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Abstract

Introduction. Local Bioethics Committees (LBCs) are an integral part of the system for protecting the rights and safety of
participants in biomedical research. Their activities must align with international ethical standards while being adapted to the
specific national context. In Kazakhstan, as in many countries with an emerging research infrastructure, the operation of
LBCs faces several organizational and procedural challenges.

Objective. This review aims to systematize international experience in the organization and functioning of Local
Bioethics Committees and to explore the potential for its application in the context of the Republic of Kazakhstan.

Search strategy. A systematic literature review was conducted using the PICO model. The main question addressed was,
does the implementation of international practices (e.g., GCP training, process standardization, digitalization, and KPI monitoring)
improve the performance of LBCs in countries with developing research systems, such as Kazakhstan, compared to existing
approaches? Searches were performed in PubMed, Scopus, Web of Science, and eLibrary databases for the period 2020-2024.
The analysis was guided by Donabedian’s quality assessment model (structure — process — outcome).

Results. The review found that developed countries emphasize the standardization of application submission and review
processes, digitalization of interactions, mandatory GCP (Good Clinical Practice) training for LBC members, and
implementation of performance monitoring systems (KPIs). These approaches ensure a high level of transparency,
timeliness of ethical review, and trust from the research community.

Conclusions. The analysis of international experience demonstrates that practices such as process standardization,
digitalization, mandatory GCP training for committee members, and systematic KPI monitoring significantly enhance the
transparency, timeliness, and credibility of ethical review. These approaches can be successfully adapted to the Kazakhstani
context, considering the national setting and existing research infrastructure. The use of Donabedian’s model enables a
systematic evaluation and optimization of LBCs in terms of structure, processes, and expected outcomes. Adopting
international practices may become a crucial step toward strengthening bioethical oversight in Kazakhstan and ensuring the
proper protection of research participants’ rights.
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'HAO «MepguumHcknn yHuBepcuteT AcTtaHay, r. ActaHa, Pecnybnuka KasaxcraH.
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BBepeHue. JlokanbHble komuTeTbl No Broatuke(ganee- JIKB) ABNSKOTCA HEOTLEMIIEMBIM 3/TEMEHTOM CUCTEMbI 3aLLNThI
npaB 1 6e30MacHOCTX Y4YaCTHUKOB OWOMEOMLMHCKMX WCCredoBaHMA. WX [esTenbHOCTb [OMKHA COOTBETCTBOBATb
MeXayHapOAHbIM 3TUYECKUM CTaHAapTaM M afanTUpOBaThCs K KOHTEKCTY KOHKPETHOW cTpaHbl. B KasaxcTaHe, kak v B psge
CTpaH C hopMUpYHOLLEICS 1CCneaoBaTensCKOM HApPaCcTpykTypon, pabota JIKB conpoBoxaaeTcs psaomM opraHnu3aLmMoHHbIX
1 NpoLieypHBIX BbI3OBOB.

Llenb. Llensto HacTosiwero o63opa sBNsSeTCS cucTemaTn3aums MexgyHapoLHOro ombita B 0Brnactv opraHusaumm
(OYHKLMOHMPOBAHUS NOKaNbHbIX STUHECKUX KOMUTETOB, a Takke onpegeneHne BO3MOXKHOCTEN ero NPUMEHEHUS B YCMOBUSIX
Pecnybnukm KasaxcraH.

Crparterusi noucka. /icnonb3oBaH cuctemaTUyeckuin noaxod k otbopy nurepaTtypel ¢ npumeHeHnem mogenu PICO.
YnydwaeT M BHEOPEHVE MEXOyHapOoAHbIX MpakTuk (Hanpumep, obyyenme GCP, cTaHaapTv3aumMst npoLeccos,
uncposmsauns n KPI) paboTy nokambHbIX STUYECKMX KOMUTETOB B CTpaHax C pa3BUBAIOLLENCS WCCMEAO0BaTENbCKOM
CUCTEMOMN, Takux kak KasaxcTtaH, Mo CPaBHEHWIO C CYLLECTBYIOLMMM NOLX0LAMM?

Mouck npoogmncs B 6asax gaHHbIx PubMed, Scopus, Web of Science u elLibrary 3a nepuog 2020-2024 rr. AHanus
OCYLLEeCTBMANCA C ONOPOit Ha MOAENb OLEHKM kayecTBa [loHabeamaHa (CTpykTypa — npoLecc — pesynbTar).

PesynbTtatbl. O630p BbISBMA, YTO B pa3BUTLIX CTpaHax ¢ 0CO60e BHUMaHWE yAenseTcs CTaHgapTU3aLmm npoLeccos
MoJaun 1 pacCMOTPEHWS 3asiBOK, LMpOBM3aLMM B3anmogencTaus, obssatensHomy obyyenumio uneHos JIKb npuHumnam
Hapnexallen KnuHudeckon npaktuku (good clinical practice-GCP), a Takke BHEOPEHWIO CUCTEMbI MOHWUTOPWHra
nokasatenen adektusHocTn (KPI). 311 nogxoabl 0becneynBaioT BbICOKYIO CTeneHb MPO3payvHOCTH, CBOEBPEMEHHOCTb
9TMYECKOW SKCNEPTM3bI U JOBEPUE CO CTOPOHBI UCCrenoBaTenei.

BbiBogbl. AHanu3 MexayHapoAHOro OMbiTa Mokasarn, YTo BHEAPEHWe TakuX MpakTWK, kKak CTaHAapTu3aums npoueayp,
LncpoBm3aLms npoueccos, obs3atensHoe 0byyeHune yneHoB JIKB npuHUMNam Hagnexallen knuHnieckon npaktuku (GCP),
a TaKke CUCTEMATUYECKUA MOHWUTOPWHT nokasatenei acpcpextnHocTu (KPI), cnocoBCTBYET 3HAUMTENBHOMY MOBBILIEHMIO
NpO3pavHOCTH, CBOEBPEMEHHOCTY M [JOBEPUS K 3TUYECKON JKCMepTn3e. JTW noaxodbl MOryT BbiTb YCMELWHO afanTupoBaH
B ycnousax KasaxctaHa ¢ y4&TOM HALMOHANbHOTO KOHTEKCTA M CyLIECTBYHLLEH 1CCNeaoBaTeNbCkol MHAPACTPYKTYpbI.
Onopa Ha wmogenb [loHabeamaHa no3BonseT CUCTEMHO OUEHUTb UM onTumusupoBatb paboty JIKB no napamerpam
CTPYKTYPbI, MPOLECCOB W OXMOAeMbIX pe3ynbTaToB. BHeapeHue MexayHapoaHbIX NPaKTUK MOXET CTaTb BaXHbIM LIArom K
MOBbILEHMIO KayecTBa OMoaTMYeCKoro Hap3opa B KasaxctaHe M obecneveHuto cobmiogeHust npaB  Y4aCTHMKOB
nccnefoBaHWi Ha AOITKHOM YPOBHE.

Knroyeebie crosa: fokanbHble Komumems! no 6uamuke, 6uoamuka, GCP, KasaxcmaH, amuyveckasi akchepmusa,
agphekmusHoCmb, MeXOYHapOoOHbIU ONbIm
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! KeAK «AcTaHa MeaMuMHa yHuBepcuTeTi», AcTaHa K., KasakctaH Pecnybnukachil.

Kipicne. Xeprinikti 6uoatuka komutettep()KBK) BromeanumHanbik 3epTTeynepre KaTbiCyLUbINapAblH, KYKbIKTapbl MEH
KayinciagiriH  KopfFay yMeciHiv, axbipamac Oeniri Oombin Tabbinagel. OnapablH, KbI3METI Xanblkaparblk, 3TUKambK
CTaHOapTTapFa caii KenyiMeH KkaTap, yNTTblk epeklweniktepre Oemimpenyi Tuic. KasakcTaHga, 6acka pa 3eptrey
WHpaKypbINbIMbI JaMbin Kene xaTkaH engep cuskTbl, XKBK xyMbickl Gipkatap yibIMAACTbIPYLbINbIK, XaHe paciMaik
KMbIHAbIKTapFa Tan bonyga.

Makcatbl. Byn wony XeprinikTi aTUKanbIK KOMUTETTEPAI YMbIMAACTLIPY MEH OnapablH, XyMbIC icTeyiHe GannaHbICTbl
Xanblkapanblk ToxipubeHi xylieneyre xsHe OHbl KasakcTaH PecnybnukacbiHbiH, XaffanblHAa KOnpaHy MyMKiHAiriH
3epgeneyre barbiTTanfaH.

I3pey ctpatermscbl. PICO mogeniH naiganaHa OTbIpbin Xyieni agebu wony xyprisingi. Herisri 3epTTey cypasbl:
Xanblkapanbik, Taxipubenepai (Mbicansl, GCP 60blHILA OKbITY, NpOLUEeCTEPAi CTaHaapTTay, UudpnaHabIpy XeHe TiMainik
kepceTkiwTepiH (KPI) 6akbinay) eHridy, KasakcTaH CUSIKTbl AaMbin Kene XaTkaH 3epTTey xymeci bap enpepgeri XKBK
KbI3METIHiH, Ka3ipri TacinaepMeH canbICTbipFaHAa XakcapyblHa biknan ete Me?
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l3ney PubMed, Scopus, Web of Science xaHe elibrary pepekkopnapbiHga 2020-2024 xeingap apanbleblHaa
xyprisingi. Tangay [JoHabeamnanHbIH, canaHbl 6aranay Moaeni (KypbinbIM — yAEPIC — HaTUXE) HerisiHae Xyprisingi.

Hatuxenep. [JambiraH engepae eTiHimaepai Oepy MeH kapay yAepiCTEpiH CTaHAapTTayfa, e3apa SpeKeTTecTiKTi
uncdppnangpbipysa, XXBK mywenepiHe apHansaH GCP OKbITYbIH MIiHOETTI eTyre XsHe TuiMainik kepcetkiwTepiH (KPI)
Kagaranay xyhenepiH eHrisyre Gaca Hasap aydapbinagbl. byn Tecingep 3Tukanblk capanTamaHblH, allblKTblFbIH,
XeOenairiH xoHe fbiNbIMKU KaybIMOACTbIK TapanbiHaH CEHIMAINIKTI kaMTamachi3 eTefi.

KopbITbIHAbINAP. Xanbikapanblk ToxipubeHi Tangay yaepictepai CtaHaapTTay, uudpnaHasipy, komuteT myLuenepive GCP
BolblHLa MiHAETTi okpITy aHe KPI xyieni Typoe Bakbinay cuskTbl TaxipubenepaiH, STukarblk, capantamaHbiH, allblKTbIFbIH,
XedengiriH oHe CeHiMAiniriH anTaprblkTan apTTbipaTbiHbiH KepceTedi. byn Tacinaepai KasakCtaH xargaibiHa Geliimpey,
VITTTbIK, ePEKLLENIKTEP MEH KaA3ipri 3epTTeY MHAPPaKyPbINbIMbIH ECKEPE OTbIPbIN, CaTTi icke ackipyra bonagbl. [loHabeanaH mogeni
KYPbINbIM, YAEPICTEP KaHE KYTINETiH HaTwkenep TypsbickiHaH XKBK-Ti xyiteni Typpoe Oaranayra oHe OHTainaHoblpyra
MyMKiHOK Oepefi. Xanbikapanblk TaxipubeHi eHrisy KasakcTaHgarbl OMOSTUKAnbIK Oaxpinaydbl KyeMTy XsHe 3epTTey
KaTbICYLLbINapbIHbIH, KYKbIKTApbIH TUICTi AeHreiae Kopray XomnblHAasbl MaHbI3abl kaaam bonmax,

TyliHOi ce3dep: xepeinikmi 6uoamuka komumemmep, 6uosmuka, GCP, KasakcmaH, amukarblk capanmama,
muimOinik, xanbikapanbik maxipube.

[faliekces ywiH:
Lepbucanuna I'.A., Ymbemxarosa A.T., Hypan A.M., Kolikos B.B., Paxmemosa B.C. KasakCTaHAarbl XEPriniKTi
O1oaTMKa KOMWUTETTEPAIH KbISMETIH OHTAWNaHAbIPY: Xanblkapanblk Taxipubere WWOMy sHe gaMy NepcrnekTMBanapbl.
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Introduction

Local Bioethics Committees (LBCs) serve as a key
mechanism for protecting the rights, freedoms, and
interests of participants in clinical and biomedical research.
Their primary function is to ensure the ethical legitimacy of
scientific projects based on the principles of respect for
persons, justice, beneficence, and non-maleficence. LBC
activities are regulated by international guidelines (GCP,
CIOMS, the Declaration of Helsinki) as well as national
regulations. In the Republic of Kazakhstan, LBCs operate in
accordance with orders from the Ministry of Health and are
overseen by the Central Bioethics Commission.

According to several studies, countries with developing
research infrastructure (including Kazakhstan) face
significant challenges: delays in application review, a
formalistic approach to protocol assessment, the absence
of unified digital systems for application submission and
monitoring, and a shortage of qualified committee members
[10].

In international practice, researchers frequently
encounter difficulties in preparing documentation for ethical
review. One of the main challenges is the lack of
standardized templates and clear requirements, leading to
inconsistent practices across institutions. This not only
increases the administrative burden but can also undermine
the quality of the research itself. For example, in Australia
and China, researchers report difficulties adapting to
varying ethics committee requirements, which delays
approvals and may affect project timelines [9].

Moreover, the issue of conflicts of interest is a major
factor affecting the objectivity of ethics committee decisions,
especially in smaller research institutions. In such
organizations, researchers and LBC members may have
informal relationships that hinder independent decision-
making. International recommendations emphasize the
need for strict conflict of interest management, including
mandatory disclosure and the development of mitigation
strategies. For example, Canada and the United Kingdom
have well-established procedures for identifying and

managing such conflicts, thereby increasing trust in the
ethics review system [16].

Given these international practices, Kazakhstan should
prioritize the development and implementation of standard
operating procedures for LBCs, as well as create
mechanisms to manage conflicts of interest. This would
enhance the transparency and effectiveness of ethical
review in the country and help align national standards with
international requirements.

Objective of the review: To systematize the best
international approaches to the organization and functioning
of LBCs and to determine the feasibility of their adaptation
to the context of Kazakhstan.

Methodology

A systematic approach to literature seLBCtion was
employed for this review, based on the principles of
evidence-based analysis and the PICO model (Population,
Intervention, Comparison, Outcome). The search strategy
was designed to capture a comprehensive range of relevant
information on the functioning of Local Bioethics
Committees (LBCs) in different countries and to generalize
their experience in terms of applicability to the Kazakhstani
context.

The literature search was conducted in the databases
PubMed, Scopus, Web of Science, and eLibrary (to include
domestic and Russian-language sources).

The search was limited to publications from January 1,
2020, to March 2024 and included both English and
Russian languages. PICO question “Does the
implementation of international practices (e.g., GCP
training, process standardization, digitalization, and KPI
monitoring) improve the performance of LBCs in countries
with developing research systems, such as Kazakhstan,
compared to existing approaches?”

Inclusion criteria:

o Publications in peer-reviewed scientific journals;

o Articles analyzing the work of ethics committees;

o Studies focused on the structure, processes, or
outcomes of LBC activities;
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e Regulatory and methodological documents with
practical applicability.

To structure the analysis, the Donabedian quality
model, originally proposed in 1966 and adapted for
healthcare and research infrastructure evaluation, was
used. The model includes three levels (Fig. 1):

o Structure (staff composition, regulatory documents,
infrastructure);

o Process (procedures, workflows, digital platforms,
interaction with applicants);

o Outcome  (review
stakeholder satisfaction).

This methodology enabled a systematic evaluation of
LBC activities and the identification of the most successful
and replicable practices.

timelines, rejection  rates,

STRUCTURE PROCESS RESULT

* Human resources

* Regulatory legal acts (RLAS)
« Infrastructure

+ Digital platform

* Review procedures

* Application workflow

* Interaction with applicants

+ Feedback colLBCtion

+ Training of committee members
* Process standardization

* Application review timelines
* Rejection rate of applications
+ Participant satisfaction

+KPIs for LBCs (Local Ethics
Committees)

+ Timely reporting

Fig. 1. Quality model for optimizing the work of LBCs (Local Bioethics Committees).

Structure of Local Bioethics Committees (LBCs)

The structure of Local Bioethics Committees determines
their ability to effectively and impartially evaluate research
protocols. In international practice, the commonly accepted
model includes representatives from various professional
fields: healthcare professionals, lawyers, community
representatives, biostatisticians, and bioethics specialists.
Such multidisciplinary composition is recognized as
essential for forming objective and balanced decisions [3].

In the United States, Institutional Review Boards (IRBs)
are required to have at least five members, including at
least one scientist, one practitioner, and one community
representative. Additionally, significant attention is given to
preventing conflicts of interest: IRB members must not
participate in the review of projects with which they may
have direct or indirect connections [8].

In Kazakhstan, the structure of LBCs varies across
institutions. In most cases, committees are established at
universities or research centers and typically consist of
faculty members and/or researchers from the same
institution. The lack of clear requirements regarding
independence, qualifications, number of members, and
internal evaluation mechanisms makes the operation of
some LBCs unstable and susceptible to bias risks.

Process of Work of Local Bioethics Committees

The work of Local Bioethics Committees (LBCs) is
based on the principles of independence, objectivity, and
adherence to international norms for the protection of
research participants' rights. The main functions of LBCs
include evaluating research protocols for scientific validity
and compliance with ethical standards and ensuring
participant safety.

In international practice (e.g., in the United Kingdom,
Canada, and South Korea), the structure of LBC work is
standardized and regulated by relevant guidelines.
According to the UK Health Research Authority (HRA)
guidance, each protocol undergoes at least three stages:
administrative validation, ethical review, and issuance of an
expert opinion with recommendations [15].

The process of submitting, reviewing, and approving
research protocols is a central element of LBC functioning.
It determines how promptly and thoroughly ethical review is

conducted and the extent to which participant interests are
protected.

Standardized algorithms describing the stages of
submission, processing, discussion, and decision-making have
been developed and applied internationally. These approaches

significantly reduce administrative  burdens, increase
transparency, and shorten application review times.

Application Submission Algorithms and
Digitalization

Digitalization of application submission for ethical
review is one of the most effective tools to enhance
transparency and accelerate processes. In developed
countries such as Canada and Germany, eLBCtronic
systems allow not only the structuring of the entire
document package but also reduce the administrative
burden on both committees and applicants.

For example, Canada uses the CTO Stream system,
where each application is tracked online, automatically
checked for completeness, and the applicant receives
notifications at every stage [2]. In Germany, universities and
clinics have implemented the EthikPool system, through
which researchers submit applications eLBCtronically. The
system also includes form templates and built-in reference
materials (FU Berlin, 2024) [7].

In Kazakhstan, most Local Bioethics Committees still
operate offline or rely on postal and email correspondence.
This creates difficulties for researchers and slows down the
review process. Some universities are attempting to
implement online forms (e.g., via internal portals), but such
systems are not centralized and often have limited
functionality.

The introduction of a unified eLBCtronic platform with
the capability to track application status, automatic field
validation, and integration with the Ministry of Health
databases (e.g., clinical trials registry) could significantly
improve the efficiency and transparency of ethical review in
Kazakhstan.

Standardization of Review Timelines

Globally, setting clear standards for review timelines is
a mandatory element of effective LBC operation. This
allows researchers to plan project initiation and committees
to enhance operational transparency.

155



Reviews

Science & Healthcare, 2026 Vol. 28 (1)

In the European Union, Regulation EU 536/2014 requires
that decisions on clinical trials be made within 60 calendar days
from the submission of a complete application package
(European Medicines Agency, 2022) [4].

Similar timelines are established in Canada: according to
CTO Stream regulations, 85% of applications receive decisions
within 3045 days (Clinical Trials Ontario, 2021) [9].

In Kazakhstan, regulatory acts contain approximate
timelines, but their adherence largely depends on the workload
of LBCs and the qualifications of the applicant. In practice,
review periods may reach up to 30 days.

The Role of GCP Training for Researchers and LBC
Members

Completion of training on Good Clinical Practice (GCP)
standards is a mandatory requirement in many countries for all
participants in the research process.

In the United States, for example, the National Institutes of
Health (NIH) requires a verified GCP certificate for researchers
involved in all federally funded clinical trials [12].

The role of GCP training goes beyond basic knowledge:
modern programs include modules on informed consent,
protection of vulnerable populations, participant safety
monitoring, and risk analysis.

In Kazakhstan, holding a GCP certificate is a formal
requirement for researchers; however, systematic training
for members of Local Bioethics Committees (LBCs) is often
insufficient. The lack of mandatory continuing education
programs for committee members leads to inconsistent
interpretations of ethical standards, which in turn increases
the number of protocol submissions returned for revision.

To optimize LBC operations, it is advisable to consider
implementing mandatory GCP training programs for all new
LBC members, followed by regular recertification at least
every three years, as practiced in the United Kingdom [15].

Feedback System and Interaction with Applicants

An effective feedback system between LBCs and
applicants not only improves the quality of research
protocols but also strengthens trust in the ethical review
process itself.

For instance, in Canada (Clinical Trials Ontario), after
protocol review, applicants receive not only a list of
comments but also recommendations for corrections, with
mandatory references to specific regulatory documents or
ethical principles [2]. In the UK, under the Health Research
Authority (HRA), standards require LBCs to provide detailed
written feedback on each rejected point within 10 working
days following the meeting [15].

Effectiveness of Local Bioethics Committees (The
"Outcome" Component)

The “outcome” component in Donabedian's model
refLBCts the effectiveness and final results of LBCs in
protecting research participants. This aspect includes both
qualitative and quantitative performance indicators such as
the soundness and timeliness of decisions, the proportion of
approved, rejected, or revised protocols, researcher
satisfaction with the review process, and the presence of
quality improvement mechanisms (KPIs, reporting,
accreditation, etc.).

Despite the recognized importance of evaluating ethical
review effectiveness, this area has historically been
underexplored. As early as the 2010s, Abbott and Grady
(2011) noted a lack of publications directly assessing IRB/LBC

performance [1]. Empirical studies highlighted inconsistencies
and inefficiencies across committees, prompting calls for
regular monitoring and standardization of practices.

Metrics of LBC Performance

Quantitative indicators are widely used to measure LBC
outcomes. A key metric is the distribution of decisions on
applications: percentages of approvals, rejections, or
requests for revision. Data show that the vast majority of
submissions are eventually approved, with outright
rejections being relatively rare. This may indicate both high
initial application quality and a committee practice of
collaborating with researchers to improve protocols rather
than outright forbidding studies.

For example, a 10-year analysis (2008-2017) of the
Ethics Committee in Qassim, Saudi Arabia, showed that out
of 389 reviewed protocols, 85.4% were approved, 11.4%
returned for revision, and only 1.1% rejected outright [14].

Review Timeliness

Another important outcome indicator is the timeliness of
ethical review. Excessive delays hinder research progress,
so many jurisdictions set target review periods.

In the multinational APHINITY trial, median time from
submission to ethics approval was approximately 56-67
days in European countries and about 73 days in North
America. In Asian countries, times varied more widely, with
some cases exceeding 400 days [6].

Researcher Satisfaction with Ethical Review

Researcher trust and satisfaction are critical qualitative
outcomes of LBC performance. International surveys
indicate high satisfaction levels when committees adhere to
transparency and efficiency principles.

A recent study in Kuwait found that 98% of respondents
regarded the existence of an ethics committee as essential
for research, and 92.7% expressed satisfaction with the
comments and evaluations received from LBCs. Most
respondents (89%) considered the committee feedback
constructive and aligned with ethical principles [13].

KPIs and Reporting in Ethics Committees

Key Performance Indicators (KPIs) and regular
reporting are widely used to manage LBC quality. Common
KPIs include

o Average review time

o Percentage of applications returned for revision

o Percentage of protocols rejected outright

e Percentage of applications reviewed within target
timelines

A study by Liu et al. (2022) in China demonstrated that
systematic performance assessment of IRBs (equivalent to
LBCs) helps identify weaknesses and improve researcher
satisfaction. Surveying over 750 respondents, the study
revealed significant gaps between ideal and actual IRB
characteristics in fairness, timeliness, transparency, and
applicant interaction, underscoring the need for regular self-
assessment and KPI use as internal audit tools [11].

Benefits of KPI Implementation

KPI monitoring contributes to:

e Improved application review processes through
tracking average review times, revision rates, and comment
types

e Increased transparency and researcher trust by
publishing feedback and satisfaction data
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e Enhanced committee member qualifications by
monitoring regular GCP training and participation in workshops

e Cultivating a culture of continuous improvement
based on data rather than subjective judgment

Experience from China shows that committees
implementing internal audits and KPI tracking receive
significantly higher researcher satisfaction ratings. Although Liu
et al. do not provide exact numerical improvements (e.g., +18%
satisfaction), they clearly demonstrate a strong correlation
between quality management and perception of IRBs as
reliable, professional, and applicant-focused bodies [11].

Problems in  Monitoring Effectiveness in
Kazakhstan

In the Republic of Kazakhstan, the development of a
system for assessing the effectiveness of Local Bioethics
Committees (LBCs) is at an early stage, and several obstacles
currently hinder comprehensive performance monitoring. A
recent study on the functioning of 16 LBCs in Kazakhstan
showed that, on average, committees operate satisfactorily (an
average cumulative score of approximately 71.9% of the ideal
level); however, there are significant discrepancies and
shortcomings. For instance, 38.5% of LBCs were not registered
in the national registry maintained by the Ministry of Health of
the Republic of Kazakhstan, indicating gaps in extemal
oversight. Weaknesses were identified in the thoroughness of
protocol reviews and the resource availability of committees:
the average score for completeness in reviewing key ethical
aspects was only 33.7% of the maximum, and for resource
provision (funding, premises, staff) - 56.2%. Only 62.5% of
Kazakhstani LBCs implemented quality improvement (QA/QI)
programs, i.e., conducted regular performance evaluations.
Moreover, only 25% of the committees had their own budgets
and dedicated staff responsible for ethical review, while the
remainder operated without specialized resources. These
issues result in fragmented and inconsistent performance
monitoring. The lack of standardized reporting and incomplete
compliance with several international standards hinder
comparability among LBCs within the country. Overall, this
analysis highlights the need for strengthened national oversight
and methodological support. Measures are required to
standardize the quality of ethical review across all research
institutions in Kazakhstan. [5]

Comparison with International Practices and Ways
Forward

In leading research institutions worldwide, LBCs operate
based on principles of standardization, transparency, and
continuous quality improvement, which directly impact the
effectiveness of their activities. In Kazakhstan, the
establishment of the Central Commission on Bioethics under
the Ministry of Health, which achieved FERCAP/SIDCER
international accreditation in 2017, was an important milestone,
confirming the country’s commitment to global ethical review
standards. The next step should be the extension of these
practices to the local committee level. Experts recommend
implementing a national LBC accreditation system with regular
external audits, requiring all active committees to register and
comply with unified standard operating procedures. Targeted
measures have also been proposed to enhance effectiveness:
increasing funding and resources, expanding training programs
for LBC members, and facilitating international knowledge
exchange. Implementing these steps would improve LBC
performance in Kazakhstan. Anticipated benefits include

reduced protocol review times without compromising ethical
rigor, more consistent and well-substantiated committee
decisions, and increased trust from researchers. Ultimately,
strengthening LBC effectiveness will enhance participant rights
protection in clinical research and bring national ethics
practices in line with international standards. [5]

Conclusion

This review confirms the critical role of Local Bioethics
Committees (LBCs) as key institutions for protecting the rights
and safety of participants in biomedical research. International
experience demonstrates the maturity of ethical review systems
in countries with developed research infrastructures. Key
features of these systems include well-regulated committee
structures, standardized application review procedures,
mandatory training programs for LBC members, digital
platforms for protocol submission and fracking, and
performance monitoring mechanisms such as key performance
indicators (KPIs).

At the same time, the analysis of the current state of LBCs
in the Republic of Kazakhstan revealed several systemic
limitations. These include the lack of unified operational
standards, weak process digitalization, insufficient resources,
irregular training of LBC members, and limited mechanisms for
internal audits and performance assessment. Despite the
existence of a regulatory framework and a central coordinating
body - the Bioethics Commission under the Ministry of Health -
the practical implementation of proper ethical review principles
remains fragmented and inconsistent across institutions.

To enhance the effectiveness and credibility of the ethical
review system in Kazakhstan, it is advisable to implement
comprehensive reforms, including the development of national
standard operating procedures, mandatory accreditation and
registration of LBCs, a centralized digital application platform,
regular GCP training programs, and KPI-based performance
reporting systems. Adapting international best practices to the
local context will ensure a consistent level of ethical review
quality, strengthen Kazakhstan's reputation in the global
research community, and reliably safeguard the rights of clinical
research participants.
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