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Key Industry Concerns on the Draft Law “On Circulation of Medicines”

Dear Ms. Nabiullina,

Our associations represent the major global innovative research companies in the health sector,
working and conducting research in Russia. We see Russia as a potential world leader in innovative

pharmaceutical, biotechnological, and nanotechnological research and development.

We appreciate the opportunity to comment on the Draft Law on the Circulation of Medicines,
currently under discussion in the State Duma. If designed properly, this law could help improve
transparency and, supporting the government’s economic development priorities, lay the foundation
for a strong innovative sector in Russia. We would draw the Duma’s attention to two key issues that

should be resolved before final passage.

e The Draft Law currently could require the applicant to re-conduct locally the full cycle of
clinical studies, regardless of whether there are existing results from clinical trials that have
already taken place elsewhere. Large-scale global multicenter clinical trials are conducted to
confirm drug efficacy and safety. Based on findings of these global multicenter trials, a drug
may be registered in any developed nation. Repeated human trials are considered unethical
where there is no urgent need for them. (See Directives 2001/83/EC and 2001/20/EC,
Helsinki Declaration of the World Medical Association).

e This provision would not reflect the international trend towards regulatory harmonization
and greater transparency. The Draft Law does not clarify the decision-making process and
responsibilities for pre-registration clinical trials, and therefore the duration of clinical trials

required in Russia for an applicant may last 3 to 10 years. During this period of delay,



Russian patients will not have access to life-saving medicines that have already been proven

safe and effective elsewhere.

The Draft Law does not provide any Regulatory Data Protection, contrary to Russia’s international
obligations to the U.S. and European Union to enact six years of protection into law. Almost all
innovative R&D worldwide takes place in countries with strong regulatory data protection. Russia

needs to implement the six year standard of protection to be competitive.

Thank you for consideration of these key policy issues. We hope to build stronger relationships
between Russia and the global community in the development of innovative medicines and health

care technologies. Please let us know if we can be of further assistance.

With great respect and willingness to cooperate on the above said draft law review.
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Supplement 1- Short References to Directives 2001/83/EC, 2001/20/EC Helsinki Declaration

Short References to Directives 2001/83/EC, 2001/20/EC Helsinki Declaration
(Original Text)

Directive 2001/83/EC:
(10) However, there are reasons of public policy for not conducting repetitive tests on humans or

animals without over-riding cause.

Directive 2001/20/EC:
(6) In order to achieve optimum protection of health, obsolete or repetitive tests will not be
carried out, whether within the Community or in third countries. The harmonisation of technical
requirements for the development of medicinal products should therefore be pursued through the

appropriate fora, in particular the International Conference on Harmonisation.

World Medical Association
Declaration of Helsinki
Ethical Principles for Medical Research Involving Human Subjects
21. Medical research involving human subjects may only be conducted if the importance of the

objective outweighs the inherent risks and burdens to the research subjects.
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O npoexme @edepanvrozo 3axona «06 Obpawenuu Jlekapcmesennvix Cpedcme»

YBaxaemas DnbBupa CaxunzamoBHa!
Hamm  accoumanuu npencTaBisiOT KPYHHEHIIME MEXIYHAPOJHbIE KOMIAHUH, MPOU3BOISALINE
WHHOBAIIMOHHBIC HCCIENOBaHUS B cdepe 3apaBOOXpaHEHHS, KOTOPHIE OCYIIECTBISIOT CBOIO
nesaTenbHoCcTh B Poccun. Ml paccmarpuBaem Poccuro, kKak MOTEHIMAIBHOTO MHUPOBOTO JUAECPA B
o0JacT WHHOBAIMOHHBIX (hapMalleBTUUECKUX, OMOTEXHOJOTUYECKUX W HAHOTEXHOJOTHYECKHX
WCCJICIOBAaHMH B pa3pabOToK.
Mpi ieHuM 1 6J1arogapuM 3a BO3MOXKHOCTH MPEJOCTaBUTh CBOM 3aMEUaHUs MO MPOEKTy 3akoHa «O0
oOpalleHuu JICKapCTBEHHBIX CPEACTB», HAXOMSIIErocs B HACTOSIIMA MOMEHT Ha CTaJIuu
obcyxnenuss B locymapctBenHoi nyme. CymecTBeHHass mpopaboTKa 3aKOHA IMO3BOJIUT €MY
00ecreunTh OOJIBIITYIO TPO3PAYHOCTh U CITOCOOCTBOBATH PeaTu3aliy MPUOPUTETOB SIKOHOMHYECKOTO
pPa3BUTHUsS, YCTAaHOBJICHHBIX MPABUTEIBLCTBOM M TOCITYKUTh OCHOBOM Pa3BUTHS WHHOBALIMOHHOIO
cektopa B Poccun. Mel xoTenu Ob1 00paTuTh BHUMaHKHE MPOPHUILHOIO KoMuTeTa ['ocynapcTBeHHON
JIyMbI Ha TpH KJIIOUEBBIX BOIIPOCA, KOTOPbIE HEOOXOAMMO PAa3pEUIUTh 10 BCTYIUICHUS 3aKOHA B CUITY.
¢ B mpeioKeHHONH peAaKkIui 3aKOHOMPOEKTa CYIIECTBYET TpeOOBaHUE K  3asBUTEIIO O
IIPOBECHUM IIPU PETUCTPALMU JIEKAPCTBEHHOI'O IIpernapara MOBTOPHOIO M, BO3MOXHO,
MOJTHOTO LUKJIa KIIMHUYECKUX uccienoBanuii B Poccuiickoii denepannii BHE 3aBUCUMOCTH
OT  HAJIW4YUsl  PE3YNbTaTOB  YXKE€  MPOBEICHHBIX  KIMHUYECKUX  HMCCIIECIOBAHUM.
KpymaoMmacmTaOHble  BCEMHUpPHBIE  MHOTOIICHTPOBBIC  KJIMHUYECKHUE  UCCIICJOBAHHUS
MPOBONATCS JUIsl TOATBEpKIeHUS A(PPeKTHUBHOCTH U 0OE30MaCHOCTH JICKAPCTBEHHOTO
npenapara. Ha OCHOBe pe3ynbTaTOB TAKUX BCEMHUPHBIX MHOTOLEHTPOBBIX HMCCIIEIOBAaHUMN
JIEKapCTBEHHBIM TIpernapar MOXKET OBbITh 3aperucTpuUpoBaH B JIIOOOW pPAa3BUTOH CTpaHe.
[ToBTOpHBIEC UCTIBITAHUSI HA YEJIOBEKE MOXHO Ha3BaTh HEATUYHBIMH, €CJIM B HUX HET OCTPOM
Heooxomumocth. (Cm. Hupextussr 2001/83/EC u 2001/20/EC, XenbcUHKCKas IeKIaparius
BcemupHoi MeaunmHckoit Acconuanun).
e JlaHHOE YCJIOBHE HE CMOXKET OTPa3UTh MEXKAYHAPOJHYI TEHJCHLUHIO K TapMOHHU3aLUU

PEryISATOPHBIX TPeOOBAHUN M TMOBBIIMIEHUIO MPO3PAYHOCTH. 3aKOHOMPOEKT HE PACKPHIBAET



MPOLECC MPUHATHS pelIeHui U cpepy OTBETCTBEHHOCTH JOKHOCTHOTO JIMIA B OTHOIIEHUHU
MPEA-PErUCTPALIMOHHBIX KIMHUYECKUX HCCIEIOBAaHUN, B PE3yibTaTe MPOAOKUTEIbHOCTD
HEOOXOUMBIX KIIMHUYECKUX UCCICTOBAHUN 3asiBUTEINsI B Poccuu MOXET COCTaBUTH OT 3 10
10 nmer. B TedyeHne 3TUX JIET OTCPOUYKH POCCUUCKHUE TAIMEHTHI OyIyT JIMIIEHBI JIOCTYIa K
YKU3HECTIACAIOIUM JICKAPCTBEHHBIM CpefcTBaM, 3((HEKTUBHOCTh M 0€30MaCHOCTh KOTOPBIX
yKe OBLITH JIOKa3aHbl B IPYTUX CTpaHaXx.
¢ 3aKOHONPOEKT HE MpeAycMaTpUBaeT 3allUTy JaHHBIX PETUCTPALMOHHOTO JIOChE, YTO
MPOTUBOPEUUT MEXKITyHAPOIHBIM o0s3arenscTBaM Poccun nepen CIIA mo ycTaHOBICHHIO B
3aKOHE IIECTHWJIETHEro CpoKa 3allUThl - OSKCKIIO3UBHOCTh JAHHBIX KIMHUYECKHX
uccienoBanuif. [IpakTuuecku Bce MHHOBAIIMOHHBIE MCCIIENOBAaHUS M pa3paboOTKU B MHpE
OCYIIECTBIISIOTCSA C CEPhE3HOMN 3aKOHOAATEIBHOU 3amuTol nanHbeix. B Poccun HeoOxoammo
BHEJPUTh JAHHBIA MISCTUJIECTHUH CpPOK 3allUThl, KaK CTaHAapTa, dYTOOBI OBITH
KOHKYPEHTOCTIOCOOHOIA.
BripaxkaeM NpU3HATENBHOCTh 32 PACCMOTPEHHUE JAHHBIX KIIOUEBBIX BOIMPOCOB. MBI HaaeeMcs
MOCTPOUTH e11le OoJiee KpernKue OTHOIIeHHs Mexky Poccueit 1 MUpOBBIM COOOIIECTBOM B Pa3BUTHH

HWHHOBAIIMOHHBIX JICKAPCTBCHHBIX CPCACTB U TEXHOJIOTHUI 3APaBOOXpPaHCHHA.

[Toxxanyiicta, U3BECTUTE HAC, €CIITM MOKEM OBITh MMOJIE3HBI WM BaMm motpedyercs moMoIs ¢ Hameh
CTOPOHBI.

C yBaKEHMEM U HAJEKIOW Ha JajbHENIIee Pa3BUTHE IJI0OJOTBOPHOIO COTPYAHUYECTBA.

Bpaitan Arep, I'enepanbhsblii Jlupextop,

EBponeiickas @enepanus @apmareBrudeckux [IponsBoguteneit u Accormaruii (EPFIA)
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Kpucrodep Cunrep, [Ipesunent, MexxnyHaponasie B3anmooTHomeHus

Accounanusa @apmanestuueckux Mccnegoparensckux, [IponsBoacteennsix Komnanuit Amepuku (PhRMA)



On Bepona, [Ipe3unenr,

Henosoit CoBer Poccun n Amepuku ( USRBC)
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I'apu JInutman, Bune Ipe3unent, [lonmutnka B3anmoneiicteus ¢ EBponoit

Toprosas nanata CHIA (US Chamber of Commerce)
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Bon Koran, IIpe3unenr,
Henosoii CoBet Cpennearinantndeckux IlItatoB Amepuku u Poccun (Mid-Atlantic Russia Business
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Maiikn Mboiibax, [pesunent, Jlenosoit CoBet EBporsl u AMepuku (European-American Business Council)

Cepxuno Mumnmas, [Ipesunent,
Poccuiicko-Amepukanckas Toprosas [Tamata B CIIIA (Russian-American Chamber of Commerce in the

USA)

B.I'. lllunkoe, Hcnoanumenovnuiti /{upexmop,

Accoyuayuss Unocmpannwix @apmayeemuuecxkux Ilpouzsooumeneti (AIPM)



AB. Axonsan, Hcnonnumenvuoii /[upekmop,

Accoyuayuss @apma Unnosayuu (InPharma)

Ipunoowcenue 1- Kpamkue ccwviniku na [Hupexmuevr 2001/83/EC, 2001/20/EC, Xenbcunkckyro

oeKknapayuio



Ilpunosxcenue 1- Kpamkue ccoiiku ua [upexmuewvr 2001/83/EC, 2001/20/EC, XenbCuHKCKyHO

oeKknapayuio

upexmuea 2001/83/EC:
(10) B mo orce epems coobpadicenust 0b6ujecmeeHHou NOIUMUKY He NO3BOSIIOM NPOBOOUNb
HOBMOPHbIE UCHLIMAHUS HA I00AX UTU HCUBOMHDIX, 3a UCKIIOYEHUEM CLyYaes, K020da 0Jis 3mMo2o

Cywecmeayrom npuyunbl 0COO0U 8AHCHOCMU.

upexmuea 2001/20/EC:
(6) B yensax obecneuenus onmumanbHol 3auumol 300p06bsi HU 8 2ocyoapcmeax Eeponetickoeo
Coobwecmsa, Hu 6 mpemvux cmpaunax He 6y0ym npo8ooOUmMbCsl UCCIe008AHUA C UCNOTIb30BAHUEM
ycmapesuiux Memooos8 u No8MmopHsie UCCIe008aHUSA. B 2moul c8:3u HeoOX00UMo NPUoepIHcU8amvCsl
2apMoHU3ayUU MeXHUYecKux mpeoosanull K paspabomie 1eKkapCcmeeHHblX CpeoCcme, UCNONb3Ys O
9moz2o coomeemcmsyrowue popymul, 8 uacmuocmu, MedxixcoynapoOoHyo KoHghepeHnyuo no

capmMOHU3IaAyUU.

Xenvcunkckan oeknapayus Becemupnoit meouyunckou accoyuayuu:
Omuueckue npuHYUnsl NPOBedeHUss MEOUYUHCKUX UCCTEO08AHULL C YUACMUEeM Yel08eKd 8 Kauecmee
cyovexma
21. Meouyunckoe ucciedogarue ¢ yuacmuem yeiosekd 8 kavecmeae cyobeKxma Modcem
NPOBOOUMBCSL MOABKO M020d, KO20A BANCHOCb Yeau UCCIe008AHUs NPEBblUAem C8A3AHHbLE C HUM

PUCKU U HEYO0bCcmea 01 cyOvbeKma.



