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The Editors of «General Reanimatology» journal find it important to update our audience on the current ap-
proaches to ethical evaluation in genomic research, specifically focusing on gene diagnosis and gene therapy.
This is especially relevant due to the increasing emphasis on personalized critical care medicine and the ongoing
search for genetic markers that can predict the course and outcome of critical illness and its complications.
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Summary

Purpose of the study: to develop proposals for improving regulatory documentation on ethical
expertise (EE) of gene diagnostics and gene therapy clinical studies.

Materials and methods. We used general philosophical research methods, including the formal-logical,
historical method, comparative method, systematic approach and axiological method. We analyzed 10 inter-
national acts, including acts of «soft law», 4 documents adopted at the level of interstate integration entities,
7 domestic normative legal acts, and a number of various doctrinal sources on the topic under consideration.
In addition, we analyzed the regulatory documents for ethical committees (EC) acivities, including those from
a historical perspective.

Results. We formulated the concept of EE, defined the principles and main areas of EE, including the per-
sonalized medicine, and suggested the regulatory principles of EE operating.

Conclusion. To improve the regulation of EE, the legal status and requirements for the activities of inde-
pendent ECs should fit the scope of EE, differentially related to the area of a trial (non-interventional trials,
clinical trials with a drug treatment); at the national level, independent ECs conducting EE of drug treatmemnt
clinical trials should be institutionalized into a single system; to improve the activities of independent ECs in
the field of clinical testing, the development of a special normative regulation is required.

Key words: ethical expertise; gene diagnostics; gene therapy; ethics committee; critical conditions; per-
sonalized medicine; reanimatology; legal regulation

Conflict of interest. The authors declare no conflict of interest.

Read the full-text Russian version at www.reanimatology.com

GENERAL REANIMATOLOGY, 2024, 20; 2 www.reanimatology.com 83



Ethical and Legal Issues
||

References

1.

10.

11.

Wong C. UK first to approve CRISPR treatment for diseases:
what you need to know. Nature. 2023; 623: 676-677. DOI:
10.1038/d41586-023-03590-6. PMID: 37974039.

First baby receives life-saving gene therapy on NHS https:
/Iwww.england.nhs.uk/2023/02/first-baby-receives-life-
saving-gene-therapy-on-nhs/. [lta o6pamenus 17.11.2023/
Accessed 11/17/ 2023.

Mopos B. B., Cuenas T. B., [onybes A. M., Canvruroea JI. E.
TeHeTnKa ¥ MeJUIHA KPUTHIECKUX COCTOSIHUN: OT TEOPUH
K rpakTuke. Obuias pearumamonoeust. 2012; 8 (4): 5. Moroz V.V,
Smelaya T. V., Golubev A. M., Salnikova L. E. Genetics and
medicine of critical conditions: from theory to practice. General
Reanimatology=Obshchaya Reanimatologya. 2012; 8 (4): 5.
(in Russ.&Engl). DOI: 10.15360/1813-9779-2012-4-5.
sKdanos P. U., Cemenosa H. B., Apuaros A. H. PearsHOCTI
Y HaJIeKIbI TEHHOU Tepanuu. Bonpocol MeOUyUHCKOU XU-
muu. 2000; 46 (3): 197-206. Zhdanov R. 1., Semenova N. V.,
Archakov A. I. Realities and hopes of gene therapy. Questions
of Medical Chemistry=Voprosy Meditcinsloy Khimii. 2000;
46 (3): 197-206. (in Russ.). eLIBRARY ID: 22409101.
IImuyuna C. H. IIpuMeHeHne METOOB pelaKTUPOBaHUA
reHoMa M TeHHOH Tepanuy B JieyeHnU 3a00JIeBaHUH ve-
JioBeka. PMJK. 2021; 10: 57-62. Ptitsina S. N. Genome
editing and gene therapy methods in the treatment of
human diseases. RM]J. 2021; 10: 57-62. (in Russ.).
denepanbHbIi 3akoH OT 21.11.2011 N 323-$3 «O6 ocHOBax
OXpaHBbI 3/10pOBbA TpakiaH B Poccuiickoil Peneparum».
Cobpanue 3akono0amenvcmea P®. 28.11.2011; 48: 6724.
Federal Law No. 323-FZ dated 11/21/2011 «On the funda-
mentals of health protection of citizens in the Russian Fed-
eration». Collection of Legislation of the Russian Federation=So-
braniye Zakonodatelsnva RF. 11/28/2011; 48: 6724. (in Russ.].
Kiichenhoff S., Doerflinger,]., Heinzelmann N. The genetic
technologies questionnaire: lay judgments about genetic
technologies align with ethical theory, are coherent, and
predict behaviour. BMC Med Ethics. 2022; 23 (1): 54. DOI:
10.1186/s12910-022-00792-x. PMID: 35614491.

Assessing genetic risks: implications for health and social
policy. Institute of Medicine (US) Committee on Assessing
Genetic Risks. Andrews L. B., Fullarton J. E., Holtzman N. A.,
Motulsky A. G. (eds.); Washington (DC): National Academies
Press (US). 1994. Available at: https://www.ncbi.
nlm.nih.gov/books/NBK236044/. [lara obpartenus 17.11.2023./
Accessed 11/17/2023. PMID: 25144102. DOIL: 10.17226/2057.
XeJIbCHHKCKasI IeKJIaparysl BceMupHOI MeIUIIMHCKO ac-
COLMALNN «ITUYECKUE TPUHIUIILI METUITUHCKIX HCCIe-
JIOBAHUH Ha YeJIoBeKe», OCTYIHO: http://acto-russia.org/in-
dex.php?option=com_content&task=view&id=21. [lata 06-
parmienus 17.11.2023. World Medical Association Declaration
of Helsinki: ethical principles for medical research involving
human subjects. Available at: http://acto-russia.org/index.php
2option=com_content&task=view&id=21. (in Russ.) Accessed
11/17/2023.

Bceobmias Jexsapanus o TeHOMe YeJloBeKa U O IpaBax
yesoBeka (FOHECKO, 1997 r., ono6pena IenepasibHOM Ac-
cambuteeit OOH B 1998 1) mocrynHo: https: //www.un.org/
ru/documents/decl_conv/declarations/human_genome.sht
ml. [Tata obparenus 17.11.2023. The Universal Declaration
on the Human Genome and on Human Rights (UNESCO,
1997, approved by the UN General Assembly in 1998).
Available at: https://www.un.org/ru/documents/decl_conv/
declarations/human_genome.shtml. Accessed 11/17/2023.
Kousennusa Coera EBpoIb! 0 3amuTe Ipas ¥ JOCTOUHCTBA
YyeJI0BeKa B CBSI3H C IPUMEHEHHeM JOCTHKEeHUI O10JI0OTUx
U MenuuuHbL: KOHBEHIMs 0 mpaBax yesjoBeKa U Oruome-

12.

13.

14.

15.

16.

17.

18.

19.

nunuee. 1996 r. [loctyniHo: https: //rm.coe.int/168007d004.
Jara obparenus 17.11.2023. Council of Europe Convention
for the protection of human rights and dignity of the human
being with regard to the application of biology and medicine:
Convention on human rights and biomedicine. 1996. Avail-
able at: https: //rm.coe.int/168007d004. Accessed 11/17/2023.
World Health Organization. Human Genetics Programme.
Proposed international guidelines on ethical issues in med-
ical genetics and genetic services. (Part I). Rev Derecho
Genoma Hum. 1998; 8: 219-223. PMID: 15839036.
MeskayHapoaHas AeKaapanusi 0 TeHETHYECKUX JaHHBIX
yesioBeka (Me)kIyHApOJHbI OMOITUYECKUN KOMUTET
FOHECKO, 2003 r.), moctymHo: https://www.un.org/ru/doc-
uments/decl_conv/declarations/genome_dec.shtml. [Tara
obpamenus 17.11.2023. International Declaration on
human genetic data. Available at: https://www.un.org/ru/
documents/decl_conv/declarations/genome_dec.shtml.
Accessed 11/17/2023. (in Russ.).

Hriopub6eprckuii kogekc 1947 rox. goctymHo: http://www.
psychepravo.ru/law/int/nyurnbergskij-kodeks.htm. Tara
obparienus 17.11.2023. The Nuremberg Code (1947). Avail-
able at: http://www.psychepravo.ru/law/ int/nyurnbergskij-
kodeks. Accessed 11/17/2023. (in Russ.).

Matepuaibl KoH(pepeHun «[eHoM desioBeka — 1999».
Yenosek 1999; 4-5. http://vivovoco.ibmh.msk.su/VV/PA-
PERS/MEN/GEN_ETHICS.HTM. [lata o0pameHus
17.11.2023. Materials of the conference «Human Genome —
1999». Man=Chelovek. 1999; 4-5. Available at: http://vivovo-
co.ibmh.msk.su/VV/PAPERS/MEN/GEN_ETHICS.HTM.
accessed 11/17/2023. (in Russ.).

PykoBozicTBa 17151 paboThI KOMUTETOB 110 ITHKE, ITPOBOISAIIIX
9KCIepTU3y OMOMETUIIMHCKUX uccienoBannii. BO3. 2000.
(TDR/PRD/ETHICS/2000.1), nocrymHo: https:/ /iris.who.int/bit-
stream/handle/10665/90912/TDR_PRD_ETHICS_2000.1_rus.p
df?isAllowed=y&sequence=1. Jlara obpamienus 17.11.2023.
Operational guidelines for ethics committees that review
biomedical research. 2000. WHO reference number:
TDR/PRD/ETHICS/2000.1. Available at: https://iris.who.int/bit-
stream/handle/10665/90912/TDR_PRD_ETHICS_2000.1_rus.p
df?isAllowed=y&sequence=1. Accessed 11/17/2023.
PykoBoacTBo Ne 1 110 CO3JaHUIO KOMUTETOB 0 OMOITHKE.
Buoamura. 2008; 1: 27-33. Guideline No. 1 on assisting
countries in establishing National Bioethics Committees.
Bioethics=Bioetika. 2008; 1: 27-33. (in Russ). eLIBRARY ID:
12947090.

IOHECKO [68546]. PykoBoncTBo Ne 2 «/IeATeIbHOCTb KO-
MUTETOB 10 OMO3TUKE: TIPABUJIA TIPOIIEYPHI ¥ IPUHIIHIIBI
nosutukm». SHS/BIO-2005/10. ToctymnHo: https://unesdoc.
unesco.org/search/b1384f13-4dff-41ab-8a04-52eb45c0d5c8.
ara obparenus 17.11.2023. UNESCO [68546]. Guide No.2:
Bioethics Committees at work: Procedures and policies.
SHS/BIO-2005/10. Available at: https://unesdoc.unesco.org/
search/b1384f13-4dff-41ab-8a04-52eb45c0d5c8. Accessed
11/17/2023.

MexIyHapOIHbIE 3TUYECKUe PYKOBOIAINNE ITPUHIIUIIBI
TSI ICCJIEIOBAHMIA B 06/1aCTH 3[[0POBbSI C y4aCTHEM JIFOIEN
(ITonroroBsieHb! COBETOM MEXKIYHAPOIHBIX HAYYHO-MEIH-
muHCKEX opranusanuii (CMHMO) B corpynamyectse ¢ Bee-
MUPHOH opraHusanueil 3gpaBooxpanenus (BO3), B per.
2016 r. ISBN: 978 92 9036 088 9. [loctymnHo: https://cioms.
ch/wp-content/uploads/2019/01/3027-CIOMS-EthicalGuide-
linesRussianLayout2019-1.pdf. [Jara obparenus 17.11.2023.
2016 International ethical guidelines for health-related
research involving humans (prepared by the Council for In-
ternational Organizations of Medical Sciences (CIOMS) in
collaboration with the World Health Organization (WHO).
ISBN: 978 92 9036 088 9. Available at: https://cioms.ch/wp-

GENERAL REANIMATOLOGY, 2024, 20; 2

www.reanimatology.com



92

Ethical and Legal Issues

20.

21.

22.

23.

24.

25.

content/uploads/2019/01/3027-CIOMS-EthicalGuidelines-
RussianLayout2019-1.pdf. Accessed 11/17/2023.
MoneJbHbII 3aK0H «O 3alliTe IIpaB 1 JOCTOMHCTBA YeI0BEKa
B OMOMEIWIMHCKUX HCCIEJOBAHUAX B TOCYHAPCTBAX —
y4actaukax CHI» (IpUHAT Ha [Ba/IATH IIECTOM IIJIEHAPHOM
3acejaHMM MesKIaps1aMeHTCKoM AccamMbJ1e rocy1apcTB —
yuactHuKoB CHI' (mocranoBsieHue Ne26-10 ot 18 Hos6ps
2005 r.). Hugopmayuonmblii 6roaemeHv. MexcnapaiameHn-
ckas Accambaes: 2ocydapcms-yuacmuuroe Coopyscecmsa
Hesasucumwix Tocydapcms. 2006; 37: 312-326. The Model
Law «On the protection of human rights and dignity in
biomedical research in the CIS Member States» (adopted at
the twenty-sixth plenary session of the Interparliamentary
Assembly of the CIS Member States (Resolution No. 26-10 of
November 18, 2005). Newsletter. The Interparliamentary As-
sembly of the Member States of the Commonwealth of Inde-
pendent States. 2006; 37: 312-326. (in Rus.).

Capps B., Chadwick R., Joly Y, Lysaght T., Mills K., Mulvihill ]. J.,
Zwart H. Statement on bioinformatics and capturing the
benefits of genome sequencing for society. Human Genomics.
2019; 13: 24. DOI: 10.1186/540246-019-0208-4.
Heanowrkun A. A, I[lonoea O. B., Jlanun FO.E, Cmupros H. E.
MeTonosIoru4eckie BOIPOCHI Pa3pabOTKU 3THUYECKOIo
KOJIeKca Bpava-TeHeTuka. Poccutickuli neduampuueckuil
arcypran. 2013; 5: 57-62. Ivanyushkin A.Ya., Popova O. V,,
Lapin Yu.E., Smirnov I. E. Methodological issues of devel-
oping a code of ethics of physician-geneticist. Russian Pe-
diatric Journal=Rossiyskiy Pediatricheskiy Zhurnal. 2013;
5:57-62. (in Russ.).

«O IMpaBuIIax perucTparyy U 9KCIIEPTH3bI JIEKAPCTBEHHBIX
CpeJICTB /11 MeAUIIUHCKOTO TpUMeHeHusl». Pemmenue Co-
Bera EBpasuiickoil 9KOHOMUYECKON KOMUCCUU OT 3 HOSIOPSsT
2016 r. No 78. OdbunimanbHBIN calT EBpa3uiickoro 9KOHO-
MHYecKoro coi3sa http://www.eaeunion.org. 21.11.2016.
«On the rules for registration and examination of medicines
for medical use». Decision of the Council of the Eurasian
Economic Commission No. 78 dated November 3, 2016
The official website of the Eurasian Economic Union
http://www.eaeunion.org. 11/21/2016.

«00 yrBepskaennu [IpaBus HaaIesKaeld KIMHUYECKON
NpaKTUKU EBPa3niiCKOro sSKOHOMHUYECKOI'O CO3a». Pe-
menue CoBera EBpasuiickoil 9KOHOMUUYECKOH KOMUCCUH
or 3 HOsA0ps 2016 T. Ne 79. OpunmanbpHbIN caiiT EBpasnii-
CKOT'0 9KOHOMHYECKOTO coro3a: http://www.eaeunion.org/.
21.11.2016. «On approval of the rules of good clinical
practice of the Eurasian Economic Union». Decision of
the Council of the Eurasian Economic Commission No. 79
dated November 3, 2016. The official website of the Eurasian
Economic Union: http://www.eaeunion.org/. 11/21/2016.
«O06 yrBepsknenuu [TpaBus HazyIesKalen NpakTuKy dap-
MaKoHa/130pa EBpasuiickoro sKOHOMHU4ECKOro coro3a». Pe-
menrie CoBeta EBpasuiickoii 9KOHOMUYECKO KOMUCCHN
or 3 Hos10ps1 2016 T. Ne 87 OpurmanbHbIii caiT EBpasuiickoro
9KOHOMHMYECKOro coio3a http://www.eaeunion.org/.
21.11.2016. «On approval of the Rules of good practice of
pharmacovigilance of the Eurasian Economic Union.» Decision
of the Council of the Eurasian Economic Commission dated

26.

27.

28.

29.

30.

31.

32.

November 3, 2016 No. 87 Official website of the Eurasian
Economic Union http://www.eaeunion.org/. 11/21/2016.
denepanbHBIN 3aK0H 0T 22.06.1998 Ne 86-D3 «O s1exapct-
BEHHBIX cpelcTBax». Cobpanue 3akonodamenvcmea PD.
1998; 26: 3006. Federal Law No. 86-FZ «On Medicines» dated
06/22/1998. Collection of Legislation of the Russian Federa-
tion=Sobraniye Zakonodatelsnva RF. 1998; 26: 3006 (in Russ.).
IIpukas PocaapaBHansopa ot 17.08.2007 Ne 2314-IIp/07
«O Komurere 110 aTHKe». BIOJLIemMeHb HOPMAMUBHbIX aKinos
dedepanvhvix opearos UcnoaHumenbHotli eaacmu. 2007;
40. «On the Ethics Committee». Roszdravnadzor Decree
dated 08/17/2007 No. 2314-Pr/07. Bulletin of Normative
Acts of Federal Executive Authorities. 2007; 40. (in Russ.).
denepasnbHbIN 3aK0H OT 12.04.2010 Ne 61-P3 «O6 obpa-
LI[EHUY JIEKAPCTBEHHBIX CPEACTB». CobpaHue 3akoH00a-
meascmea P®. 2010; 16: 1815. Federal Law No. 61-FZ
dated 12.04.2010 «On circulation of medicines». Collection
of Legislation of the Russian Federation=Sobraniye Zakon-
odatelsnva RF. 2010; 16: 1815. (in Russ.).

IIpukas Munsgpasa Poccun ot 29.11.2012 Ne 9861 020
«06 yrBep:kaennu [losioskenusi o CoBere 10 aTHKe». Poc-
cutickas easema. 2013; 39. Order of the Ministry of Health
of the Russian Federation dated 11/29/2012 No. 986n 020
«On approval of the regulations on the Ethics Council».
Rossiyskaya gazeta. 2013; 39. (in Russ.).

IIpukasd Munaapasa Poccum ot 10.07.2015 Ne 435H «O6
ITUYECKOM KoMuTeTe MUHUCTEPCTBA 3/IpaBOOXpPaHeHuUsI
Poccuiickoit Penepanum». broaiemeHb HOPMAMUBHBIX
arxmos ghedepanbHblX 0P2ar08 UCNOLHUMELbHOTL 8AACTIU.
2015; 42. Order of the Ministry of Health of the Russian
Federation dated 07/10/2015 No. 435n «On the Ethical
Committee of the Ministry of Health of the Russian Feder-
ation». Bulletin of Normative Acts of Federal Executive Au-
thorities. 2015; 42. (in Russ.).

IIpukas Munsapasa Poccun ot 10.07.2015 Ne 434H (peq.
ot 25.08.2017). «O6 JkcriepTHOM coBeTe MHUHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoil @epepanui o Boupocam
OpraHU3aluy KJIWMHUYECKOW anpoOanuu METOIOB IIPO-
(pnytakTUKY, IMATHOCTUKY, JIEYeHUs] U peabuIuTaIum».
Bioanemens HOpMAmMueHbIX akimos hedepanbHolx 0p2aHos
ucnoaHumenvHotl eaacmu». 2015; 42. Order of the Ministry
of Health of the Russian Federation dated 07/10/2015 No.
434n (ed. dated 08/25/2017). «About the Expert Council of
the Ministry of Health of the Russian Federation on orga-
nization of clinical testing of methods of prevention, diag-
nosis, treatment and rehabilitation». Bulletin of Normative
Acts of Federal Executive Authorities.2015; 42. (in Russ.).
Topbaues B. ., [[Imakoe A. H. HopMaTUBHO-IIpaBOBOE 0Oec-
TIeYeHue IeJuaTprIecKol aHeCTe310JI0T0-peaHMAIIOHHON
niomo1tny. Meduyurckoe npaso. 2020; 1: 41-47. Gorbachev V.1,
Shmakov A. N. statutory support of provision of pediatric
anesthetic and intensive care. Medical Law=Meditsinskoe
Pravo. 2020; 1: 41-47. (in Russ.). eLIBRARY ID: 41832226.

Received 27.11.2023
Accepted 08.02.2024

www.reanimatology.com

GENERAL REANIMATOLOGY, 2024, 20; 2





