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The Standard Insurance Policy for
Participants in the Clinical Trials
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Article

One

This policy shall specify the
minimum mandatory insurance for
Participants in Clinical Trials, and
the insurance company agrees to
provide the coverage shown
below as the approved
compensation limits during the
insurance coverage period, in
return for the Insured's approval
to pay the agreed premium. The
insurance company and The
prohibited

reducing the limits of liability from

Insured are from
what is stated in this policy, and
they may agree to add coverages
not stated in this policy.

grolll wuall anll dauigll oAg 22y
Ol va wSuiall wle yolpul
wle grolll alpi Galgig &y ppull
lojuict olai aioll duboill ©uadi
gpa JUa danivall yugeil agan
daalgo Jlao lag auvolll cubil
aule gaiall budll 283 ol gogall
o) Gogally (a0l a4y wile Janig
16 € lbc aylgguall 3935 pua%s
wile Glailll op) joug «adyigll o
cia & &iluo e Vuboi aaldl

.aaugll

dalall
wJgil

Article éalall
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appear in this policy, shall have the s il ] El o lacll
meanings assigned to them, unless 21olls il Gl i el =

the context requires otherwise.
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. The Company: The insurance
company licensed by the
Insurance Authority to conduct

insurance activities.

Clinical Trials: A systematic
clinical research or
investigation conducted on
humans for the purpose of
verifying the safety, the
efficacy, or both, of a product

or an experimental procedure.

Study Sponsor: The Insured,
any person responsible for
managing or funding the
clinical trial, or both. In whose
name the Policy was issued
and which have obtained the
approvals from the Competent

Authorities.

Research Entity: The
Beneficiary of the Policy, any
Entity

Competent Authorities to carry

licensed by the

out in any research,

development activity

. The Insured: The Study
Sponsor.
Participant: The human

subject on whom the clinical

trial is conducted.

Ethics
Committees: It is the

Local Research
committee concerned with

approving the conduct of
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research in the facility in
accordance with the Law of
Ethics of Research on Living
Creatures and its

Implementing Regulation.
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9. Policy Schedule: The schedule Gapoll Jgadll :addgll Jgaa .9
attached to the policy and pio fiai U 18jn piwyg aawigly
considered an integral part o gogall Glly wile wiginug
thereof. It contains the data of ) ”

s (Hlallg  udaiwallg
the Insured, Beneficiary and ‘
Participants, and also contains i |29 wle giny
the coverage limits for the aboll lplods il paliall
benefits included in the Supo !
insurance coverage.

10. Bodily Injuries and :dunail jlpsilg @wawall SLbYI.10
Psychological Injuries: Bodily Ul \1ads yojo gf dsawnll &lbyl
i:jur);or a olliseocljsed leading to o alnll Ola loll g slagll

eath or relate iseases or

Uloan)l gi adaoll ulbll
mental injury or nervous shock, 3 o
or psychological damages. bl ol Guoel

1. Premium: The amount of anayy yiall Jipuwll 2lo :bawdll 11
premium paid by the Insured to Jooi oy adpill o) (ogall
the Company for the purpose Joan v iollg plullg sl
of covering damages and s il

.aquy
losses and shown in the Policy )
Schedule.

12. Deductible: The amount borne aonly wall ehall  Joadl .12
by the Insured from the vugell daud go o (odall
indemnity, as stated in the adgdgll Jgan wia (liollg
Policy Schedule. ) S

13. Compensation: The amount anaaj wall 2ol yugmdl 13
paid by the Company based adoduo Ugl wle £l alpiul
on proof of the Insured's siwoll oy o gogall
liabilit towards the ) .

y J)liollg
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14.

15.

Beneficiary and the

Participant.

Defense Costs: The fees, and
expenses incurred in
defending the Insured and/or
for settling a claim within the
limits of coverage stated in the

Policy.

The
consent freely given by the

Informed Consent:
participant - or his guardian
without exploitation or

coercion, after having
understood what is required of

him, and having understood
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the objectives of the clinical Ulalgg @odn
trial, the potential risks

involved, and the rights and

obligations arising from his

participation.

16. Competent Authority: The dolall aupll :aniiall agall .16
Saudi Food and Drug Authority, Oe algduoll clgallg claol
which is responsible for &yl Olwhall wle aaalgall
approving clinical trials that R

ol ¢jpai gi dugai Yo yull
include medicines, devices or
medical supplies. Gub oloj

17. Research Product: Any gl dalo i ga yuall aliall .17

substance, group of o
djpaUl gi algall Jo acgono

substances or medical devices
used in clinical trials for the dwljall a3 gl dwbll
treatment or prevention of a .

P Uo alagll g qlell & ppull
specific disease or for the
purpose of making a medical UMW clpm] wapy gi (o hjo
diagnosis to restore, correct or
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18.

modify  the  physiological

functions of humans.

Protocol: A document that
describes the  objectives,
design, methodology,
statistical considerations and
the mechanism of organizing

of clinical trials.
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19. Substantial Amendment: An ule (Jaos ga vipagall Jpamdl 19
amendment to the protocol or Wi dacla Gilig wii of Jgigigpl
any other supporting ol sliall wle J8i i angall go
documents that is likely to .

8392 gi awlall awlell acudll
affect the study Participants,

3 l e Py . .. I
the scientific value of the il adoll - aglesg - aotlwg
study, or the quality, safety, or Auljall yia easiuoll
efficacy of the research
product used in the study.

20. Good Clinical Practice :Gasall & p puldl awjloodl yuwi .20
Principles: A set of standards

¢alog Jloo dcgono  ya
and principles applied during
the design, conduct, cliig clplg ouons clidi (Gubi
performance, monitoring, L
" . Jilaig @Guigig @udaig dudliog
auditing, documentation, and
analysis of the Clinical Trial pailg &y pull duwljall
and the related reports, in )
d‘l‘-égj.g-o Ul_ob-] ‘lg! . ..I . II
order to ensure the accuracy
of Clinical Trial data and Ol pjlaig ol  &aag
reports, and to protect the S0ing dollw dlang Gyl
o ) W H
safety and rights of the 99929 HO29 AR
Participants in the Clinical &yl Olwlall ¢a (s iodl
Trials, as well as the integrity il & sl
. & aa
and confidentiality of their OO IR Aae
data.
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21. Material Fact: Any information
requested by the Company
from the Insurance Applicant
when concluding the Policy
that may materially affect the
Company's decision to accept

the insurance, reject it, or
accept it under different
conditions.

IA =
Authority
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Insurance

Insurance Coverage

Article

Three

The
obligated to

Section One: Insurance
Company is
compensate the Insured according
to the compensations set out in this

Article and in accordance with the

period and the limits stated in the

Policy Schedule in the following

cases:

a. Compensation for bodily injuries
sustained by the Participants or
in the event of death caused by
or arising from Participation in
the Clinical Trial.

b. Defense Costs.

Section Two: One insurance policy
will be concluded for each clinical
trial, covering the Insured, the
Beneficiary and all Participants
after providing evidence of the
health

Participants to join the clinical

suitability of the

trial.

Policy Limits
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Article

Four

The maximum liability of the
the

coverage of the

Company for insurance
Insured and
Participants during the validity
period of the Policy shall not
exceed a total
500,000 Saudi

maximum liability of the Company

amount of (7,
riyals) as the

according to the attached Policy
Schedule.
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The Exclusions Ulelitiwy]

Article | This Policy does not cover the dupo ] eubill adygll aa Jouis U daloJl
Five  following: Jova auwolall

1. Continuing to use the Research aiayl Alioll oladiwl wia jlpoiwdl 1
Product after the Clinical Trial &y p ! auwlal elgiil any
has ended.

2. Any unjustified deviation from péqJglgigul (e jpo pé g w2
the Protocol that is not anisall lgal go ade @Galgo
approved by the Competent
Authorities.

3. Failure to obtain the approval of | jlaJ aaalgo wle Jgnall 0ac .3
the Local Research Ethics o adalgog aaall él SLalai
Committees and the approval of snisoll dnall
the Competent Authority. '

4. Upon suspension or withdrawal = gjaloll aaalgoll uaw gi (Guleiaic 4
of the approval issued by the i gyaa)l anyl olalsi gl ge
Local Research Ethics snisoll dnall
Committee or the Competent .
Authority.

5. Any liability arising from failure = Jgnall oac (e aubl sWdgduo wii .5
to obtain informed consent from ' y5 il 1oy aaalgoll wie
the Participants. syl
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. Any liability arising from any
intentional injury by the Study
Sponsor or the Beneficiary.

. Any liability arising from injury to
any employee unless such
employee is a Participant in the

Clinical Trial.

. Any liability arising from pre-

existing medical conditions.

. Any liability relating to any injury
or any legal liability of any kind
directly or indirectly due to or
arising from:
. lonizing radiation or
contamination by radioactivity
resulting from any nuclear fuel
or from any nuclear waste
arising from the combustion of
nuclear fuel unless caused by
the Research Product or
malpractice by the Research
Team.

. The radioactive, toxic, explosive
or other hazardous properties

of any nuclear assembly or any

of its nuclear components.
. Epidemics, accidents or
chemical, biological or

bacteriological reactions, if such
accidents or reactions result
from work injuries or
occupational hazards.

. Any claim arising out of any

condition directly or indirectly
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caused by or associated with

Transmissible Spongiform
Encephalopathy (TSE),
Creutzfeldt-Jakob Disease

(CJD), Variant Creutzfeldt-Jakob
Disease (vCJD) or New Variant
Creutzfeldt-Jakob
(nvCJD)

e. War, invasion, acts or (foreign)

Disease

aggression whether war s
declared or not.
f. Riots, strikes, terrorism or similar

acts.

Procedures for Claims Handling and Payment

of Compensation

VA
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Article 1. Notification: sududl 1 Galall
Six The Insured shall notify the Wl wa aspidl 2uiiy o) (Jogoll ojily  dwaluwll
Company, as soon as possible, of Sl o il £gdig aic (oo Cig
any of the following cases: Lo
il
A. Any incident that may give rise . S )
to a claim under the policy. albo lpic Ly 28 &bl -
aaggll uagoy
B. Any conduct or circumstance = Ul Jainj @b gf dglw i -u
that is likely to give rise to a claim A adlbo aoldl ticl jg4y
against the Insured. . Jogoll
gl Jgva ulb gi adlbo J5 -U
C. Every Claim, summons, or . [ cleaiuwl
Jo yuilbd A gi cleaiw
judgment issued by the Uo °
aninoll dadaall
competent court.
2. Claim Settlement: :OWlboll g .2
A. Defense Costs: :elaall WIS |
1- The Company shall have the right
to defend and appoint a lawyer for
- . G 5. ok @JU Aaaall (.3)




the Insured in any lawsuit arising
from liability covered under the
Policy, and the Insured, after
agreeing with the Company, may
appoint a defense lawyer, provided
that the Company shall bear the
Defense Costs incurred by the
Insured.

2- The Company may take action to
claim in the name of the Insured or
for its own benefit to claim any
compensation arising from this
Policy.

3- The Company may assume the
management of any negotiations
or proceedings to settle any claim,
subject to the approval of the
Insured who shall have the right to
reject any settlement
recommended by the company or
its legal representatives and
continue the legal proceedings.
However, the Company's liability in
this case shall not exceed the
amount agreed in the settlement, in
addition to the Defense Costs and
expenses that incurred with the
approval of the Company up to
date of rejection, subject to the
Insurance Coverage Limit stated in
the Policy Schedule.

B. Series of Claims:

If several Claims are submitted
arising from a single incident, they

shall be treated as single Claim.
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C. Payment of Compensation:

1. The Company is committed to
compensate within (45) days of the
issuance of final judgment against
the Insured, or upon reaching a
settlement acceptable to both the
Company and the Insured.
2. The Company shall not be
obliged to pay any compensation,
or to bear or continue to defense in
any case or legal proceedings after
the Insurance Coverage Limit

specified in the Policy Schedule.

VA
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Article

Seven

The Company or the Insured shall
not have the right to cancel this
Policy during its validity period
except in the following cases:

A. Failure to comply with the risk
mitigation recommendations set
out in the Protocol.

B. The existence of a Claim or
Claims  paid up to the
Compensation limit stipulated in
the Policy Schedule.

C. Substantial amendment of the
Clinical Trial without obtaining
approval of the Competent
Authorities.

D. Any error in description or
failure to disclose any substantial

fact.
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E. Failure to comply with the Good
Clinical Practice Principles.

F. What offects the safety of
participants.

G. Failure to comply with the terms
and regulations of the Competent
Authority.

ol i |
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Article

Eight

1. All studies conducted under a
single  Protocol shall be
considered as one Clinical Trial
regardless of the number of

sites involved in such a Trial.

2. The Insured shall notify the
Company within (20) days of
any change in the Material Fact
or Substantial Amendment, and
the Company shall notify the
Insured if it wishes to charge an
additional amount to the
Insurance Premium as a result
thereof, and the Company's
failure to notify the Insured
within (5) days shall be deemed
as its approval to continue the
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mélgoll 2ac ye il Yo danlg
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Coverage at the same

Insurance Premium agreed

upon at the time of contracting.

3. If there is a claim for

reimbursable expenses
payable to the Insured under
this Policy, and the Insured is
also covered for such
expenses under any other
plan, program, insurance or
similar, then in such case the
Insurance Company shall be
responsible for covering such
expenses, and shall take the
place of the Insured ti claim
from  third
proportionate share of such

parties their

Claim.

4. The rights arising from this
Policy shall be forfeited if the
Claim  submitted involves

fraud, or if the Insured or their

representatives use
fraudulent methods or means
to obtain any benefit from this

Policy, or if the liability or

damage arises out of an

intentional act by the Insured
or their representatives, and
the Company shall have the
right of recourse against any
party found responsible for

such fraud, whether he is a

participant in the fraud or an

accomplice.
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5. Jurisdiction and Governing Law:
A. Any dispute arising from this
Policy shall be subject to the laws
and regulations in force in the
Kingdom of Saudi Arabia, and the
Committees for Resolution of
insurance Disputes & Violations
shall have jurisdiction to
adjudicate it.

B. No Claim arising from this Policy
shall be heard after the expiration
of five years from the occurrence
of the incident from which the
Claim arose and the Interested
Parties having become aware
thereof, unless there is an excuse
that accepted the Insurance
Disputes and Violations
Resolution Committees.

ol i |
Insurance
Authority
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Clinical Trial Title:
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Insurance
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Number of Participants
in the Clinical Trial:
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Insurance Coverage
Until: From:
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Compensation Limit
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For and on behalf of the Insurance Company
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Appendix (A)

ol i |
Insurance
Authority

stated in this policy

for each Insured - for the
entire Policy Period, which

includ the minimum limits
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