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Abstract

The issue of insurance for clinical trial participants is one of the important factors in creating a “safe” research ecosystem. Clinical
trials may encounter adverse outcomes, and researchers are focused on maintaining a balance between the safety of study participants and the
bureaucratic obstacles in the legal aspect of the path to scientific discoveries

Objective. Develop recommendations for improving Kazakhstan's clinical trials insurance system based on the analysis of best practices
conducted.

We have conducted an analysis of the experience of 14 countries on issues of insurance of clinical trials according to 3 parameters:
stability of the insurance institution; requlation of the insurance issue; mechanism for reimbursement of insurance payments; and tariff policy.

Each country has its own standardized protocols and requirements for clinical trial insurance. Some countries make insurance
"mandatory” by enshrining it in law (most European countries), while others make it advisory (USA, UK). Two forms of research insurance
are practiced: "liability" of initiators and "accident” insurance for participants. Approaches to determining insurance limits also differ - some
cover only insurance payments upon completion, while others set minimum coverage for an insured event. In Kazakhstan, a norm is regulated
that obliges participants in clinical trials to be insured, but there is no mechanism, rules, or requirements for the process. The lack of clear
requirements for the content of the document on life and health insurance for research participants is a barrier for sponsors.

Conclusion. Based on the experience of international practices, it is necessary to consolidate a national model of insurance for clinical
trials in Kazakhstan. The key aspects for promoting the clinical trials insurance system at the political level in Kazakhstan are the definition of
insurance, insurance event, amount of insurance payments, insurance rates, the procedure for paying the insurance premium, the procedure
for concluding the contract and its term, rights, and obligations of the parties to the contract and insured persons, the procedure for making
insurance payments.
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Introduction

Insurance is a critical component in clinical
research, serving both as a regulatory requirement and a
safeguard for participants. According to the Declaration of
Helsinki, established by the World Medical Association, the
welfare of participants in research involving human subjects
is paramount. This principle mandates that researchers take
all necessary measures to minimize potential adverse effects
on participants’ physical, mental, and social well-being [1].

In today's global environment, with the observed
growth of clinical trials (from 2,408 trials in 1999 to 54,952
in 2022), insurance plays a pivotal role in establishing a
"safe" research ecosystem. This growth underscores the
necessity of ensuring that the principle of benefit outweighs
risk for study participants [2]. Clinical trials may encounter
adverse outcomes, as, for example, in studies with fialuridine
drugs (NIH, USA, 1993), TGN1412 (TeGenero, UK, 2006),
the results have significantly influenced changes in the rules
and procedures governing clinical trials [3-4].

Countries are focused on developing affordable
clinical research insurance systems that balance participant
safety with legal and bureaucratic challenges in pursuing
scientific discoveries. Sustainable insurance, which ensures
the protection of research subjects' rights in cases of harm,

Methodology
The clinical trials insurance systems of the USA,
European countries (Germany, Sweden, Switzerland,

Sweden, France, etc.), Russia and others (n=14) were
analyzed. The assessment was carried out following the
analytical scheme based on a set of relevant (significant)
parameters: sustainability of the clinical trials insurance
institute; regulation of the clinical trials insurance issue;

has been shown to impact patient recruitment and boost
interest in participation positively. The approach to clinical
research insurance; the level of regulation of the issue; the
amount of insurance payments, premiums; the judicial
mechanism, and the claim process differ from country to
country. On the one hand, countries implementing a national
insurance system demonstrate a commitment to the
development of the clinical research market, on the other
hand, this is a barrier to international research, leading to
financial costs on the part of the sponsor.

For Kazakhstan, the clinical research insurance
system is not fully regulated, and today sets an important
task for the country's politicians - to create sustainable
conditions for the promotion of clinical research, including
international ones. While Kazakhstan’s legislation mandates
life and health insurance for participants in clinical research,
the mechanisms for implementing this requirement remain
underdeveloped. This gap hinders the creation of a robust
environment for clinical research and limits the country’s
ability to attract and facilitate international studies.

The objective of the review is to develop
recommendations for improving the clinical trials insurance
system in Kazakhstan based on the analysis of best practices.

mechanism for reimbursement of insurance payments with
the establishment of presentation periods; and tariff policy
in terms of determining the amount of insurance payments.
The study materials were national regulatory legal acts,
industry standardizing documents, and original articles on
the issue under study over the past 3 years.

International practice of clinical trial insurance

In alignment with the standards of good clinical
practice (GCP) in conducting clinical trials, countries adhere
to the implementation of insurance policies at the national
level. Each country has its standardized procedures for
insurance and liability coverage related to clinical trials
(Table 1). Some countries give insurance a "mandatory"
("permitted") character, securing it at the legislative
level, as in most European countries, other countries - a
recommendatory ("non-admission") (USA, UK). Two forms
are practiced: - insurance of "liability” of the initiators of
the study (sponsor, research team) and "from accidents”
of the participants in the study. Approaches to determining
insurance limits also vary - some require the initiators of
the study to cover only insurance payments upon the fact,
while others establish minimum coverage levels for insured
events.

1/3 of the clinical trials market is in the United
States and remains one of the main sources of global
research [5-6]. In the United States, clinical trials insurance
is not mandatory (“non-admitted”) and is provided within
the framework of the existing health insurance system
(Affordable Care Act), and covers routine costs of medical
care (visits to health workers, standard treatments,
laboratory tests, supportive therapy, etc.) [7]. Since 2020,
the Clinical Treatment Act (H.R. 913) has been passed in
the United States, which requires all federal programs to
cover routine costs associated with qualifying clinical trials
(Phase [, II, 111, or IV) that are conducted in connection with
the prevention, detection, or treatment of cancer or other
life-threatening conditions [8].

According to experts (D. Brettler et al, 2022),
clinical trials conducted in the United States have a certain

flexibility in the development of insurance programs. [9].
Typically, insurance policies are issued for 12 months,
covering the anticipated activities of the sponsor within
that timeframe. US companies conducting clinical trials
involving humans outside the country face several
problems: differences in insurance regulations, insurance
payment mechanisms, and other processes in countries
with their insurance systems. An important problem for
the US insurance system is the lack of national standards
for compensation for damage associated with clinical trials,
which leads to denials of insurance for clinical trial subjects
because the service "clearly does not meet the established
standard of care."

Some U.S. states (including Pennsylvania and New
Jersey) have "comparative negligence" statutes that 1) limit
the amount of damages a research subject can recover if the
research subject is partially responsible for the damages;
and 2) allow a research subject to sue a party that is only
minimally responsible for the damages [10].

The European experience of insuring subjects
of clinical trials is related to the adoption in 2014 of the
European Union Regulation on Clinical Trials No. 536/2014,
which notes the responsibility of EU Member States (Article
76) for compensation for any harm caused to a subject as
a result of his participation in a clinical trial conducted on
their territory [11]. Along with this Regulation, individual
national standards for insurance systems have been
defined in the EU Member States. Approaches to ensuring
participants in clinical trials vary, despite the general
principles. This variation can be a barrier to conducting
international clinical trials, as the lack of a unified insurance
mechanism increases bureaucracy and extends the time
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required to obtain necessary permits. Characteristic
features of the insurance system in the EU Member States
are the mandatory availability of insurance coverage for
study participants [12]. Insurance is intended to provide
compensation for any harm caused to the subject’s health
as a result of his or her participation in a clinical trial, and
in practice insurance companies pay compensation only for
specific damages incurred - the cost of treatment and loss of
ability to work. Exclusions include worsening of pre-existing
health problems unrelated to participation in a clinical trial;
intentional harm to health caused by participants or the
research team; and the event of withdrawal from the trial.

The insurance must cover the period from the
inclusion of the first patient (screening) to the last visit, and
also take into account the extended reporting period - the
period during which the insurance company can be notified
of harm caused to the research subject (in Germany - up to
10 years, in other countries - from 3 months to 10 years, and
for studies involving children - more than 10 years).

The cost of clinical trial insurance is not set at a
flat rate but varies based on several factors: risk (studies
using non-invasive medical devices have lower costs than
studies involving surgical interventions); duration of the
clinical trial; number of study subjects; cohort of subjects
(children and subjects with severe pre-existing diseases
increase the cost). The cost of insurance is estimated from 5
to 30 thousand euros per clinical trial (average value - 17.5
thousand euros).

In Germany, Austria, and the Netherlands,
participants in clinical trials are subject to compulsory
accident insurance, while the systems of the Czech Republic,
France, Greece, Portugal, Spain, and Poland are based on
compulsory “liability” insurance for those conducting the
trial, although the amount of insurance is often not fixed by
law. In the UK, the insurance mechanism is voluntary, but
in practice accident insurance is always required regardless
of fault.

One of the first countries in the European Union
to introduce insurance in clinical trials is Germany (since
1978), compared to all EU countries (since 1985). Insurance
in Germany is issued in favor of the participant in the clinical
trial with an insurance company authorized to operate in
an EU member state. Insurance issues are regulated by the
German Pharmaceutical Products Act (AMG) for medicinal
products and the German Medical Devices Act (MPG) for
medical devices [13]. Many sponsors also issue insurance
for cases for which insurance is not required by law, for
example, for new methods of examination and treatment
[14]. A mandatory condition is a reasonable proportionality
of the volume with the risks associated with the clinical trial
(in the event of physical injury, deterioration in health, and
death), and the minimum insured amount is 500 thousand
euros per subject and at least 5 million euros per study
protocol. Germany is also one of the EU countries that
provides insurance for research using radioactive materials.
The amount of the insurance premium is determined taking
into account the medicinal product, the phase of the clinical
trial, the number of study subjects, and the amount of
the insurance sum, and ranges from 30 to 400 euros per
volunteer [15].

Since the adoption of the Federal Law on Research
Involving Human Participants (HRA) in Switzerland in
2014, the minimum insurance amount is set depending on
the categorization of research projects involving humans
depending on the degree of expected risk to the participants
(A, B and C): for risk class A (registered medicinal products,

bioequivalence) no payments are made, for class B the
amount for an accident (bodily injury) is 250 thousand
euros (3 million euros per protocol), and for class C (for
unregistered medicinal products) - 1 million euros (per
protocol - 10 million euros) [16,17]. Damage that occurs
during the term of the insurance policy is subject to
insurance, and the extended coverage period is 120 months
after the termination of the clinical trial. The amount of
insurance premiums in Switzerland varies and depends on
the number of participants, in the study, while the minimum
value always remains reserved [18,19].

The Austrian clinical trial insurance system is
regulated according to the industry standard Medicines
Australia Guidelines for Compensation for Injury Resulting
from Participation. This system, akin to practices in
other countries, determines the amount of insurance
compensation based on the nature, severity, and persistence
of the harm sustained. The minimum insured amount for an
accident under the protocol is 3.5 million euros per study
protocol or 500 thousand euros for study participants [20].

The insurance system in Spain (Art Royal Decrece
561/1993) makes the sponsor responsible for taking out
civil liability insurance, according to which, in the event
of failure to fully cover damages, all participants in the
study (the clinical trial organizer, the principal investigator,
and the head of the clinical site) are jointly and severally
liable, regardless of fault, for damage caused to the health
of the clinical trial subject (during the study and for one
year after its completion), as well as for economic damage
directly arising from such damage [21,22]. Limitations on
compensation are noted in relation to harm caused to the
health of the subject if it is inherent in the pathology being
studied or is part of the side effects of the drug prescribed
for the specified pathology, as well as the development of
the disease itself as a result of the ineffectiveness of the
treatment. The minimum insured amount of civil liability
in Spain is 30 million monetary units of the local currency
(equivalent to 1,775.0 thousand dollars) for each study
subject, in the form of a one-time compensation [23]. In the
event that such compensation is established as a permanent
or increasing annual income, the coverage limit of such
insurance will be no less than 3 million monetary units of
the country's currency per year (177.5 thousand dollars)
per subject of the clinical trial.

A difference is the Swedish experience, where there
is no statutory regulation on insurance, but the Swedish
Medicines Association provides sponsors with insurance
through a group mechanism [24]. This mechanism provides
insurance limits on a group basis, so that companies share
the limits within the pooling agreement, rather than having
a specific limit for their specific trial. With this approach,
insurance payments depend on an adequate policy for
setting limits available at the time of the claim. This approach
may result in claims against the sponsor of one clinical trial
leaving other sponsors without sufficient protection.

In the UK, clinical trial insurance policies are
optional and are available in two ways: Fault Policies - legal
costs, expenses, and compensation awarded to litigants as a
result of negligence or lack of due care; and Non-Negligent
Harm - compensation is paid following guidelines to
participants who have suffered harm [25]. This insurance
must demonstrate a causal relationship to the harm. The
Association of the British Pharmaceutical Industry (ABPI)
has published guidance setting out the distinction between
compensation for Phase I (healthy volunteers) clinical trials
and Phases I, 111, and IV.
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These guidelines apply to all clinical trials since
2015. For Phase I clinical trials that do not involve direct
therapeutic benefit to the subjects (healthy volunteers and
patient volunteers not suffering from the target disease),
warranties and legal obligations to pay compensation in the
event of harm arising from participation in the clinical trial
are required. Compensation is provided for personal injury
arising from negligence on the part of the research team,
defect in service (failure to meet safety expectations), and
other causal relationships. The amount of compensation
is calculated based on the amount of damages normally
awarded for similar harm by an English court if liability is
accepted. Compensation may be reduced to the extent that
the volunteer is partly responsible for the harm (or if the
volunteer has received equivalent payment for such harm
under any insurance policy taken out by the company in
favor of the volunteer). The recommended minimum level
of insurance cover (since 2012) is set at £5 million in total
per protocol for first-in-human studies, reducing this to a
minimum of £2,5 million in total per protocol for other types
of studies [26]. The standard for the duration of insurance
coverage (recommended) is up to 3 years after completion
of the study.

For Phase II, 111, and IV trials, the Association of the
British Pharmaceutical Industry advocates a simple and
expeditious procedure for the provision of compensation
for harm arising from participation in clinical trials [276].
Although there is no legal obligation, compensation
should be paid to trial subjects who suffer physical injury
(including death). Compensation should be paid if, on the
balance of probabilities, the harm was attributable to the
administration of the investigational medicinal product
(except in Phase IV) or to any clinical intervention or
procedure covered by the trial protocol, and only for the more
serious harm of a long-term and disabling nature (including
exacerbation of existing disease), and not for temporary
pain or discomfort or less serious or treatable complaints.
Compensation should also be paid to a child who suffers
harm in utero when the subject's mother participates in a
clinical trial. It is stipulated that compensation should not
be paid (or should be reduced) where there are significant
departures from the trial protocol; in the event of a
wrongful act or default by a third party, including the failure
of a physician to adequately respond to adverse reactions;
as well as due to the negligent behavior of the patient
himself. The mechanism for determining the amount of
compensation is flexible, which can be reduced or excluded
taking into account the seriousness of the disease, the
degree of likelihood of adverse reactions, etc.; as well as
taking into account the risks and benefits of the established
treatment compared with known or investigational drugs,
and requires taking into account the circumstances of the
individual patient.

The Brazilian experience in terms of compensation
for damages resulting from clinical trials, which is also
enshrined in law, is interesting. As specified in PANDRH-
GCP, the sponsor is responsible for providing insurance
coverage for any unforeseen damage to study participants
[28]. Normative documents do not limit liability and
compensation for damages, even in cases where this is
provided for in the Clinical Trial Agreement (CTA) [29].
Insurance provides for two types of compensation: free
comprehensive medical care (immediate and deferred,
with the term for the latter not regulated), as well as
compensation for damages (for physical and psychological
injuries). The investigator, sponsor, and clinical site are
fully responsible for medical services during the study,
while liability for compensation for damages is not defined

[30]. Brazilian legislation does not establish economic
losses, the mechanism for receiving insurance payments,
or the amount of compensation. The insurance system does
not distinguish between “no-fault” compensation. It also
defines the possibility and participation of subjects in the
study without insurance coverage or by determining an
alternative insurance option. But in this case, the research
subject bears a double burden - the risk of participating in
the study and insurance against possible economic losses.

Despite the rapid growth of the clinical research
industry in India (7-10 thousand annually), which is also
associated with the possibility of recruiting a large number
of research subjects (16% of the world's population lives
in this country), the clinical research insurance system is
poorly developed [31]. Professional liability insurance for
researchers is a common practice, but it does not protect
health workers from compensation for claims related to
participation in a clinical trial. The system sets minimum
and maximum limits, and the insured amount averages
from 1 to 20 million, and both the costs of protection and
claims are paid under the policy within the policy limits.
The insured amount, as in the EU countries, depends on
a number of factors, including the size of the study, the
phase of the study, the financial stability of the organization
conducting the study, the type of drug or device being
studied, and the demographic characteristics of the subjects
on whom the studies will be conducted [32].

In the report by K. Sridharan et al. (2016), the
results of the assessment of insurance documentation by
the Ethics Committees of India were presented, in which
many shortcomings were found - lack of coverage for the
entire duration of clinical trials; the presence of provisions
that make it difficult to pay compensation to study
participants, etc., identifying these areas as priority areas
for improvement in these issues [33].

According to Chinese law, clinical trial insurance
is mandatory to cover treatment costs and provide
appropriate compensation for subjects harmed by the study
drug. However, there is no requirement for local insurance
for this purpose (Chinese companies have not offered such
services until recently), and it is carried out within the
framework of global clinical trial insurance, which includes
China [34-35]. This approach to the insurance system has
expanded the horizons of clinical trials, with 27,7% of
global clinical trial activity in 2022 occurring in China [36].

In Latin America, clinical trial insurance is also not
mandatory, but many bioethics committees, especially in
Argentina, occasionally request proof of insurance as part of
their document review when approving clinical trials. The
increased demand for insurance has led to an increase in
clinical trial insurance in local markets.

In Australia (eg NSW Public Health Organisations),
insurers must be approved by the Australian Prudential
Regulation Authority, or an overseas insurer with a
minimum Standard and Poor's (or equivalent) credit rating
of A- or above. The policy must provide coverage for study
subjects for at least A$20 million per occurrence and in
aggregate per year [37, 38]. The policy must not include a
deductible or self-insurance amount exceeding A$25,000
for each claim or series of claims arising from the same
underlying cause.

Russia has taken the path of building a system of
compulsory insurance for clinical research. The Law on the
Circulation of Medicines defines the object of insurance as
the property interest of the insured person associated with
harm to his life or health as a result of clinical trials of a
medicinal product [39].
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Insured events are the death of the insured person
or deterioration of his health, including those leading to the
establishment of disability, if there is a causal relationship
between the occurrence of this event and the participation
of the said person in the clinical trial. When researching a
biomedical cell product, the initiators of the research refer
to the relevant law [40].

The standard rules establish the amountofinsurance
payments - in the event of the death of the insured person
- 2 million rubles (22.5 thousand US dollars), in the event
of deterioration of health resulting in the establishment of
disability from 500 thousand to 1.5 million tenge (3.5 - 17
thousand US dollars) depending on the disability group,
and also in the event of deterioration of health, but not
resulting in the establishment of disability - no more than
300 thousand rubles (3.5 thousand US dollars) [41]. The
amount of the insurance tariff is determined depending on
the purposes of the clinical trial, for example, to establish

the safety of a drug for patients from among healthy
volunteers - 9.811 rubles (US), to select optimal dosages
and course of treatment - 3.804 rubles (US), etc. The rules
also regulate insurance coefficients, which differ depending
on the number of patients and are built on the principle - the
higher the number of patients, the lower the coefficients, for
example, when insuring up to 50 patients - 1.0, and when
insuring over 800 patients - 0.7. The insurance premium is
determined depending on the insurance tariff.

The insurance payment under the contract is made
regardless of payments due under other types of insurance,
including compulsory insurance, as well as in the order of
social security and compensation for damage (patients'
demands for compensation for damage in the form of a
property claim following the civil legislation of the Russian
Federation).

Kazakhstan's realities in building an insurance system for conducting clinical trials

In Kazakhstan, the insurance of subjects of clinical
trials is carried out in practice within the framework of
general insurance activities; there are no rules regulating
the insurance of subjects of clinical trials [42]. The Code
of the Republic of Kazakhstan “On Public Health and the
Healthcare System” defines the mandatory condition for
conducting interventional clinical trials as the execution of
documents on the life and health insurance of the research
participant (civil liability insurance contract, Insurance
Policy). Responsibility for the insurance of research subjects
is determined by the GCP Rules, which also guarantee legal
and financial support from the sponsor to researchers or a
medical organization in the event of claims related to the
study, except for those claims that arose as a result of intent
or negligence on the part of the researcher or members
of the research team [43]. The formation of a policy on
insurance activities in the field of clinical trials does not lie
within the competence of the authorized representative in
the field of health.

The Rules for Conducting Clinical Trials regulate
the provision of a Standard for the Activities of Bioethics
Commissions, which defines the content of a document on
life and health insurance for a research participant - but
this document has not yet been developed [44]. The lack
of clear requirements for the content of a document on life
and health insurance for research subjects is a barrier for
sponsors (especially when conducting international clinical
trials). The industry needs to develop requirements for the
process of insuring research subjects - from determining
the size of the insurance rate and the insurance amount
in the event of death, deterioration of health, resulting in
disability, etc; to a mechanism for determining cause-
and-effect relationships and rules for compensation by
insurance companies.

The imputed system of professional liability
insurance for healthcare professionals does not include
the issue of “insurance of the liability of researchers and
protection of their interests.” This regulatory document
specifies responsibility for failure to perform, improper
performance of professional duties of healthcare
professionals, resulting in varying degrees of severity of
health and death, as well as mechanisms for protecting
their interests, without taking into account the specifics of
research activities [45].

The clinical research system of Kazakhstan requires
regulation of the issue of insurance (of participants in
clinical research), in the construction of which it is rational

to refer to the experience of countries with stable systems
in the global community.

The key areas for creating a clinical research
insurance system in Kazakhstan are as follows. It is rational
to create it within the framework of the existing research
infrastructure of the country through regulation by national
rules. Countries are given the competence to establish
national rules for insurance conditions - definition of the
concept of "insurance" and "insured event"”, the number
of insurance payments, insurance rates, the procedure
for paying the insurance premium, the procedure for
concluding the contract and its term, the rights and
obligations of the parties to the contract and the insured
persons, the procedure for making insurance payments.

Today, the definition of “clinical research insurance”
is understood as “a risk transfer instrument in which one
organization (the policyholder) transfers its risks (with
exceptions) to another entity (the insurer) through an
agreed payment and contractual agreement.” In turn, an
exception is understood as “an instrument by which the
insurer limits the amount of risk that the policyholder can
transfer to it.” The essence of this insurance is to provide
the policyholder with a reserve against claims from patients
who suffered during a clinical trial.

This conceptual apparatus defines all the
components of the process that must be included when
building an insurance system and includes:

- Defining the vector to which the insurance
coverage will be directed - insurance of damage suffered
by the subject of a clinical trial and/or insurance of the
professional liability of the researcher. Several countries
adhere to the second type, implying that it covers all the
risks of a clinical trial.

- Defining the type of compensation to which the
subject of a clinical trial is entitled - medical care in the
event of adverse effects (except for short-term ones)
or financial compensation for psychological, social, and
economic damage.

- Setting the limit of coverage of an insurance event
in the current practice can be based on the approach of
“legal liability” (as in the USA) or “no-fault” (some EU
countries). It is necessary to set these limits by the risks, as
well as the criteria for setting the limits of these amounts
(standard compensation amounts). A number of insurance
systems have developed a special fair approach, according
to which the amount of payments is calculated depending
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on risk factors (age of the patient, his health condition at
inclusion and the phase of the study, etc.). When determining
the compensation mechanism, stakeholders often rank
financial costs based on the phase of the clinical study - the
amount of insurance payments for the early phases of the
study is often higher. It is believed that subjects of phases 3
and 4 studies are exposed to less risk.

- Establishment  of the insurance period - an
extended reporting period, which determines the period
after the expiration of the policy, during which the cause-
and-effect relationships of damage as a result of the clinical
study can be identified, and insurance payments are
covered. In many countries, the definition of the extended
insurance period is regulated by law, and in practice ranges
from 3 months to 10 years (on average for the countries
analyzed in this article up to 3 years).

-A list of the standard package of documents
required to settle claims.

One of the important factors in building a clinical
research insurance system is the overregulation of
judicial practice - the mechanism for establishing causal
relationships between the resulting harm or death (which
may be caused by the natural progression of a disease) as
a consequence of the actions of a medicinal product and
medical device, or the negligent attitude of the research
team when implementing the research protocol. Itis rational
to also provide for a “no-fault” compensation option when it
is impossible to establish the fact of negligence/error on the
part of the research team.

For the effective implementation of the clinical
research insurance system, it is necessary to create a stable

Conclusions

By adhering to the standards of good clinical practice
(GCP), countries guarantee insurance for participants in
clinical trials. Each country has its standardized protocols
and requirements for how insurance is carried out and for
covering liability associated with the conduct of clinical
trials.

Based on the experience of international practices,
Kazakhstan needs to establish a national insurance model
for clinical trials. Key aspects to address in developing
and promoting this system at the political level include
the definition of insurance, insurance event, amount of
insurance payments, insurance rates, the procedure for
paying the insurance premium, the procedure for concluding
an agreement and its terms, rights, and obligations of
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Tyitingeme

KauHukanvlk 3epmmeynepee Kambulcywblaapdbl caKmaHoblpy Maceaeci «kayinciz» sepmmey 3KoxcyleciH Kaibinmacmbsipyodarsl
MaHbI30bl pakmopaapdsiy 6ipi 604bin mabwbliadsl. KauHukaaelk 3epmmeysaep KoAalicbl3 Hamudxcesepee man 60aybl MYMKIH JHCaHe
3epmmeywisep 3epmmeyze Kamblcyublaapobly Kayincizdiei MeH FblAbIMU HAHAAIKMAD HCOAbIHOGFbl  KYKblKMblK acnekmideai
610pOKpamusiaiblk Kedepaiziep apacblHOarsl mene-meHdikmi cakmayFa 6arblmmasraH.

3epmmeydiy makcambl: y30ik madcipubesepdi manday HeziziHO0e KazakcmaHHbIH KAUHUKA/IbIK 3epmmeyaepiH cakmaHobIpy scyliecin
Jicemindipy 60libIHUIA YCbIHBIMOAD 33ipey.

KauHukasel 3epmmeynepdi cakmandvlpy Macenesepi 6otiviHwa 14 eadiy mascipubecin keseci 3 napamemp 6olibiHwa masaday
JHCypeizindi: cakmaHoblpy UHCMUMymblHbIH MypaKmulablFsl;, CAKMandblpy MaceaeciH pemmey; cakmaHoblpy mesemdepiH emey memiei
JicaHe mapugmik cascam.

Op eadiy 63iHIH cmaHOapmMmMaraH Xammamanapsl MeH KAUHUKAAbIK 3epmmeyaepdi cakmandblpy maaanmapel 6ap. Bipkamap
endep cakmaHovIpyFa «miHOemmi» cunam 6epin, oHbl 3aHHAMaAblK OeHeelide (Eypona endepiniy kenwiniei), an 6acka esndep YCbIHbIM
6eximedi (AKLL, Y¥avi6pumanus). 3epmmeydi cakmanobipydbly eki mypi K010aHbl1adbl: 6acmamawbLiapobly «jicayankepwinizi» sHcaHe
KamblCywblAapoblH «ia3amatibilM oKuraaapoan» cakmavovipy. CakmaHoblpy AumMummepii aHblkmaydarsl macindep de epexuieseHedi
- Kelibipeysepi mek cakmauoblpy meJiemoepiH scabadvl, an 6ackanapvl cakmManoblpy HardalibiHbIH MUHUMAAO0bI KAMMYbIH 6Geazineliol.
KasakcmaHoa kAuHukaaelk 3epmmeyiepze Kamvlcywbliapdbl cakmaHobipyoul dicyp2izydi mindemmelimin Hopma pemmeszeH. Aaatida
npoyeccke memik, epedxcesep MeH majaanmap 6yeinei manda aai 0e KApacmbuIpblLAMAFraH. 3epmmeyze KamoulCywblaapobly eMIipi MeH
JeHCcaybIFbIH CAKMAaHObIPY KYAHCAmbIHbIH MA3ZMYHbIHA HAKMbl Ma/1anmapodbly 604Maybl demeyulinep yuin kedepai 601bin mabbliadsl.

Kopbimbinoel. Xaavikapaawlk masicipubeze Hasap aydapa omelpwin, Kazakcmanda KAUHUKAAbIK 3epmmeyaep dicypeidy kesiHoe
cakmaHoblpyobly yammulk modeain bekimy kaxcem. Kazakcmanda KaAuHukaawlk 3epmmeynepodi cakmaHdbipy sicyliecin casicu denzelide
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inzepinemydiy Hezizei acnekminepi: cakmaHObipyobl, cakmaHoblpy dicardatiblH, cakmamoblpy mesemoepiHiy meauwepiH, cakmaHdblpy
mapug@mepiH, cakmaHdblpy cblilaKbICbIH Me1ey MapmibiH, wapmmbl jcacacy mapmibiH jcaHe OHbIH K0A0aHbLLY Mep3iMIH, wapm mapanmapbl
MeH cakmaHdblpbLAFAH MYAFAAapOblH KYKblkmapbl MeH MiHOemmepiH, cakmaHoblpy meieMIH Jcy3eze acblpy mapmibin atikbiHdatiobl.

TyliiH ce30ep: KAUHUKAbIK 3epmmeysep, cybsekminepdi cakmaHdblpy scylieci.
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Pe3some

Bonpoc cmpaxosaHusi y4acmMHUKO8 KAUHUYECKUX UCC/1ed08aHUll 518451emcsi 00HUM U3 BAMCHbIX (pakmopos npu opmMuposaHuu
«be3onacHoll» uccaedosamenbckoll akocucmemsl. KauHuveckue uccaedo8anusi Mo2ym cma/akugeamuscs ¢ Heb6aAa20npuUsimHuIMU UCX00amu,
u uccaedosameau OpUEHMUPOBAHbI CO6/00AMb 6AAAHC MeXHcdy 6e30NACHOCMbI0 Y4aCMHUKO8 UCCAed08aHUsl U 6HOPOKpamuyecKkumu
npensimcmeusiMu 8 Npago8oM dchekme Ha nymu HAay4HbIX OMKPbIMull.

ue./lb uccnedosaHusi: Bblpa6omKa peKomeHdauuﬁ no coeepuweHcmeosaHuro cucmembsl CmpaxoeaHusd K/jAUuHU4YeCKux uccaedosarutl
Kaszaxcmana Ha ocHoge npoeedeHHozo aHa/Au3a siyvuux npakmuk.

IIposeden anasuz oneima 14 cmpau no eonpocam cmpaxosauus KAUHUYECKUX uccaedogaHull no 3 napamempam: ycmoi4ugocms
UHCMUMyma cmpaxoeaHus; pezyasayus 80npoca Cmpaxo8aHus; MeXaHU3M 803MeuweHuUs CMpaxoseblxX 8bINAAM; U mapu@dHas noaumuka.

Kaswcdass cmpana umeem cob6cmeeHHble cMaHOapmMu3Upo8AHHbIE NPOMOKOAbI U Mpe6o8aHusi K CMpaxo8aHul0 KAUHUYECKUX
uccaedosanull. P10 cmpaH npudarom cmpaxo8aHuio «06s13ameibHbli» Xapakmep, 3akpenisisi e20 Ha 3aKoH00ameabHOM ypogHe (601bWUHCME0
cmpaH Esponvl), dpysue cmpaHul - pekomendamenvhulil (CLIA, Beauko6pumanust). [lpakmukyemcs 08e hopmbl cmpaxo8anust Ucc1e008aHusl:
«O0MeemcmeeHHOCMU» UHUYUAMOpPO8 U «OM HeCHaCMHbLIX CAy4aes» y4acmHukos. Pazauuaromes u nodxodsl npu onpedeseHuu cmpaxogbix
AUMUMOB — 00HU NOKPbI8AIOM MOIbKO CMPAX08bIX 8bINIAMbL NO PaKmy, dpyaue - yCmaHasAu8aom MUHUMAAbHOE NOKPblMUe CMpaxos8o2o
cayuas. B Kazaxcmane 3apezynupoeana Hopma 0653bl8aiowjas hposooums CmMpaxogaHue y4acmHukos KAUHUYECKUX UCCAed08aHUsl, HO
omcymcemayem MexaHu3M, npasuad u mpe6ogaHus k npoyeccy. Omcymcmeue yemkux mpe6osarutl Kk codepicanuto 0OKyMeHma o cmpaxosaHuu
JHCU3HB U 300P0BbI0 YHACMHUKOB UCCAe008AHUS 6/151emCs 6apbepom 0151 CNOHCOPO8.

Bb1800bl. OpueHmMupysice Ha ohblm MexXcOyHapoOHbIX npakmuk, 8 KazaxcmaHe Heo6X00umo 3aKpenums HAYUOHA/AbHYH MOOeab
cmpaxoeaHusi npu nposedeHuUU KAUHUYECKUx uccaedogaHull. Kiawouesvimu acnekmamu 0451 npoo8uNCEHUS] HA NOJAUMUYECKOM YPOBHE
cucmeMbl CMpaxo8aHusi KAUHU4ECKUX uccsiedosanuli 8 Kazaxcmare sbidessiemcsi: onpedeseHue cmpaxo8aHusi, Cmpaxosozo c/y4as, pamepa
CMpaxoswlx 8bINJAAM, CMPAXo8ble Mapugbl, NOPSI0OK 8bINAAMbI CMPAX0BOU NPEMUU, NOPSIOOK 3AKAUEHUS1 02080pa U CPOKA e2o0 delicmausi,
npasa u 0613aHHOCMU CMOPOH 002080PA U 3ACMPAX08AHHbIX AUY, NOPSIOOK 0CYyWecma/ieHUsi Cmpaxosoll 8bINJAAMbl.

Katouesble ca08a: KauHuveckue uccaedogaHue, cucmema cmpaxoeaHus cy6?,ekmoe.
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