack sizels);

Slternatve, pharrnacentical forry, strength, ronte of adiairdstration or pack sze, not

affee ted by the suspension, cessation or withdrawral;

D tails of anthorisation: procedute type (hational (ineluding Dlermber State(s)
iwobved)f certralized marketing authorisstion) and sefessmesrn arieing
authorisabion number,

Lk rber States in which the product is placed on the market.

Detailz of action (suspension, cessation or withdrawal):

{a)
{h)
(el

(d)

(&)

Cate gory of action (suspe naior, cessation or withdraweal),
Lorailable stock up o start date of action,
Start date of action, per hember State

Feason for action and inforrmation on alte mative me dicinal produci(s), where

televrant;

Inpacted EJF EEL countries,
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i(fi  Beference to pending regulatory action, Rapid Alert {oualityf safety) or Cuality
Defect Report related to the action, if relevant;

fg)  Cther competent authorities notified,

(k) Awyactons completed or planmed based on a request of the competent authorities of
the Ivlermber State concerned.

(3 Contact details
(a)  Ivhrketing anthorisation holder narne and address;
(b} Mame and cordact details of person notifang.
Part IT
Risk assessmoent of tnpact of suspension, cessation or withdraweal

For the porpose of the reguest made bythe corapetent authority conce mmed in accordance with
Lortiele 118(2), the tnarketing authorisation holder shall notiftrat least the following infonvation:

(1 Fisk assessmment of tapact of suspensior, cessation or withdrawal, inc luding:
{a) Potenfal alternative roedicinal products,
(b}  Estimated market share per MEmber State in previous 12 months,
) Chantities deltvered per ronth per Iermber State in presdons 12 mornths;

() Ivhrufsctoring capacity globally per marmfacturing site,
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(e} Forecast of supgly per raonth and per Mewber State until suspe nsion, cessation or
withdrawal ooours,

(fy  Forecast of dernand per motth and per Merber State v next & months;

fg)  Dopacton the sopply of other medicinal products fror the sarme marketing
authorization holder,

(k) Potenfial impact on the consarnption of or dermand for other medicinal products.

- &ny nsk-mitizating measures taken by the marke ting authorisation holder to address the
shortage.

Part III

Inforrnation to be provided in case of a termporary dismiption of supply Se-ssesdbesgpedontiol-cs
actual shortama

For the parpose of the notification in accordance with Article L1A(1), point (d) the marketing
anthorisation holder shall notifyrthe following mformation:

(1) FProduct details
(a)l Product narne;
(bl Actre substance(s) and active subatance rmanufactore s);

i) Firashed product marnfactorer,
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(d)
(&)
(f)
()
(k)
(i)
(Gl

(k)

4y

Therapentic indication(s);
ATC code;
Fharmaceuntical form,
Strengthis);

Rioute(s) of administration;

&ffected pack size,

Llternative, pharmacentical forr, strength, route of adrdristration or pack size, not

affected by the supply disraphion,

Details of anthorisation: procedure type (rational (including Iernber State(s)
irorobve )Y centralised rmarketing anthorisation) and sefeseseeerbeing
authorization number,

Ik tober States in which the product iz placed on the market.

(2 Dietails of supply dismption

fa)  Shortage status (actual expected or potential);
by Loailable stock per month
) Expected start date of shorage by e raber State;
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(d)  EBxpected end date of shortage by Ileraber State;
(e)  Beason for shortages providing informakon on.
(3 Marufacturng issues neluding, butnot Reited b
- Uravalabilidy of achive pharmaceutionl ingredient
- Urnavalabidiy of excipients
- Urnavadabidiy of other raw makerials
- Tamies with the equipment,
- Delay in the release of the finishe d product,
- CRP non—compliance,
- Manufacturing site transfer
- Capreifies ssues
- Cher manfacturing issues
(@) Chalily ssues;
(@) Diskribufionissues, incliding bubt not Emited to.

- Export restriconssbans

- Imporbenport delays
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- Tranaport issues
- GDP non-compliance
- Cher distribulion ssues
) Imexpected increase in demand, including but nol limited bo:
- Changes i prescribing befaviony
- Urnavailabiliy from obher MAHz
- ey ingues relate d to increased demand
i) Commercial reasons; incliding butnot lmited to.
- Change of the MAH Business strategy
- Tnsolvency proceedings of the manufacturer or MAH
- CHher comme raial Feasons

i) Reguletory ssues; including but not Bmiled bo: Pendingvariation to the
terms of the marleting aithorisation Other regulatory issues

{ii) any other reasons.

i(fi  Dopacted BTN EEA countries and whete available other inpacte d countries;
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{g) Beference to pending regulatory action, Rapid Alert {oualityf safety) or Cality
Defect Report related to the action, if relevant;

(b Cther competent authorities notified,

(1) fAnyactons completed or planmed based on a request of corupetent anthortes of
IvE mber State concemed.

(3 Contact details
(a)  Ivhrketing anthorisation holder narne and address;
(b} Mame and cordact details of person notifang.
Part IV
The Shortage IWhtization Flan

For the porpose of the reguest made bythe corapetent authority conce mmed in accordance with
Lortiele 118(2), the tnarketing authorisation holder shall notiftrat least the following infonvation:

l. Shortage mitigation plan, detailing the risk assessrrent of impact of shortage, including,
where available:

f(a)  Potenbal alterrative medicinal products,
(b} Estirmated raatket shave by Ilemmber 5 tate in previons 12 months,

fcl  Chantities delivered per month per Member State, in previons 12 months,
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() Whrafachwing capacity globally per raarnnfachuing site,
(e)  Porecastof supply per ronth and per Iercber State for the duration of the shortaze,

ify  Porecastof dernand per rmorth and per MWerber State for the duration of the
shortage;,

fg)  Dopacton the sopply of other medicinal products frora the sare marketing
authorization holder;

(k) Potenbal impect on the consarnption of or dermand for other medicinal produets;

(1) Anyrish-raitigating meamives talen or planned bythe marketing authornzation holder
to addre ss the shortage.

Pamt ¥

The shortage presention plan

The Shortage Prevention Plan referred to in Sirticle 117 shall cortain the following mirdrorn st of
inforrmation:

(1} Product details:
(a)l Product narne;
by Active substance(s) and active substance manufacture is),

i) Firashed product marnfactorer,
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(d)
(&)
(f)
()
(k)
(i)
(Gl

(k)

LTC code,

Therapentic mdication(s);
Fharmaceuntical form,
Strengthis);

Rioute(s) of administration;
Pack size(s),

Details of anthorization: procedute type (hational (ineluding Mernber State(s)
irorobve ) centralised rmarketing anthorisation) and sefesnesmarkeling
authorisation number,

Lk rober States in which the product is placed on the rarket.

(2 Shortage prevention measwes and supplychain nisk assessment

() PaBentimpact of potential supply disruplions, comside ing therapewtic indicalion
and alte mative marketed medicinal products and estmated market share by
Sbember Shatesin the previous 12 months,
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(bl Supply chair s

iah aegessment, to inclnde:

B

@ Shppl chain map, including the list of manufachiring sites, their location
and share of produckonvolumes per manufachiring site ot the different
steps of manufackuring process with parficular atlntion o aupply chain
vulnerabilities and dependencies;

@) Arecord of root causes of resolved shortages and miigaion measures talien
for those shorlages,

(ba) Finalrish classificabon (Iow, mediem, Mgh) covering both supply chain
vudnerabilily and public heqlth wnpact with separate risk clawsificaion if

necessan.
£a3(2a) Shortage managerent measues, to include:

() a risk control strateg win place, to include inforrmation on strategies to minirise
tisks of shortages and how these are irmple mented,

HiHP) aprocess for the detection and notification of sopply disnaptions and
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&3 2b) Process for check of effectivene ss, review and update of the shortage prevention plan.
i(Ze) methodology for esteblishing the demand forecast;
3 Contact details

fay  Nhrketing anthorisation holder narme and address,

by Marne and defails of contact person,
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CORRELATION TABLE [T BE VPDATED]

ANMEX V

R TN | D anmEe | VRREIEON | TRRIEON | negion
Art. 1 brt 1
bt 2 dart, 2 ot 2 Lt 2
Lrt 310 At 3010
Lt 3020, point (k) Bt 300, introductory
senterice and point (a)
Bt 30, point (h)
Lyt A Lt 304
Lrt 303, mitroductory Art 4
gxntence, points (a) and (k)
Lyt 2, dth sdbparagraph At 5017
Ayt 50270
Lrt &1} At A1)
Bt B2
Hur}'g. i1, E;Lhd &t B3]
subparagra
At () and (3)
Lyt A03) Lt AiA)
Lt 14(9) Art. &7}
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Regulation (EC) Mo A Regulation (EC) Mo Regulation (EC) Mo . .
7262004 Directive 200133/E.C 141,2000 1901/2006 This Regulation
Lot 1409, 1st Lrt. &7y, 1st subparagraph
subparagraph, 2nd
sentence
Lart. 14097, 2nd Lrt. 80T, 2nd sbparagraph
subpsrasraph
Lt T
bt E
bt O
Lt 7 Lyt 10, paragraph 1, points
{a) and (h)
&1t 10, paragraph 2
B B Lt 110175
Lt B2, 1stand 2nd Lrt. 1100, st and 2nd
subpsrasraph subpatasraph
Lrt. 11023, 3rd subparagraph
Lrt. 910 Lt 12015
Lyt 9, 1ot svbparagraph Lyt 12020, 1st subparagraph
Lt 6201}, 5th Lrt, 1200, Ind
subparagraph, 2nd subparagraph
sentence
Lt 902, 2nd Lrt. 1202, 3rd subparagraph
subparagraph
At BE3) Lt 1203)
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Reguhtion (EC) No e Regulition (EC) 1% Reguhtion (EC) No . .
726/2004 Direcitre 200183/EC 1412000 1901/2006 This Regulation
Bt 90 At 12(4)
Lt 14010y Lt 12050
Bt 10(10 Lt 1310
At 10 Bt 13(2.4)
At 11 bt 14
At 12 rt 15
At 13 At 16
bt 141 bt 1701
Bt 14000 bt 17(2)
bt 14(3) bt 18
bt 14.a(1] At 19(1)
bt 12-a(7%) 1o (9) bt 19(2) to (3)
At 10a At 20
St 106 Bt 21
bt 14a bt 22
At 15 bt 23
At 140(1) At 24(1), 15t subparagraph
bt 21 2nd
subparagraph
At 140(2) and (3) At 2402 and (3)
At 24(4)
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Regulation (EC) No e Rezulation (EC) No Rezulation (EC) No ] ]
726/2004 Direcitre 200183/EC 1412000 1901/2006 This Regulation
Art 22013 At 25013, 1st and 2nd
subparagraph
Azt 25(17, 3rd subparagraph
Art 82020 and (3) Azt 25029 and (3)
Bt B30 Lt 26015
Art 26010, 2nd sentence
At B3(2-7) At 2602) and (7)
At B304, 1at At 26(4), 15t subparagraph
subpearasraph
Art 26041, Ind 1o dth
subparagraph
Art Z35) o (D) At 605) 1o (0
Art 260100
Art 5(%), 1stand 2nd At 27, 1st subparagraph
sentence
Lt 27, 2% subhparagraph
At 21 bt 28
Art 14011 bt 20
At 30
art 31
bt 32
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Regulation (EC) No
T26/2004

Directive 200183 EC

Begulation (EC) Mo
1412000

Regulation (EC) No
1901/2005

This Regulation

Lt 33

Lrt 34

bt 35

Lt 36

Lt 37

Lt 3%

Lrt 39

Lt 40

Lt 41

Lt 473

Lt 43

Lt 44

Lrt 16010, () and (3)

Lt AN1), () and (3)

Lt 16(3a), 1st
subparagraph

Lurt. 4504, 1at
subparagraph, 1stand 2nd
senhtence

Lt 4504), 1at
subparazrapl, 31 sentence

Lt 16034, 2nd
subpearasraph

At 45(4) 2nd
subparagraph

Lt 46
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e ABuswe [ed Mamm

Ry | Directive 200183/EC Regultn (o) T R This Regulation
At A1
Art 16a(1) At A2
At 16a(2) Art. 47033, 1t and 2nd
sntence
Art A3, 3rd sentence
At A7), point (a)
At 16(3) At 47(4), points (b) and (c)
At 474, points (d) and (e)
At 42
Art. 16b At 40
Art 12 At 50
At 1913, 1st At 51(1), 1st subparagraph
subparagraph
At 51017, 2nd
subparagraph
Art. 19(17, 2nd At 51(1), 3rd subparagraph
subparagraph
At 19¢2) and (3) At 51720 and (%)
At 52
Art 53
At 54
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Ry | Directive 200183/EC Regultn (o) T R This Regulation
hat. 20 At 55
furt 0 At 56
At 127a Article 57
At 5%
At 50
At 60
At 61
et 62
hirticle 3(1), (a) 1st At 63(1)
subparagraph and ib)
Aot 63(2)
Aurticle 3(2) ATt 63(3)
hurticle (11 et 641
Luticle 5(2) At 64(2), Lst subparagraph
Eat. 642 2nd
subparagraph
hurticle 5(3) At 64(3)
atticle 5(d) and 5(5) bt 6]
ATt 64(5)
Aticle S(11) At 65
At 66
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Regulation (EC) Mo

Eegulation (EC) Mo

Regulation (EC) Mo

726/2004 Directie 200183EC 141/2000 1001/2008 This Regulation
Luticle 5(9) bt 67
Bt 6(1] At 65(1, mtrodustory
sentence, point (a)
Azt 63(1Y, points (b} and (o)
Aurticle (11 Article 63(2)
IYE At 69
At 70
Lt B(1Y Lt 7101
At 71(2) 10 (3) and (5) and
()
At 8(5) At TU(T)
Bt 8(3) et T1(d)
Article 72
Aurticle 7(2) Article 73
Aot 15(2) Aot TA(1)
Lot T, (30 and ()
At 11 Bt 75(1) amd (2)
. 7503)
At 16 At 76010, (2) and (3)
Azt T6(4)
Bt 17(1) and (2) At 71
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Ry | Directive 200183/EC Regultn (o) T R This Regultion
Lt TN to (6)
Lyt 1313 14D and 14 byt TE
i3
Art 14010 Lrt, 79
byt 19 Lyt 20
Lrt 20010 Bt B1010 and (2
Art 21 (3)
Lt 2002 Lt E104)
byt 21
At A3
byt 23
Art 22 1at sentence Art BA(1), 1st sentence
Art 24010, 2nd sentence
Lt BAC and (3)
&t 10 &t E5(1)
bt B5(
Art 23010 byt 26
byt 25 byt 27
byt BE
Lt 26 Lyt 29
Lyt 2 Lrt, 90
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Ry | Directive 200183/EC Regultn (o) T R This Regulation
At 46 At 01
irt, 30 At 07
Aot 3501 At 07
At 4l At 04
Lt 44 505
At 39(1) and At 40(1) At 06
At 4701} Azt 971
ot 4703) At 972
At 4% At 07(03)
At SOCL) At 08, introdustory
sEnhtence
furt. 98, points (a) o (B
Bt 21 At 00
bt 22 £t 100
At 24 £t 101
it 25 bt 102
At 250 bt 103
At 26 bt 104
bt 27 bt 105
bt 28 bt 106
At 2%a fat 107
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Regulation (EC) No
T26/2004

Directive 200183 EC

Begulation (EC) Mo
1412000

Regulation (EC) No
1901/2005

This Regulation

Lt 25k

10z

Lyt 2Ee

109

Lt 28d

110

Lyt ARe

111

Lt 28F

112

113

114

115

116

117

11%

119

120

11

122

123

144

145

126
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Ry | Directive 200183/EC Regultn (o) T R This Regulation
bt 128
At 120
At 130
At 131
I"RE
I"RE:
At 134
Bt 55 At 135
At 71 At 136
At 64(2) At 136(3)
At Tla bt 137
bt 57 IRE
bt 50 bt 170
Bt 52 At 140
St 1A1(1) amd (2)
bt 77 At 141(3)
bt 56 bt 142
Bt 65 bt 145
bt 66 bt 144
At 64 At 145
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Ry | Directive 200183/EC Regultn (o) T R This Regulation
Art. 146(1)
Art. 63(1) At 146(2)
Art. 61 At 14603) o (6)
Art. 72(2), 1st senfence At 146(8), 1st
subparagraph, 1st serdence
Art 146(7)
At 146(8), 1st
subparagraph, 2nd and 3rd
= htence
Art. 72(2), 2nd sentence Art. 146(2), 2nd
subparagraph
At 146(9)
Art. 63(2) At 147
At 502 Art. 1428(1)
Art. 61(5) Art 142(2)
Art 142(%)
Art. 61(2) 143(4
At 6101, 2nd and Frd Art. 148(5)
subparagraph
Art. 148(6) and (7)
Art 61 () At 142 (8)
At 61a(6) At 149(1)
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Ry | Directive 200183/EC Regultn (o) T R This Regulation
Lt Glall-4 Lt 143020 to (5)
Lot A0, 1t Lt 15001, 1st
subpsrasraph subpatasraph

Luxt, 150013, 2nd and 3rd
subparagraph
Lrt, 150027 to (5)
Lt 56023, 2nd Lyt 15006)
subpsrasraph
Lt G205) Lt 151(17
Loyt G200, lat Ly 15100
subpsrasraph
Lt 151030, st
subparagraph
Lt 6204, 2nd Lrt. 15103), 2nd
subpsrasraph subpatasraph
Lt 62023, 2nd Lt 151(4)
subpesrasraph
Lt 151057, (&) and (T}
Lyt G210, lat Lt 152010, Lst
subparagraph subparagraph
Lrt, 152017 2nd
subparagraph
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Regulation (EC) No L Rezulation (EC) No Rezulation (EC) No ) )
72612004 Directive 200183EC 1412000 1001/2006 This Regulation
At 62013, Ind, 3rd and Art 152¢1), 3rd to Stk
dth subyparazraph subparasraph
At 62(0T) Art 15202)
At 67(1-4) At 152010 and (3-4)
At 60 bkt 153
At 67(5) Art 153(5), 1st
subparacraph, 1st sentence
bt 154
At 6T6-12) At 15460 to £12)
Art. 68 At 155
Lt 60 At 156(1) and (2)
it 156(3) to (6)
at. T2 bkt 157
Art. T3 bkt 158
Art. 74 bt 159
At 160, Lst and 2nd
subparagraph
&3t 75, Ind subparagraph &rt. 160, 3rd subparastaph
bkt 161
bt 162
At 72(1) bkt 163
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