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OupektnBa 93/42/EEC, ctatba 15

1. In the case of devices intended for clinical investigations, the manufacturer or
the authorized representative, established in the Community, shall follow the
procedure referred to in Annex VIII and notify the competent authorities of the
Member States in which the investigations are to be conducted by means of the
statement mentioned in Section 2.2 of Annex VIII.

1. B cny4ae usgenuin, npeaHasHa4YeHHbIX A5 KIMMHUYECKUX NCCnegoBaHni,
N3roTOBUTESb NN €ro YNONMHOMOYEHHbIN NpeacTaBuTerb, YYpPeXOeHHbIN B
CoobuiecTtBe, OOMKHbI cnegoBath nNpoueaype, ykaszaHHoun B [NpunoxeHunn VI, n
yBEeAOMIATb KOMIMETEHTHbIE opraHbl [0CyOapCTB-4IEHOB, B KOTOPbIX
npegnonaraeTcsa NpoBoanUTb UCCNeaoBaHUA, NocpeacTsam yTBepXKaeHus,
ynomsaHyToro B Cekuum 2.2 INpunoxeHuna VIII.



OupektnBa 93/42/EEC, INpunoxeHune VI

[MopsiaoK BbiNyCcKka MeOAUUMHCKUX N3OeNMn ons KNUHNUYECKUX UCMbITaHUM
2.2. OCHOBHble JOKYMEHTbI/3asBlIEHNE N3roTOBUTENSA

—[laHHble, NO3BOMNAKLLME OSHTUDULMPOBATL paccMaTpuBaeMblin Nnpudop,
—NnaH KNMHUYECKNX UccrnenoBaHui,

—6GpoLutopa uccrnegosartens,

—MHOpMaLMSA O CTpaxoBKe CybbekTa nccrnenoBaHui,

—3asBneHne, YykasblBawllee, ABMAETCA N U3OeNuMe HeoTbEMIEMOM 4YacTblo, cyGcTaHuuein unm
NPOM3BOAHON YEeNoBEYECKON KPOBM, B COOTBETCTBUN CO cTaTbel 7.4 MpunoxeHus |,

—3asiBfeHune, ykasbiBarowee, M3roToBEHO NN n3genne ¢ NpMMeHeHne TKaHW XXUBOTHOMO NPOUCXOXOAEHWUS,
B cooTBeTCcTBUM ¢ JupekTuson 2003/32/EC,

—MHeHWe 3anHTepecoBaHHOro Komurtera no aTtuke U getarnbHble AaHHble MO acnekTtam, 3aTparmpaembiM B
3TOM MHEHUN,

—hamununsa Bpadva- crneumanucta unm Apyroro ynoJ/IHOMO4YeHHOro Juuda, a TakkKe Ha3BaHWe UHCTUTYTA,
oTBeYvarLllero 3a nccriegoBaHnA,

—MecCTO, AaTa Ha4varna v 3annaHupoBaHHaga NpoaoMKNUTENBbHOCTbL UCCNeaoBaHNUM,

—3adBrieHne, nogreepXxaarwliee, 4yTO paccMmaTpuBaeMblit ﬂpl/l60p yooBrneTsopdAeTr  OCHOBHbIM
Tpe6OBaHVIF|M, KpoOMe acCrneKkTtoB, COCTaBIAOLWNX 06beKT uccnegoBaHUM, M YTO B OTHOLUEHUN ITUX
ACNeKTOB MNMPUHATbI BCE MEpPbI NpeoCTOPOXXHOCTU ANA 3allnTbl 340pP0BbA U ©e3onacHoCTM naumneHTa.



OupektnBa 93/42/EEC, INpunoxeHune VI

nOpFI,D,OK BbIlMyCKa MeANUNHCKUNX n3genun ans KNMHUYECKUX UCnbiTaHUN

3.2. [lononHnTenbHbIe OOKYMEHTbl B HaUMOHaJ1IbHbl€ HA30pPHbIE OpraHbl

obLlee onnucaHne n3gennsa n ero npearnonaraemoe Ha3Ha4veHune,

paboune yepTexun, MeToabl NPOn3BOACTBa, OCOBEHHO B YacTu CTepuUnmsaumm, cxeMbl KOMMNOHEHTOB, Y3IiOB,
uenen v T.4.;

OnMcaHna N MNOSICHEHUA, HeobxoauMmblie ANA MOHMMaHUA Ha3BaHHbIX yepTexem M CXeMm, a TaKxe pa6OTbI
n3genu4,

pe3yrnbratbl aHalln3a puUCkKa U nepedyeHb CTaHOapTOB, OfNpenesieHHbIX B CtaTbe 5, NMPUMEHEHHbIX MOJTIHOCTbIO
UM 4YaCTMYHO, a TaKXKe OnucaHue peLlleHUn, MPUHATBLIX NS COOTBETCTBUS OCHOBHbIM Tpe6OBaHVIFIM, ecnu
onpegeryieHHble B Cratbe 5 cTaHAapTbl HE UCMONb30BaNUCL B NOSIHON MeEpE;

ecnun nagenue ABnaeTcs HEOTbEMEMOW YacTb, Cy6CTaHLI,M€l7I NN NPON3BOAHON KPOBM, COrfacHo crtatbe 7.4
MNpunoxeHus |, OOMKHbI ObITb npeacTaBneHbl JaHHble OTHOCUTENBHO UCMbITAHUIA, MPOBOANUMBLIX OS1 OLEHKU
©e3onacHoCTK, KayecTBa M MOSTHOLEHHOCTU Cy6CTaHLI,l/Il/I NN NPoOM3BOLAHON KPOBWU, C y4eTOM HaMe4dYeHHOro
NCMNoJ1b30BaHUA,

ecrnn mnsgenue MU3rotoBneHo C NpPUMEHEeHMEM TKaHeW >XMBOTHOMO MPOUCXOXAEHUd, cornacHo [upektuse
2003/32/EC, pomxkHbl ObITb npeacTaBrieHbl AOKYMEHTa Mo Mepam YrpaBreHus puckamu, NPUHATLIM Ons
YMEHbLUEHNS BO3MOXHOCTN BO3HUKHOBEHUSA UHAEKLUMN,

pe3yrnbraTbl BbIMOJIHEHHbIX MPOEKTHbLIX PpacyeToB, NPOBEPOK, TEXHNYECKUX NUCNbITAHUN U T.4.

CE-3Hak Ha nagenus ans KNMHNYeCKnX UCnblTaHUn He HAHOCHT.



[Mpnmep peanusauun TpedosaHnn B Bennkobputanmm
Medical Devices Regulations 2002 (S| 618)

Clinical investigations of medical devices — guidance for manufacturers

20. Applications must be made via the Integrated Research Application System (IRAS). The system
allows you to print the completed PCA1 and PCA2 forms and sterilization pro forma for signing before
making a notification to the MHRA.

21. Send the completed forms, the supporting information requested on these forms and the relevant fee
(see section 28 below) to the MHRA, (see section 27 below).

23. All documentation should be sent by recorded delivery.

24. All information must be in English. If any part of the supporting data consists of material in another
language, this must be translated. One copy of the original document in its original language should
accompany the application.

25. You must provide 8 electronic copies of the full submission, each on a separate CD.
All pages must be in their correct, numbered sequence, including reprints, diagrams, tables and other
data. All text and any relevant drawings and their captions must be clear and legible.

26. All documents must be arranged on the CDs as separate attachments.

Include a document index on each CD and ensure that all documents are named appropriately ie:
» clinical investigation plan « essential requirements checklist ¢ instructions for use
* investigator’s brochure ¢ patient consent « patient information ¢ risk analysis

» sterilization validation report « summary of pre-clinical data etc.



[Tpumep peanusauun TpeboBaHum B [epmaHnm
Gesetz Uber Medizinprodukte
(Medizinproduktegesetz - MPG)

Section 22a
Authorisation procedure at the competent higher federal authority

(1) The necessary authorisation pursuant to Section 20, sub-section 1, sentence 1 shall

be applied for, by the sponsor, at the competent higher federal authority. The application must
contain, in each case with the exception of the opinion of the relevant ethics committee, in the

case of active implantable medical devices, the information pursuant to number 2.2 of Annex 6

of Directive 90/385/EEC and, in the case of other medical devices, the information pursuant to
number 2.2 of Annex VII of Directive 93/42/EEC. In addition, the sponsor shall submit all of the
information and documents which the competent higher federal authority requires for its assessment.
The opinion of the ethics committee shall be submitted subsequently. Further details

regarding the procedure shall be regulated in an ordinance pursuant to Section 37, sub-section

2a.



OupektnBa 93/42/EEC, ctatba 15

2. In the case of devices falling within Class Il and implantable and long-term
iInvasive devices falling within Class lla or IIb, the manufacturer may commence
the relevant clinical investigation at the end of a period of 60 days after
notification, unless the competent authorities have notified him within that
period of a decision to the contrary based on considerations of public health or
public policy.

2. B cnyyae usgenun, otHocawmmcea K Knaccy lll, a Takke nmnnaHTupyembsix v
OONrOCPOYHbLIX MHBA3UBHbLIX U34enun, oTHocsAwmxca K Knaccy lla unm b,
N3roTOBUTESIb MOXET Ha4yaTb COOTBETCTBYHOLLME KITMHUYECKNE NCCIeq0oBaHNS B
KOHUe nepuoaa B 60 aHen nocne yBegOMISTEHUA, €CIN TONbKO KOMMETEHTHbIE
opraHbl B 3TOT Nepuog He yBe4OMMUITN €ro O NPOTUBOMNONOXHOM pPeLleHUn,
ncxoasa U3 coobpakeHnn 3apaBoOOXpPaHEHNA U rocyaapCTBEHHOW NOMUTUKMN.



[Mpnmep peanusauun TpedosaHnn B Bennkobputanmm
Medical Devices Regulations 2002 (S| 618)

16.—(1) Subject to paragraph (2), no person shall supply a relevant device (if that supply is
also a making available of the device) for the purposes of a clinical investigation in the United
Kingdom unless, before he does so, the manufacturer of the device or his authorised
representative has given at least 60 days prior notice in writing to the Secretary of State of the
intended investigation, in the form of—

(a) subject to paragraph (3), the statement required by Sections 1 and 2 of Annex VI,

and

(b) an undertaking to keep available for the Secretary of State the documentation

referred to in Section 3.2 of Annex VIII for a minimum period of five years.

Clinical investigations of medical devices — guidance for manufacturers

22. The 60 day assessment period will commence on the day that both the payment (i.e. the date a
BACS transfer or cheque is received) and valid notification forms and documentation are received by the
MHRA.

30. If further information is required during the course of a clinical investigation assessment, a letter will
be sent to the manufacturer requesting this information. Should the nature of the requested information
be unclear, it is essential that the manufacturer contacts the MHRA as soon as possible to request
clarification, or a meeting, conference call or videoconference if preferred. The 60-day clock does not
stop when additional information is requested. This applies in all circumstances, including notifications

made that cover prolonged holiday periods such as Christmas or New Year.



ObpaboTka 3aaBneHnst Ha NpoBedeHne

KNMUHUYECKUX UCMbITaHUN

How an application is handled by the MHRA
If all the necessary documentation required as part of the original
submission is complete and the fee has been received by MHRA,
a letter will be sent to the manufacturer including the following:
» an acknowledgement of receipt of the notice
* a reference number for the notice which should be quoted
in all communications made to the MHRA pertaining to that
application
* the starting date for the notification period.

Copies of the documentation pertaining to a proposed clinical
investigation will then be sent to one or more assessors who have
expert knowledge of aspects of clinical investigation of devices
which may include clinical aspects, biocompatibility, biological
safety, clinical research, immunology, pharmacology, statistics,
sterilization, technology of the device, toxicology, etc.

Assessors from outside the MHRA will have signed a statement
of confidentiality incorporating a declaration of any conflict(s) of
interest.

Each expert assessor will be allowed 14 days

After sideration of all the evidence provided, the MHRA will
noti@applicant of this decision.

Cl Processing — if no
further information needed

Further
infermation
required?

o
Day28 ‘ Receive assessors’ reports |

‘ Handler's final review |

Day 30 | Firal lzter, copy to assessors |

| Return/cestroy protocols, retaining one: close file |

Informm
manufacturer

Go to “further
information
nesded” diagram




OpobpeHne OT KOMUTETOB MO 3TUKE Ha NpumMmepe BenukobputaHum
Medical Devices Regulations 2002 (S| 618)

16.—(3) The ethics committee opinion that forms part of the information required under Section
2.2 of Annex VIII need not be provided to the Secretary of State at least 60 days prior to the
intended investigation, but if it is not provided at least 60 days prior to the intended
investigation, it must be provided to the Secretary of State by the manufacturer or his
authorised representative as soon as it becomes available.

Clinical investigations of medical devices — guidance for manufacturers
49. For all clinical investigations of devices falling within the scope of the Medical Devices Regulations, a
relevant Research Ethics Committee (REC) opinion is required (Medical Devices Regulations 2002:
Paragraph 16(3), section 29(2)). This opinion may be obtained in parallel with the MHRA notification. If
the REC opinion is not provided at least 60 days prior to the intended clinical investigation, it should be
forwarded to the MHRA as soon as it becomes available. No clinical investigation of a non-CE-marked
device should be started until both the relevant REC opinion and the MHRA have raised no grounds for
objection.

50. The MHRA does not accept approvals from independent ethics committees. Manufacturers should
seek the opinion of a National Research Ethics Service (NRES) appointed ethics committee in all cases
unless they can demonstrate a reason why NRES appointed committees would not assess their clinical
investigation. In such cases the manufacturer will need to demonstrate that any independent ethics
committee appointed was constituted in line with NRES guidelines. However please note that NRES will
review all clinical investigations due to be conducted outside of the NHS and therefore situations where
an independent ethics committee is required are not foreseen.

51. REC approval is required from just one REC, irrespective of the number of centres participating in
the clinical investigation.



HekoTopble aTU4YeCKne acnekThl
XenbcuHckasa [deknapauuns

KnuHnyeckne ncnbitTaHua MeOULMHCKOro usgenus pa3pewiaeTca NnpoBOoANTb Ha NOAAX TOJNIbKO, eClin:
—yrposa ansa naumeHTa npu npoBegeHmnmn gaHHoOro ncnbltaHnA € y4eToM npeanoriaraemMoro 3HadeHna ana meanunHbl
BnoJsiHe gonycrtnma, no MHEHUKO Bpaqeﬁ,

—4ernoBek, Ha KOTOPOM UCMbITaHNA OOJTXHbI NPOBOAUNTLCA, NOCIe pa3bACHEHUNA O CYLWHOCTU, 3HA4Y€HUN N BaAXXHOCTU
KIMMMHUYECKMX UCMbITAHUW Jan CBOe corfacuve Ha npoBegeHune NUCNbITAHUN N Ha perncTtpauno n mncnosrb3oBaHMe
COOTBETCTBYHOLKNX OAHHbLIX O COCTOAHUN €ro 300p0oBbA M BO3MOXHOCTbIO O3HAaKOMJTIEHUNA C HAMW B LIEJTIAX NMPOBEPKA
CO CTOPOHbI KOMMNETEHTHbIX OpPraHoB,

—Nnuo, Ha KOTOpPOM nNpoBOAATCA WCMbITaHUA, HE HaxXoAUTCA Ha NPUHYAUTENIbHOM CoAepXaHnn B ne4yebHom
ydpexneHnm no cyp,e6Homy nnnM agMMHUCTPATUBHOMY pPaCrnopsAXXeHUIo,

—N1LO, HAa KOTOPOM NPOBOAATCS UCMbITAHUSA, BEAET Bpay COOTBETCTBYHOLLEN KBanMduKaumm 1 cneyuannsaumm,

—HeobXxoaMMOCTb NPOBEAEeHUs MUCMbITaHUN SIBNSETCS HEOOXOAMMOW B KOHTEKCTE AOCTUTHYTOrO YPOBHSA HayuYHbIX
3HAHUM UNU/n NpoBepkn 6e30NacHOCTN N HAAEXHOCTM paboTbl N3genun,

—pyKoBOAUTESb KITMHNYECKNX NCNbITaHUN I'IpOVIH(bOpMVIpOBaH O TEXHUYECKNX N DMONOrnMYEeCcKUX UCMbITaHUI, a Takke
O BOSMOXHbIX yrpo3ax, CBA3aHHbIX C KITMHNYECKNMU UCTIbITAHNAMMU,

—MMeeTCS NMaH UCNbITaHUA, COOTBETCTBYHOLLNIN YPOBHIO HAYYHbIX 3HAHUI

Cornacue nauveHTa AeUCTBUTENIbLHO TONbKO B TOM Clly4ae, ecnuv nuuo, aarllee corrnacue:
—AeecnocobHO M B COCTOSHUW MOHSATb CYTb, 3HAYEHUE U BaXXHOCTb KIIMHMYECKOro UCMbITaHUS U COOTBETCTBEHHO
onpeaenuTb CBOK BOSHO,
—[aeT corfacme caMoCTOSATENBHO U B NMCbMEHHOW hbopMe.

Cornacme MoxeT b6bITb 0TO3BaHO B NII0OON MOMEHT.

OCOBbIE Ir'Pymnbel NAUMEHTOB - BEpEMEHHbIE XEHLLNHbI, KOPMSLLUME MaTeEPU, eLLE HE POXAEHHbIE OETU

% - HECOBEPLUEHHOMNETHUE - HEAEEeCcnoCcobHbIe



Bo3MOXHble NPN4YNHbI OTKA30B B NpoBegeHnn
KNMUHUYECKUX UCMbITaHUN

* reasonable grounds to suspect that a device does not satisfy relevant essential
requirements;

* reasonable grounds to suspect that the clinical investigation is not subject to
controls equivalent to the requirements of the relevant European Standard (1ISO
14155);

* there exists expert professional opinion on the proposed clinical investigation
that the risk benefit analysis given by or on behalf of the manufacturer is
iInaccurate and that, were the investigation to take place, there would be a
significant probability of serious illness, injury or death to the patient or user; or
* there is inadequate/incomplete pre-clinical or animal data in order to make it
reasonable for clinical testing to commence, or

« insufficient information has been submitted to enable a proper assessment of
the safety aspects of the proposed clinical investigation to be made;

» the manufacturer has delivered any documentation necessary for the
assessment so late that insufficient time remains



Pornb KOMNETEHTHbIX OpraHoB B nNpoLiecce

npoBeaeHna nccnegoBaHnmn

Ounpektnea 93/42/EEC, MpunoxeHune X

Bce cepbesHble HEBnaronpusTHbie COOLITUS/ABNEHUA/MHUMNOEHTLI OOMMKHbI ObITb
NOMHOCTbIO OMUCaHbl, U O HUX He3amMeanUTernbHO HeobXxoaMmMo CoOoDLWWNTL
KOMMNETEHTHLIM  OpraHamMm  CTpaHbl-y4aCTHUUbI, B KOTOPOM MpPOBOASATCS
KIMUHNYECKMe nccrnegoBaHus.

Ha npumepe BenukobputaHuu

Regulation 16(10)(a) of the Medical Devices Regulations 2002 (Sl 618) and
Annex X of the Medical Devices Directive 93/42 require manufacturers to record
fully all adverse events and report all serious adverse events occurring in all
participating centres to the MHRA.

[1ononHuUTeNbHbIE TDe6OBaHI/IFI K CTPaxoBOMY MNOKPbLITUIO Ha npumepe 'epmaHnm
The insurance pursuant to sub-section 1, number 9, must be taken out with an insurance

carrier authorised to conduct business in Germany, with the person affected by the clinical
investigation as beneficiary. Its size must be commensurate with the risks associated with the

clinical investigation and must be concluded, on the basis of the risk assessment, in such a way

that in every case of death or permanent disablement of a participant in a clinical investigation,

it provides a minimum coverage of 500,000 Euro.




Pornb KOMNEeTeHTHbIX OpraHoB B npoLiecce
npoBeaeHna nccnegoBaHnmn

Haa3op 3a BbINOHEHUEM UCCreAOBaHUUA B COOTBETCTBUU C MNJZIAHOM, OTCJIeXUBaHUE
nameHeHuu (AupektnBa 93/42/EEC, ctatbsa 15)

CTpaHbl-y4aCcTHULbI OOMKHbI, NpU HeobxoaAMMOCTHU, NPUHUMATbL COOTBETCTBYHOLWIME Mepb
ons  obecnevyeHus 30paBOOXPaAHEHUSI UM rOCygapCTBEHHOW MONMUTUKKM. Ecnn  cTpaHa-
yyacTHMLUA OTKa3blBaeT UMM OCTaHaBMMBAET KINMHUYECKOE WUccrnedoBaHuMe, OHa OOrKHa
COOOLLNTb CBOE peLUeHne N ero npuunHbl BCEM cTpaHam-ydacTtHuuam n Komuccun. Ecnn
CTpaHa-yyacTHMUa npu3Bana K CyWecCcTBEHHOM MoaudukaumMm wunn  BPEMEHHOMY
NpPepbIBAHNIO KNUHUYECKOrO UCCNeAoBaHUs, OHa AOSMKHA COODLWUTb 3auHTEPECOBAHHbLIM
cTpaHaM-y4yacTHULAM O CBOUX OENCTBUAX N MPUYNHAX X NPUHATUS.

Ha npumepe BenukobputaHuu

OoTCNeXXUBaHUE U3MEHEHUMN:

All proposed changes to the investigation whether relating to the device, aspects of the
clinical investigation plan, investigators or investigating institutions must be notified to the
MHRA and not implemented until a letter of agreement has been obtained from the MHRA.
BO3MOXHOCTb ayaAuTa Npou3BoACTBa:

The manufacturer of a relevant device intended for clinical investigation ...

(b) authorise the assessment, including audit where necessary, of the effectiveness of the
measures which he takes pursuant to this regulation; ...




OupektnBa 93/42/EEC, ctatba 15

7. The manufacturer or his authorised representative shall notify the competent
authorities of the Member States concerned of the end of the clinical
investigation, with a justification in case of early termination. In the case of early
termination of the clinical investigation on safety grounds this notification shall be
communicated to all Member States and the Commission. The manufacturer or
his authorized representative shall keep the report referred to in Section 2.3.7 of
Annex X at the disposal of the competent authorities.

7. N\arotoBuTesnb nnun ero ynonHOMOYEHHbIN nNpeacTaBuTernb OOSKHbI YBEAOMUTb
KOMMETEHTHbIE OpraHbl CTPaHbl-y4aCTHULbI O 3aBEPLUEHUN KITUHUYECKNX
nccnegoBaHnm ¢ 060CHOBaAHMEM B Crlydae paHHero ux 3aBeplueHus. B cnyyvae
PaHHEro 3aBepLUEHUS KIMHNYECKNX UCCreaoBaHn No NPUYMHE OMNacHOCTH,
Takoe yBeOMSIEHME OOSMKHO ObITb NpeacTaBneHO BCEM CTpaHaM-y4acTHULAM U
Komuccmn. NiarotoBuTtesrb nnun ero yrnonmHOMOYEHHbIN npeacTaBuTerb B
CoobuiecTtBe, OOMKHbI NPEACTaBUTb OTYET, YKasaHHbIN B NyHKTe 2.3.7
[MpunoxeHuna X, B pacrnopsikeHne KOMNeTeHTHbIX OpraHoB.



[Tpumep peanusauun TpeboBaHum B [epmaHnm
Gesetz Uber Medizinprodukte
(Medizinproduktegesetz - MPG)

Section 23a
Announcements regarding completion or early termination of clinical investigations

(1) Within 90 days after the completion of a clinical investigation, the sponsor shall inform
the competent higher federal authority of the completion of the clinical investigation.

(2) In the case of the early termination of the clinical investigation, this period shall be
reduced to 15 days. The announcement shall contain all of the grounds for the early termination.

(3)The sponsor shall submit the final report to the competent higher federal authority
within 12 months following the early termination or the completion of the clinical investigation.

(4) In the event that the clinical investigation is terminated early for safety reasons, the

competent higher federal authority shall inform all competent authorities, the authorities of the
Member States of the European Economic Area and the European Commission.



Ycunenme TpeboBaHUM K OTYETHOCTM NO KITMHUYECKUM UCMbITAHUSIM B
NPOEKTE HOBOMO PerynnmpoBaHnst B OTHOLLEHUW MEANLIMHCKUX U3Oennn
(EU Medical Device Regulation, proposal 542 ot 26.09.2012)

PaspeweHue Ha4yana ncnbITaHUU

[lo Ha4ana ucnblTaHN, YTBEPXKAEHHbBIN NNaH U Npovne AOKYMEHTbI AOMKHbI ObITb
3apernctpupoBaHbl B EBponenckon 6ase gaHHbIX

PeFVICTpaLWIFl pe3ynbraToB UCNbITAaHUN U NHUNOEHTOB

[Mocne 3aBepLUeHUss UCNbITaHWU, NOATBEPXKAEHME UX BbINONMHEHUSI OOMKHO ObIThb
3apernctpupoBaHo B EBponenckon 6ase gaHHbIX

[nsa n3genun 3 knacca pucka gosmkeH ObiTb COCTaBNEH OTYET O KIMMHUYECKOW OLIEHKE Y
3aperucTpmpoBaH ans nybnuyHoro goctyna B EBponenickon 6ase gaHHbIX

NHUMOEHTbI ¢ U3gennamm n NpeanpuHATbIE KOPPEKTUPYOLLME OENCTBUS N3rOTOBUTENS
OOSKHbI BbITh 3aperncTpupoBaHbl B EBponenckon 6ase gaHHbIX



CratucTuyeckme nokasaTenm paccMOTPEeHNs 3adBOK

Ha KITMHN4YEeCKNEe NCIbITAHNA B Ben|/||<o6p|/|TaH|/||/|

Notifications handled by the MHRA

Clinical investigations
reviewed

Proportion where grounds for objection
were raised

Average review time

Year {days)
ESE 74 11% 48
3313 66 4.5% 47
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