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Although legal regulation of genetic research has been steadily improved, it is still lagging behind promotion of genetic research, especially in the field of development
and use of its achievement-based technologies. A distinct feature of this legal area is currently a higher dependence on ethics. This resulted in establishment of
a special institution, an ethics committee, that unites the possibilities of ethical and legal expertise giving birth to numerous organizational and substantive issues.
Some of them are reflected in discussions about the relationship between moral reflection and legislative processes, epidemiological status of bioethics, etc. For
instance, in Russian literature there is a thesis that organization and conduction of ethical expertise is regulated much better than those of legal one and can be
implemented within the current legal and regulatory framework. Meanwhile, a need for legal expertise in genomic research and genetic technologies is not inferior
but even superior. This is confirmed by deficient legal support of many important decisions taken by the authorities and actions accomplished by research groups.
The article reviews opinions of Russian and foreign scientists who provide different assessment of the role of ethics committees and their possible falling within law
or ethics. The role and place of ethics committees in the system of rule-making harmonization and law enforcement are specified.
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MPABOBAS N STUHMECKAS 9KCMEPTU3bl B COEPE FEHETUMECKUX UCCNEQOBAHUIN: NPOBJIEMbI
PEMMAMEHTALIMN N UHCTUTYLUMATIU3ALNN

B. V. Mp>xxunexckuin =
MockoBckuin rocymapcTBeHHbI yHBepeuteT uvenn O. E. Kytaduna (MIMOA), Mocksa, Poccus

[MpaBoBoe perynmpoBaHne reHeTUHECKMX CCNEA0BaHNIA HEYKTOHHO COBEPLUEHCTBYETCS, HO BCE PaBHO He YCMeBaeT 3a pPa3BUTMEM CaMUX MeHETUHECKMX
ncenegoBaHnii, 0CobeHHO B cdepe paspaboTKy 1 MPUMEHEHNS OCHOBAHHBIX Ha X OOCTVKEHUSAX TEXHONOMMIA. OTANYUTENBHON YepTol AaHHOM obnactu
npasa B HaCTOsILLiee BpeMsi SABMSETCS ero 6onee BbicoKas 3aBMCMMOCTb OT 3TUKU, YTO BbIPa3UIoCh B CO3AaHNN 0COOOro MHCTUTYTa — STUHECKOTO KOMUTETA,
06bEAVHSAIOLLErO BO3MOXHOCTI STUHECKOW 1 NMPaBOBON 3KCMEPTH3bI, HO OAHOBPEMEHHO C 3TVM POXAAIOLLErO MHOMOYMCIEHHbIE MPOOEMbI KaK OpraHM3aLoOHHOrO,
TaK 1 codepxatenbHOro xapakrepa. HekoTopble 13 aTvix NpobieM OTPadKatoTCst B ANCKYCCUSIX O COOTHOLLEHWN STUKU 1 Npasa, SnMCTEMONIONMHYECKOM CTaTyce
OUO3TVKM 1 Ap. Tak, HanpyMep, B OTEHECTBEHHOW NITEPaTyPe BbICKA3bIBAETCS TE3NC O TOM, YTO OpraHM3aLmsi 1 NPOBEAEHNE STUHECKNX SKCMEePTUS B OTMYME OT
NPaBOBbIX PErNaMEHTUPOBAHO 3HAYUTENBHO JyHLLIE U MOXET OCYLLECTBATHCS B paMKax AeMCTBYOLLEN HopMaT/BHO-NPaBoBoV 6adbl. Mexxay TeM NoTpebHOCTb B
NpaBOBOW 3KCMEPTU3E B 0O6NACTN FEHOMHbBIX UCCNEO0BaHNIA U FEHETUHECKNX TEXHOMOMMIN HUKaK He MeHbLLasA, eCn He 6onbLuas, YTo NOATBEPKAAETCS AeDULITOM
NpPaBOBOro COMPOBOXAEHMSI MHOTUX BaXKHbIX PELLEHWIA BNACcTN 1 AeNCTBUIA UCCNEA0BATENBCKUX KOMNEKTUBOB. B cTaTbe NpUBOAATCS MHEHUS OTEYECTBEHHbIX
1 3apyOEXKHBIX YHEHbIX, PACXOASALLMXCS B OLEHKE MOSHOMOUUIN 3TUHECKMX KOMUTETOB 11 BOBMOXXHOCTY X OTHECEHWS K cchepe npasa uiv Mopasiv. YTOHHSAKOTCA
POnb 1 MECTO 3TUHECKMX KOMUTETOB B raPMOHM3aLMM CUCTEMbI HOPMOTBOPHECTBA 1 MPaBONPUMEHEHWS.

KnioyeBble cnoBa: reHeTU4ecKne NCCNeNoBaHs, 3TU4eckas BKCMNepTn3a, npaBoBas aKCnepTn3a, OMO3TVIKA, STUHECKUIN KOMUTET
PuHaHCuMpoBaHue: 1CCneaoBaHvie BbIMNOAHEHO B PaMKax MPorpamMMbl CTPaTErn4eckoro akagemmydeckoro nuaepctaa «[puoputer — 2030».
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Approval of the Procedure of Organization and Conduction of
an Ethical Expertise of Possibility to Conduct a Clinical Trial of
a Medicinal Product for Human Use and Form of Conclusion
from the Ethics Council’, regulating the same (registered in

Concerned that legal regulation of genomic research should
be developed and that genetic technologies should be
applied, Russian legislators have adopted Federal Law
as of 12 April 2010 No. 61-FZ ‘On Medicine Circulation’

implementing the best global practices. In particular, the
legislators have improved regulations and mechanisms
of expertise production that provide for special expertise
structures, Councils of Ethics. The Law prescribes a list of
basic requirements to experts, provision about the council,
procedure of its activity, organization and production of an
ethical expertise. There is also another document, Executive
Order of the Ministry of Health and Social Development of
the Russian Federation as of 26 August 2010 No. 753H ‘On

the Ministry of Justice of the Russian Federation as of 31
August 2010 No. 18303).

Another Federal Law as of 21 November 2011 No. 323-
FZ ‘On Fundamental Healthcare Principles in the Russian
Federation’ mentions ethics committees that ensure
compliance with ethical standards by healthcare workers.
Specialists are well aware that this can result in additional
bureaucratic overload, which can’t be effectively confronted
yet in real practice of genomic research regulation and use of
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genetic technologies [1]. However, the positive experience of
ethics committees in modern Russian medicine and science
shouldn’t be underestimated [2].

Mokhov A. A. justly observes that Federal Law as of 23
August 1996 No. 127-FZ ‘Concerning Science and State
Scientific and Technical Policy’ doesn’t have any mention of
ethics in the field of scientific research. At that time, it seemed
that the scientific society coped quite well with similar issues
within existing scientific traditions and research practices.
Indeed, scientific expertise organization has always been
subjected to regulation by reviewers, opponents, scientific
councils, scientific advisors, and departments in universities
and research institutes. An ethical aspect assessing the
prevalence of the topic or scientific novelty of the obtained
results was present, if any, while discussing rather the means
selected by a researcher to achieve the purposes than the
pUrposes proper.

Doctors and legal scholars who come across ethical issues
intuitively understand that it is impossible to appeal to any
moral teaching or ethical theory while formulating the principles
of bioethics. In other words, the knowledge of bioethics doesn’t
mean that general ethics penetrates into various spheres of
social experience and respective cognitive practices, whether
it be politics, economics, medicine or law. The subordination
model of post-Soviet theory of cognition, where knowledge
circulates within the philosophical, general and specific
scientific levels, is first substituted by the coordination
model and then disintegrates. The principles of bioethics are
frequently interpreted by lawyers as a result of generalizing
long-term generation experience or as legal practices but not
as a product of paper-based philosophical considerations or
religious revelations [3].

A point of view, in accordance with which bioethics
doesn’t originate from general ethics, is widely supported
by philosophers. Gusseynov A. A. states that ‘the issue of
scientific and practical status of certain types of applied
ethics can’t find a unique solution for now. They don’t
obviously constitute parts or sections of ethics as science of
morality, they belong to respective special areas of knowledge
(biology and medicine for biomedical ethics, science studies
for science ethics, etc.) to the same or an even a greater
extent [4]. The issue about the mode of bioethical knowledge
is far from being idle. The morality that substituted moral
standards and simple copying of adults’ behavior had existed
as instructions, lectures and speculations from the very
beginning. Tradition-supported authority is essential here. In
case of Christian ethics (and any other religious morality), it is
about the authority of the Holy Scripture and Holy Tradition,
texts and their interpretation. But, eventually, there appeared
quite many ethical theories, and their interpretations went
beyond all the possible boundaries. That is why the question
concerning how ethics can exist in the post-metaphysical
epoch has turned into a pressing challenge of the XX century.
Should it be based on certain metaphysics or religious
doctrine just like it was before? Or is it formed by therapeutic
and research practices just like in case with biomedical
ethics, and the values of humanity are enough to determine
the principles? One of the most pressing current issues is to
organize legal and ethical expertise in the sphere of genetic
research.

Mokhov AA notes that legal expertise has been quite
common within the last two decades, irrespective of the
fact whether an employer is represented by business,
regulatory and administrative authorities, investigation
authorities, courts, etc., whereas ethical expertise in the
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field of biomedical ethics is not yet significantly widespread
and poorly codified. According to Mokhov A. A., ‘though
the issue about the ethical expertise with various variations
(bioethical, humanitarian, social and ethical, etc.) applicable
to innovations, healthcare and genomics is being discussed
in the professional community, the issue about the legal
expertise is not. However, ethics expertise can’t consume
legal ones, especially since there can be a conflict between
ethical and legal standards in certain cases, thus requiring a
complex approach to solving complicated ethical, legal and
other issues of modernity’ [5].

Meanwhile, the declared issue has been discussed in
foreign literature as well. Moore A and Donnelly A believe
that ethics committees are currently required to accomplish
two tasks. They examine, first, whether research projects
comply with the acting legislation (code-consistency) and,
second, whether they are acceptable from the ethical point
of view (ethics-consistency) [6]. The authors assert that
the abovementioned tasks cannot be fulfilled by the same
institution because these are different tasks both from the
practical point of view, and considering the principles of their
operation. In short, Moore A and Donnelly A believe as follows:
the issue about the compliance of the considered projects to
the legislation occurs due to legal uncertainty. The reason
for it consists in quality of the laws proper, and wording of
the laws and their gap with practice enquiries, in particular.
The project compliance with ethical standards, when experts
should focus on correspondence to bioethical principles but
not legal standards, is quite another issue. Although codified
law should not contradict to ethical standards and principles,
the arising situations of legal uncertainty are solved in
practice using the means and methods of the law itself due
to unclear wording of the law in the field of biomedicine and
are not different from other cases solved under conditions
of legal uncertainty. At the same time, addressing to ethical
arguments while attempting to resolve legal conflicts can
destroy the law.

The ethical expertise appealing to the laws won’t be
considered as satisfactory as well. Moore A and Donnelly A
state that ‘thinking based on ethical consistency will have a
tendency to combine the issue of which factors need to be
taken into account during consideration with the issue of
which problems are ethical. Emphasis will usually be placed
on question whether legality of the suggested activity and
scientific quality of the suggestion constitute ethical issues. It
is difficult to provide principal answers to the questions, unless
somebody appeals to any disputable and reasonably rejected
ethical concept, rejecting other similar concepts’ [7].

Subsequently, Moore A and Donnelly A mention that
according to Aristotle and Mill, ethics encompasses regulatory
and justifying speculations in the field of a practical action.
At the same time, they state that Kant separates ethics from
law and grants the sphere of ethics with limited jurisdiction
considering it as a special but incomplete subset of a wider
regulative set.

Thus, there occurs an issue of choice between different
ethical theories, which obviously should not be a task of
any ethics committee or supervisory board. The thought is
expressed by Holm S who enters into polemics with Moore A
and Donnelly A on the pages of the same edition. According
to Holm S, ‘research ethics committees do not represent
philosophical seminars; they are not intended to develop
research projects that could be optimal from an ethical point
of view. They have to ensure that the research is ethically
acceptable. It means that they need to authorize a deviation
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from the law, if the law results in the outcome which is ethically
unacceptable’ [8].

Holm S. believes that Moore A and Donnelly A are
mistaken thinking that ethics committees have to search for
an ethically ideal way, whereas in reality, their function is to
determine ethically unacceptable, but legally allowed actions
within research projects. In other words, ethics committees
can influence the law without being a separate source of it.
Here it is better to consider the opinion of a reputable Russian
specialist in the field of bioethics and medical law. According to
Sedova NN, ‘being a source of law, bioethics is different from
morality, in general, and ethics, in particular. It rather requires
legal formalization of its principles being closer to positive law
regarding the content and mechanism of standards-compliant
regulation as compared with other areas of ethics. Moreover,
bioethics is a unity of theoretical and practical constituents,
whereas ethics and morality are quite distinct as theory and
practice’ [9]. Moreover, bioethics can be included both into the
structure and the content of law, this being both a soft, and a
hard instrument [10].

In the context of the above, Nowotny H and Testa G hold a
very curious opinion. They believe that bioethics is not related
neither to law, nor to morality, without denying its connection
with both of them. They see bioethics as a separate social
regulator of a new generation. According to the authors,
bioethics is a technology of humanitarian standardization
acting as a central instrument of management that can
balance ‘the maximal possible specter of frequently mutually
exclusive interests of a growing number of actors’, manage
the occurring interdependencies and develop administrative
and legal policy in this sphere. Bioethics is considered by the
authors as one of three social technologies of humanitarian
standardization required to create complex sociotechnical
system. Two other systems such as law and governance are
not separated from each other and from bioethics, but form a
complex sociotechnical complex.

Nowotny H and Testa G see bioethics as a means of
building a new society and a means of restructuring its social
institutions and values. According to them, ‘the purpose is to
develop the standards that allow to change and rebuild the
forms of life. Thus, a deeper convergence of a molecular age
is detected. Human technologies of a certain social maturity
are close to biology which is open to setting social goals,
accepting legal and ethical restrictions, taken into account
from the very beginning, and includes them into its design.
The common feature is that both of them represent complex
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