PRESS-RELEASE

on the outcomes of the project '"Analysis of normative instruments
for regulating biomedical practices in the context of human rights"

February 9, 2007, Moscow — A project aimed at assessing the state of biomedical legislation in
Russia and contributing to filling gaps in current legislation was conducted with the support of
UNESCO, UNAIDS, the National Committee for Bioecthics of the Russian Federation, the Moscow
University for the Humanities, the Secretariat of the Russian Union of People Living with HIV, the
Community of People Living with HIV.

An expert working group including representatives of the scientific community, lawyers and
representatives of the community of PLHIV analyzed both national and international legal documents,
regulations and scientific publications in the sphere of biomedical practices and prepared an analytical
report and a draft bill on the regulation of such practices in Russia. The initiative will attract the
attention of the general public and decision-makers to the applied aspects of bioethics and ethical
norms in the field of biomedicine in Russia. The project is extremely important for the community of
PLHIV whose representatives participate in clinical trials of new ARV drugs, which are more and
more frequently being conducted in Russia.

The report contains four sections:

¢ description of the history of the development of the legislative basis for ethical and legal
regulation of biomedical practices involving human subjects and deep analysis of actual
development tendencies in this field,

* collection of key international regulations in the sphere of biomedical practices involving
human subjects;

* collection of the documents, regulating biomedical practices in Russia;

* the proposed draft bill “On Biomedical Research”.

This is the first time such a digest is produced in Russia. Expert reviewers praised the quality of the
report noting that it is evidence-based, takes into account international experience and latest tendencies
in the field of bioethics. It provides a comprehensive overview of the problem and is intelligible for all
stakeholders.

In the near future Community of PLHIV will promote recommentations and draft bill in the Parliament
of the Russian Federation.



HNPECC-PEJIN3

Ilo uToram nmpoekTa «AHAaJN3 HOPMATHBHO-NIPABOBOM 0a3bl B 00J1aCTH NIPaB
YyeJI0BeKAa B KOHTEKCTe OMOMeTUIIMHCKHUX MCCJIeIOBAHNI U BhIPadoTKa
PeKOMEeHJAlMi 10 ee YCOBEePIIEHCTBOBAHNIO

9 ¢depaas 2007 r., MockBa — Llenpio 1aHHOTO HpPOEKTa ObLIA OLIEHKAa COCTOSHUS M YIIy4dllIeHUE
3aKOHOJATeIbHOM 0a3pl B oOmactu Omomenuimabl B Poccun. IIpoekT ObLT OCyIIecTBIIEH Mpu
noanepxkke KOHECKO, IOHSPH[C, Poccwuiickoro xomutera mo 6uoatuke npu Komuccuu PO 1o
nenam FOHECKO, MockoBckoro rymanutapHoro yHusepcutera u Cekperapuara Bcepoccuiickoro
o0wbenunenus moaei, kuBymux ¢ BUY, POO «Coobmectso JIXKB».

OkcnepTHas paboyas rpymma, B KOTOPYIO BOILIN MPEACTABUTEIN HAYYHOH OOIIECTBEHHOCTH, IOPUCTHI
U TpPEICTaBUTENM COOOIIecTBa MNAIMEeHTOB, KUBYIMX ¢ BUY, TmarensHo mnpoaHanu3upoBaia
pOCCUMCKHE M MEXIAYHApOAHBIE 3aKOHOJATEIIbBHBIE M JAPYTHE HOPMATUBHBIE JIOKYMEHTHI,
periaMeHTupylomue OHOMEIMIMHCKUE MPAaKTUKH, HaydHble IMyONUKAllMM ¥  IOATOTOBHIIA
AQHAJTUTHMYECKUI OTYET M MPOEKT 3aKOHA O OMOMEOUIIMHCKUX MCCieNoBaHusAX. JlaHHas MHUIMATHBA
MO3BOJUT NPUBJIEYh BHUMAHHE IIUPOKOW OOIIECTBEHHOCTH, BKIIOYAs JIIOJCH, MPUHUMAOLINX
pelieHus, K MPUKIAJHBIM acleKTaM OMO3THUKU M ATUYECKMM HOpMaM B 00jacTh OMOMEIUIIUHBI B
paMKax pOCCHHCKOW OMOMEIUIIMHCKON MpakTHKHU. [IpoekT Takxke 3aTparuBaeT COOOIIECTBO JIONEH,
xkuBynux ¢ BUY, npencraBurenu KOTOpOro y4acTBYIOT B KIMHUYECKUX MCCIEAOBAHUAX IS OLICHKU
3¢ PEKTUBHOCTH HOBBIX aHTHPETPOBUPYCHBIX IpENapaToB, KOTOpble Bce 0ojiee aKTUBHO MPOBOIATCS
(bapMareBTHUECKUMH KOMIIaHUAMHU B Poccun.

[ToaroToBIEHHBIA AaHATUTHYECKUA OTUET COAEPKUT YETHIPE pas3zena:

* ONHCAaHWE WCTOPUM CTAHOBICHHWS HOPMATHUBHOW 0a3bl, HA OCHOBAaHUHM KOTOPOW
OCYIIECTBIIICTCS ITHUECKOE U MPABOBOE PETYIUPOBAHUE OMOMEIUIIMHCKUX UCCIICOBAHMIA
C Y4aCTHEM YeJIOBEKa, U aHAIIN3 COBPEMEHHBIX TEHICHIIUI B 3TOM 001acTH;

* moa0OpKa KIIOUYEBBIX MEKIYHApPOTHBIX HOPMATHUBHBIX aKTOB B cepe OMOMEAMIIMHCKUX
HCCIe0BaHUM C yU4aCTUEM YEJIOBEKa;

*  moa0OpKa JOKYMEHTOB, pEriiaMeHTHPYIONINX OMOMEIUIIMHCKUE HcclienoBanus B Poccun;

* mpoekT 3akoHa "O OMOMEIUIIMHCKUX HCCIeTOBaHUIX "

COopHUK Takoro poaa BIepBble onmyOnukoBaH B Poccum. DKCHEpPThl BBICOKO OICHWJIM KayecTBO
JTAHHOM pabOThI: OHA MPEACTABISET HAYYHO-0OOCHOBAaHHBI M MHOTOCTOPOHHUH B3I HA MPOOIeMy
C YUETOM MOCJIEIHUX TEHIECHIUN U MEXyHAPOIHOTO OIbITa U B TO YK€ BPEMS IPOCTA U JOCTYIIHA AJIs
IIOHMMAaHMs BCEMH 3aUHTEPECOBAHHBIMU JINLIAMU.

B Omwxaiiiiee BpeMs 3aKOHOIPOEKT W CONPOBOJUTEIbHBIC AHAIUTHYECKUE MaTepuaibl OyayT
HarpaslleHbI B ['ocynapctBeHnyro Jymy Poccuiickon @enepannu.



