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FORM

Study Code: | D702NC00001 Centre No:

Sponsor: AstraZeneca AB Subject E C

Prmmpal .| Dr. Prashant Pandey

Investigator:
Phase Ill, Randomized, -label, Gilobal, Multicenter Study of

Study Title: Rilvegostomig or Durvalu Combination With Chemotherapy as a

y | First-line Treatment for Patients With Advanced Biliary Tract Cancer

(ARTEMIDE-Biliary0

Country: INDIA

Dear Participant, K
As well as taking part in N stugy, we wish to know whether you agree to donate further

biosamples for use along with coded data in an optional multi-omics research project, as part of
5 Initiative.

2e to the use of your coded data and biosamples for this optional research.
0 do so, you can still participate in the main study.

treat, prevent or cure health related problems, or to develop new technologies and approaches that
will help with this activity, which include developing machine learning and artificial intelligence
technologies.

They can also be used jointly with information obtained from other sources outside typical clinical
research settings, for example from public research databases like the UK Biobank or patient groups
taken by academic researchers. However, they will not be combined with other information in a way
by which you may be identified.
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This research project will involve the analysis of your genetic, and complementary protein, metabolite
and lipid information. These may be referred to as genomics, proteomics, metabolomics and
lipidomics and are collectively known as “omics” i.e multi-omics.

You may consider genetic information as a large instruction book that your body reads to know how it
must be built and function. All humans in their body have the same instruction book but some words
or letters may vary from one individual to the other. Genetic information is kept in your DNA and this
research will involve analysis of your DNA and might include looking at part of your genetic
information, or all your genetic information i.e your whole genome. Whole exome hole genome
sequencing technologies might be used.

time your biosamples are taken and are complementary to the g is. -omics
analyses give a comprehensive view of the role these biological mo
how they work and how they are connected together. Much of the

up to 15 years and will be later destroyed. Kindly note that the location of the
change at the sponsor’s request.

Any data created from your biosamples will be kept as long as needed for scientific research
purposes and permitted by law and will later be destroyed or anonymized. Additional information may
be found at https://www.astrazenecapersonaldataretention.com.

4 Can my coded data and biosamples be shared?

Your coded data and biosamples may be shared by the sponsor with research partners and/ or they
will be deposited in scientific databases as explained in the main study information and informed
Site 3514_TMC, Kolkata

CONFIDENTIAL AND PROPRIETARY  Page2of 8
Back Translated from Hindi to English on 24 July 2026



Optional Genomics Initiative Research Information AstraZeneca
D702NC00001

Master Version Number 1.0 Master Version Date 11 Aug 2025

India Version Number 1.1 India Version Date 23 Jul 2026

consent form in Part lll: More Information for Patients. This may involve researchers from universities
as well as research hospitals, and drug- or health-related companies. Also, further research may be
conducted by the sponsor and its designated organisations where they will share summary data (not
your individual data) with other researchers, from other companies or universities, for example. This
summary data can be combined with data from other studies, for example as part of scientific
databases. This information may only be used by the researchers for medical and healthcare-related
research.

Some of the recipients mentioned above may be situated outside your country. T ata protection

appropriate safeguards and security measures will be taken in order to saf keep your
biosamples and coded data confidential as explained in “Part Ill: More Inf
main informed consent.

How will my privacy be safeguarded?

Your coded data and biosamples will be subject to approp

What will occur if | wo ave optional multi-omics research?
Your taking part in muIti-N re voluntary. You are entitled to take back your consent at
any time, without providing son aMithout a negative effect on your standard of medical care.
If you would like to leave, kindl our study doctor know. You may carry on to take part in the main

to leave optional multi-omics research.

If you leave optional multi-omics research, your coded data and biosamples will not be used for
immediately be destroyed. Your coded data (either copied from the main
y created) will also be destroyed unless this information is previously included
ed in scientific publications.

The data created from this optional multi-omics research will not be used to diagnose any disease or
sickness, or explain your treatment plan, as it is only for research purposes. We may also need to
study coded data and biosamples from many people over many years before we can understand
whether the results are meaningful. Hence, you must not expect to get individual results from this
optional multi-omics research. Any such data will not be given to your doctor by us and we will not
place them in your medical record as they are only for research objectives and not valid for medical
care.
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8 Who may respond to any queries | might have?

Keep in mind, there are no stupid queries! Do not hesitate to ask any questions at ANY TIME! It is
your right to get complete information before making a decision to participate in this optional multi-
omics research. At any time, you may get in touch with the study doctor.

You have the liberty to agree to the use of your coded data and biosamples for OPTIONAL
GENOMICS INITIATIVE RESEARCH. If you consent, you may mention this in the CONSENT
FORM

<
Ke

h 4
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INFORMED CONSENT FORM FOR OPTIONAL GENOMICS
INITIATIVE RESEARCH

Study Code: | D702NC00001 Centre No: 3514

Investigator: Dr. Prashant Pandey Subject E code:

Study Title: Phase Ill, Randomized, Open-label, Global, Multicent
Rilvegostomig or Durvalumab in Combination With Chemot
line Treatment for Patients With Advanced Biliary Tract Can
Biliary02)

| confirm that:

* The optional multi-omics research (part of Astra ics Initiative) has been
explained to me comprehensively by the study doc ersonnel delegated by
the study doctor.

* | have had the chance to speak abou tional multi-omics research with the study

rules mentioned in the docume

| know that my particip”&volve the following:

My name and contact details W||FBe taken during the optional multi-omics research as
explained to me, and ac ed and reviewed by listed authorised people;

ill be used by the sponsor or by people or companies that act on

otection rules equal to rules present in my country. | know that the sponsor
ese uses and takes all possible measures to safeguard my privacy;

ples will be taken and analysed as explained herein.

sponsor and its designated organisations with other researchers, from other companies
or universities for medical and healthcare related research.
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AstraZeneca

| further know that | can decide about the below listed topic and that by marking “Yes” |
do give consent and that by marking “No” | do not give consent:

The use of my coded data and biosamples for optional multi-omics research
which includes the analyses of my genomic information, as explained in this
consent form.

Yes [

No [

Sl.

No.

Kindly put your initials (short signature or signature) or thum

applicable) against each one of the following statements to
to the statements given below.

| confirm that | have read and understood the /Optio
Genomics Initiative Information and Informed
dated 23 July 2026, India Version Number 1.1
mentioned above and | have had the chanc

ing any

(i)

ission to see my health
records both in res t study and any additional
research that Nm in relation to it, even if | leave
the trial. | kcess. However, | know that my
identity will not be disclosed in any information released to third
parties or published.

(iv)

put restrictions on the use of any data or results
his study provided such use is only for the
urpose(purposes)

gree to participate in the study mentioned above.
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Signature (Or Thumb impression) of the Date of Signature
subject/Legally Acceptable Representative (LAR)

Signatory’s Name (Name of the subject or LAR who has signed)

conscious person or a
ight be obtained from a
ive is a person who can
the patient as provided by the law(s) of

give consent for or authorize an interventi
India).

&

Relationship of legally acceptable. re e to subject

Signature a ator Date of Signature

Study | tigator’'s Name
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If the Subject or his/her legally acceptable representative cannot read/write - an impartial
witness should be there during the entire informed consent process who must put his/her
signatures on the consent form

Impartial witness is a person who is independent of the trial, who is not able to be unfairly
influenced by people associated with the trial, who is present at the informed consent
process if the subject or the subject’s legally acceptable representative is not able to read,
and who reads the informed consent form and any other written information given to the
subject.

Signature of Impartial Witness te natur

Name of Impartial Witness

“The Patient Information Sheet (Option
completed Informed Consent Form ¢
representative”.,

10mics || ive Research Information) and properly
given to the subject or his/her legally acceptable
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