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Appropriate Consent Requirements for Donation of Human Tissue for Research

“Appropriate consent” under the HBRA

Consent must be
a. inwriting;
b. from the tissue donor personally or their legal proxies;

c. after the information referred to in section 12(2) has been provided and explained to the
tissue donor or the persons authorised to give consent on the donor’s behalf under this Part,
as the case may be; and

d. inthe presence of a witness

(N.B.: Witness is not required where only leftover diagnostic tissue is used, or where the tissue removal is of
no more than minimal risk and the donor is able to read and sign the consent form; research must not be
restricted HBR)
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SINGHEALTH TISSUE REPOSITORY
DONATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH
INFORMATION SHEET

Research is an important way to advance medical knowledge and improve medical care for all
patients. The donation of Human Biological Material (as defined below) enables such research to be
performed. At this time, we seek your consent to donate Human Biological Material (which may be
Leftover Material (as defined below) and / or Extra Material (as defined below)) to be banked in, or
under the governance of, the SingHealth Tissue Repository for use in research,

Your decision on whether or not to consent to donate is entirely voluntary and will NOT affect the
medical care extended to you.

This Information Sheet explains what this donation process involves, Please carefully read through
and understand the information provided in this Information Sheet. Please let us know if you have any
questions.

If you consent to donation, please sign the accompanying “SingHealth Tissue Repository Donation of
Human Biological Material for Future Research Consent Form™.

Where we are seeking consent from you to donate Human Biological Material in your capacity as
parent / legal guardian / legal representative (as the case may be) of the intended donor, the
information set out below on the aspects of the donation process which refers specifically to you will
apply equally to the intended donor.

1. What is Human Biological Material?

“Human Biological Material” refers to any biological material obtained from the human body that
consists of, or inciudes, human celis. This includes liquid material such as blood and other bodily
fluids. and solid material such as diseased tissues.

2. Why are such Human Biological Material obtained from me?

There are two main scenarics (or “Intended Purposes”) in which Human Biological Material may be
obtained.

In the first scenario, Human Biological Material may be obtained (e.g., in an operation) as part of the
diagnosis or treatment for which you are seeking care in hospital.

In the second scenario, Human Biological Material may be obtained from you as part of your
participation in a specific research study, clinical trial or donation procedure for the treatment of other
patients (e.g., blood donation) for which you have already given consent and which is separate and
unrelated to any diagnosis or treatment for yourself.

3. What is Leftover Material, and what usually happens to it?

In both scenarios (descnbed in section 2 above), there may be leftover Human Biological Material
after the Intended Purposes have been achieved. For example, in the first scenario, if tissue was
obtained for a diagnostic purpose, there may be leftover tissue after the diagnosis has been made.
Alternatively, tissue may be removed without the necessity for diagnostic evaluation and which will
ordinarily be discarded as unwanted tissue. In the second scenario, after the specific research study
or clinical trial is completed or the tissue that you have donated is no longer necessary for the
treatment of the patient in question, there may be leftover tissue. All such leftover / unwanted tissue
is referred to as “Leftover Material”. Leftover Material will ordinarily be destroyed as biological waste.
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Howewer, we are asking for your consent to let us make use of such Leftover Material for future
research.

In cartain situations, e.g. when the treatment of your illness requires surgery that removes a large
quantity of tissue, we may apportion tissue for banking upfront (i.e., at the time of surgery). As in all
other situations, we have measures in place to ensure that your medical care, including diagnosis and
further treatment. s not affected at any tinee.

. What is Extra Material, and how will it be collected from me for donation?

“Extra Material® refers to additional Human Biological Material collected from you that is not required
for the Intended Purpose, be it your diagnosis / treatment, a specific research study, a clinical trial or
the treatment of other patients. Such Extra Material will only be collected for future research if it can
be safely obtained from you withouwt affecting your health or wellbeing.

5. What Human Biclogical Material will be collected from me?
If you consent to donate, the following Human Biological Material may be collected from you:

a) Leftover Material

» Any leftover Human Biological Material (lissue / lavage and sercsal fluid) obtained from
therapeutic, diagnostic or donation procedure.

& Any leftover Human Biclogical Material obtained after completion of specific research
study or clinical trial.

b) Extra Material

= Blood (maximum 4 tablespoons which is equivalent to 80 mil),

« Bone marrow (Maximum 2 teaspoons which is eguivalent to 10 mi) will be drawn during a
procedure that is performeed for or in connection with your clinical cane.

= Tissue biopsy (up to B cores or safe limits, whichewver is lower, This extra tissue biopsy will
be taken only at the same procedure as the clinical biopsy. Limits of safety depend on
tumeur sizes and risk of complications including bleeding and infection, as determined by
clinical team performing the biopey. This is a clinical judgement and will depend on the
specific donor profile and responsibility for safe biopsy is undertaken by the clinical team
performing the biopsy.)

= Cheek swab (buccal swab) which will be collected by brushing your mouth with a special
swab.

« Saliva which will be collected by spitting into a collection container.

= Uring which will be collected by voiding into a collection container.

« Hair which will be collected by scissors of hair clipper from between one and ten places of
your head.

= Mail clippings which will be collected from both fingers and toes.

+  Stool which will be collected in a collection container.

You may indicate your consent for donation of Human Biological Material in the accompanying
“SingHealth Tissue Repository Donation of Human Biclegical Material for Future Research Consent
Form®™.

6. What will the donated Human Biological Material be used for?
Research is an important part of the woark that we do as part of the SingHealth Duke-MUS Academic
Medical Centre in order to provide the best medical care possible to our patienis and to discover new

cures and treatments that will petentially benefit all patients. The SingHealth Tissue Repository is a
ceniral bank in SingHealth that obtains and carefully stores or ensures the secure storage of denated
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Human Biolegical Material in accordance with applicable regulations. The donated Human Biological
Material will be used for future research purposes.

Your donated Human Biolegical Material will not be used for any purpose other than research.
Lo Who will use my donated Human Biological Material?

Your donated Human Biological Material will be used by researchers / research institutions who /
which are required to follow a strict process to apply for and gain access to donated Human Biclogical
Material. In most situations, applications from the researchers / research institutions must be reviewed
and approved by an Institutional Review Board (“IRB") before they can proceed to obtain the donated
Human Biological Material stored in the SingHealth Tissue Repository for research. The IRB is an
independent ethics committee appointed by hospitals to conduct reviews of research involving human
subjects. The IRB’s role is 1o make sure that the research is ethically and scientifically sound and in
accordance with applicable laws and regulations, including the Human Biomedical Research Act 2015
of Singapore ("HBRA").

In certain situations, for projects with no likelihocod of harm to research subjects, the IRB may grant
an exemption from IRB review and researchers / research institutions may obtain Human Biclogical
Material from the SingHealth Tissue Repository under such exemption.

In addition, the Human Biological Material may be supplied in non-identifiable form to researchers /
research institutions without the need for IRB review, if there is scientific merit in the proposed
research,

8. Will there be any risks, discomforts or inconveniences to me resulting from donating
Human Biological Material? Will | receive any comp tion and treatment if | am
injured?

If you consent to donate Extra Material, there may be minor rnisks of slight pain and mild bruising
associated with venepuncture in the case of bloocd collection. For bone marrow collection, there may
be some pain, minor bruising and minor bleeding. For collection of hair and nail clippings and the
taking of a buccal swab, there may be minor discomfort. For donation of additional tissue biopsy, you
may experience pain, inflammation, bleeding, swelling, and / or infection at the site of the biopsy.

In the case of Leftover Material, there is no additional risk, discomfort or inconvenience to you arising
from or in connection with your donation.

SingHealth is unable to provide any compensation or treatment in relation to your donation of Human
Biological Material.

9. Will | receive any benefits in return for donation of my Human Biological Material?

There will not be any direct personal benefit to you as a result of your donation. You will not receive
any personal financial reward. If a new test, procedure, treatment or preduct is developed using
donated Human Biological Material, you will not receive any share of the monetary return arising from
or in connection with the developed technology, test, procedure, treatment or product, or any other
commercial gain derived from the research for which your donated Human Biological Material is used.

10. Will | have any rights over the Human Biological Material | have donated?

The donated Human Biological Material is treated as an outright gift. As such, by voluntarily agreeing
to donate your Human Biological Material, you will renounce all rights to such Human Biclogical
Material and any intellectual property rights that may be generated or developed from or in connection
with its use.
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11. Will | incur any anticipated expenses in connection with my donation of Human
Biclogical Material?

WWe do not anticipate any expense incurred by you arising from or in connection with your donation of
Human Biclogical Material.

12, What will happen to my donated Human Biclogical Material?

Your danated Human Biclogical Material will be transferred to and stored at the SingHeailth Tissue
Repository or another facility within SingHealth under the governance of the SingHealth Tissue
Repository until such time it is released for research purposes in accordance with strict legal and
procedural requirermnants. For the situation in which your donated Human Biological Material is not
required to be sent for diagnostic evaluation, it may be released for research promptly after collection
in accordance with legal requirements.

13. What other kind of information will you require from me when using my donated Human
Biological Material?

The donated Human Biclogical Material will be securely linked to your individually identifiable health
information including name, NRIC, date of birth, gender, race, disease history, treatment, clinical
investigations and laboratory results. Individueally identifiable health information increases the
usefulness of the Human Biclogical Material for research. We will securely protect the confidentiality
of your health information (see section 14 below).

As part of the consent to the donation of your Human Biological Material, you agree to allow Singapore
Health Services Pte Ltd and its related companies {(collectively, “SingHealth”) and their respactive
representatives and agents to collect, use and disclose individually identifiable health information for
cataloguing puwposes and data collection for future research. Auditors, the IREB and regulatory
authorities may also be granted access to your individually identifiable health information for the
purpose of audit and verification of the SingHealth Tissue Repository’s operations, to the exient
permitied by applicable laws and regulations, Your health information will otherwise be kept strictly
confidential. ¥ou will be required to confirm that you have read. understood and consented to the
SingHealth Data Protection Policy (as applicable to you), the full version of which is available at
http:ihwww singhealth.com.sg/pdpa.

*ou are free to withdraw consent to the collection and use of your individually identifiable health
information for future research at any time_ Your withdrawal of consent will not affect your current or
future medical care in any way.

14. When will my Human Biological Material or health information be used in individually-
identifiable form?

Ta protect your confidentiality, we will de-identify all donated Human Biological Material by assigning
unigue code numbers. Yowr denated Human Biological Maternial and health information will be used
in de-identified form for future research unless the necessary IRB approval is granted and consent is
obtained from you for your individually-identifiable information to be used for a specific research study.
Your identity will be kept confidential and remain protected at all times.

15, Can | change my mind after signing the consent form?

You can withdraw your consent at any time if your donated Human Biological Material is individually-
identifiable and (i) has not been used for research; OR (i} has been used for research but it is
practicable to discontinue further use of the donated Human Biological Material for the research. Any
remaining donated Human Biclegical Material will be destroyed following the withdrawal of your
consent, Howewver, any research information or data oblained before your withdrawal of consent wall
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20. Whao should | contact if | have further gquestions or wish to provide feedback on the
purposes for which my donated Human Biological Material will be used?

SingHealth

be retained and may continue to be used. This is to allow a complete and comprehensive evaluation
of the research study.

Withdrawal of consent to the use of your donated Human Biglogical Material will not affect your

treatment or medical care in any way. Questions and feedback may be directed to:

SingHealth Tissue Repository (STR)

The Academia,. The Ngee Ann Kongsi Discovery Tower Level 10,
20 College Reoad, Singapore 169856

Tel: BSTET115 [ BSTE7117 / 65767118/ 65767119

Email: tissue. repository@singhealth.com.sg

16. Will | be contacted in the future to provide further consent?

¥ou may be contacted in the future to provide any required additional consent on matters related to
the use of your donated Human Biological Material or health information or where otherwise required
under applicable law. Where it is necessary to contact you to obtain further consent, we will obtain
your contact information through your clinical care team or the responsible research study or clinical
trial team.

STR-SGH Satellite Bank

The Academia, The Ngee Ann Kongsi Discovery Tower Level 9,
20 Ceollege Read. Singapore 169856

Tel: 63265331

Email: gtr.sgh sbi@sgh com.sg

STR-MCCS Satellite Bank

Mational Cancer Centre Singapore, Cryopreservation Lab, Level 3
11 Hospital Crescent, Singapore 169610

Tel: 5436 8574

Email: noccs biobanki@nocs com.sg

Where Human Biclogical Material is collected from you as part of your participation in a specific
research study or clinical trial, the primary point of contact for any questions or feedback will be the
principal investigator or other study team member designated as the contact person in the separate
specific informed consent form you hawve signed or will be signing for participation in the research
study or clinical trial.

In situations where the donor is a minor (below the age of 21 years), and has given his / her consent
to the donation of Human Biological Material (in addition to consent from his / her parent or legal
guardian), we will not approach such donar for re-consent when he [ she turns 21 years of age.

In situations where the donor is a minor (below the age of 21 years), and has not persanally given
consent to the donation of Human Biological Material {in addition to consent from his / her parent or
legal guardian}, we will approach the donor for re-consent when the donor turns 21 years of age. In
sitwations when the donor does not provide consent at 21 years of age or cannot be contacted, the
donated Human Biclogical Material will be destroyved.

17. Will | be re-identified in the case of incidental findings arising from the use of my
donated Human Biclogical Material in future research?

Incidental findings are findings that are of potential health or reproductive importance to a research
subject and that are discoevered in the course of conducting research but are unrelated to the purposes,
objectives or variables of the research study. You will not ordinarily be re-identified and informed in 21,
the case of incidental findings in relation to donated Human Biological Material. However, if the

Other matters

incidental finding is significant and of a potentially life-saving nature, your clinical care team or the
responsible research study team may wani o contact you to ask whether you wish to receive the
incidental finding after consuling with and obtaining approval from the relevant institutional Medical
Board.

18. Will my donated Human Biological Material be exported or remowved from Singapore?

Your donated Human Biological Material may be exported or removed from Singapore, but anly in
de-identified form. This is to allow for international collaborations which are integral to the research
on certain diseases e.g., rare diseases with low incidence in Singapore. Any Human Biclogical
Material exported overseas will only be released in accordance with the requirements of the HERA
and any other applicable laws.

19, Will my donated Human Biclogical Material be used in prohibited or restricted human
biomedical research invelving human-animal combinations?

Y¥our donated Human Biclogical Material will not be used for research that is prohibited or restricted
under the HBRA, such as research that involves human procreation or that creates human sentience
in animals_

Please read this Information Sheet carefully and ensure that you fully understand the contents. If you
hawve any questions, please ask your doctor. Your signature on the accompanying consent form is
required if you agree to donate Human Biological Material to the SingHealth Tissue Repository, A
signed consent form will be retained by the SingHealth Tissue Repository and other relevant
departments while you will receive a duplicate copy.
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SINGHEALTH TISSUE REPOSITORY
DONATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH

CONSENT FORM
I voduntarily consant 1o donate my Human Biological Matenals which will be collecied on the day of the scheduled

procedure [/ protecal for future research in the manner stated in the Informaton Sheet. (Please tick (V) as
appropriate)

Leftover Material:

V! from therapeutic / diagnostic / donation procedure: Whipple procedure

I from IRB project / clinical trial:

IREBE reference number;

Contact person for the IRB project J clinical tmal:

Extra Matarial:

v~ Bilood (10 mi) [ Blood (other amount, specify; mi) V. Bone marrow {10 mi)
0 Buccal swab 1 Hair 1 Mail clipping O Saliva 1 Shool
SingHealth DukeNUS T : I
ACAgDEMIC MEDICAL CENTRE o TIEEUE hlﬂpﬁﬂf tup o E mrEE}' I:Fﬂ.EEEE E-I:I'Enl'l:ﬁl' '5-11.E':| _ U"nE
——




Restricted, Non-Sensitive

STR Information Sheet and Consent Form (SHS-RSH-STR-REC-4071) REQ%%[%%% ;E;ggitory

Declaration by patient [ participant [/ parent or legal guardian of patient / legal representative of patient

The nature of this donation has been explained to me in English or other language / dialect (please specify:
) by consent taker / interpreter (name).

| confirm the following:

(i) 1 have received, read and understood the Information Sheet and fully discussed the purpose and procedures
involving my donation.

(i) 1 have had the opportunity to clarify any and all queries that | may have had regarding my donation.

(iii) 1 understand that my donation of the Leftover Material and / or Extra Material is in accordance with this
consent form and the Information Sheet.

(i) | understand that my individually identifiable health information will be collected, used and stored as stated in
sections 13 and 14 of the Information Sheet.

(v) lunderstand that | may be contacted in the future if further consent is required from me.
(wvi) lunderstand thatin the case of an incidental finding, | will not be re-identified and cannot therefore be informed
of such incidental finding, except in the case of a significant and potentially life-saving incidental finding and

only with my express consent to be informed.

(wii) | understand that my Leftover Material and / or Extra Material may be exported overseas in de-identified form
if any future research involves overseas collaboration.

(wiii) | understand that my donated Leftover Material and / or Exira Material will not be used in prohibited or
restricted research under the Human Biomedical Research Act as specified in the Information Sheet.

(ix) | understand that | will receive a copy of this consent form.

SingHealth DukeNUS
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Signature or left /

Name (as stated in NRIC / passport) right thumbprint

Date signed

Patient /
Participant*
Date must be written by

patient / participant

Parent / Legal
Guardian / Legal

Representative ** Date must be written by
Required where the patient / participant is below parent / legal guardian /
21 years of age and / or lacks mental capacity legal representative

* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure. his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian / legal representative.

** No Extra Material may be collected from any patient / participant (a) lacking mental capadcity or (b) who is below 21 years old
and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

Declaration by witness (Witness must be 21 years old & above.)

1, the undersigned, certify that:

{i) | witnessed this consent form and the Information Sheet being provided, and their contents being explained,
to the patient / participant and / or the parent / legal guardian / legal representative (where applicable) and was
present for the entire time.

(i) | have taken reasonable steps to ascertain the identity of the patient / participant and, where applicable, the
parent / legal guardian / legal representative of the patient giving the appropriate consent.

(i1i) | have taken reasonable steps to ascertain that the consent has been given voluntarily without any coercion
or intimidation.

NRIC number is not required.

Name (as stated in NRIC 7/ passport) Signature Date signed

Witness

Declaration by person obtaining consent

1, the undersigned, certify to the best of my knowledge that the patient / participant or the parent / legal guardian /
legal representative signing this consent form clearly understands the nature of the donation and the use of the
Leftover Material and / or Extra Material and health information.

VWhere the patient / participant is a minor, | certify to the best of my knowledge that the patient / participant who
has signed above has sufficient understanding and intelligence to understand what is proposed in the donation
procedure.

Where the patient / participant is a minor, and does not have sufficient understanding and intelligence to
understand what is proposed in the donation procedure, | will conduct an assent discussion in accordance with
the Assent Form.

Name (as stated in NRIC / passport) Signature Date signed
Person obtainin
consent 9I
Document Nwﬂb?r SHS-RSH-STR-REC-4071 Page 8ofs
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1. Tissue donor is an adult with mental capacity.

: Signature or left / .
Name (as stated in NRIC / passport) right thumbprint Date signed
Patient / Ethan Hunt EH 05/01/2023
Participant*
Date must be written by
patient / participant
Parent / Legal
Guardian / Legal
RED[ESEI’It&tWE ** Date must be written by
Required where the patient / participant is below parent / legal guardian /
21 years of age and / or lacks mental capacity legal representative

* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian / legal representative.

** No Extra Matenal may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old
and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

SingHealth DukeNUS
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2. Tissue donor (adult with mental capacity) is unable to sign the consent form due to
valid reason (e.g, illiteracy, dominant hand injury, paralysis)

: ignature or left / -
Name (as stated in NRIC / passport M . Date signed .
( passport) | (right humbprint ? » Witness must be
resent and is
Patient Ethan Hunt 05/01/2023 P _
Participant* allowed to write
Date must be written by
patient / participant the name and
Parent/ Legal date the consent
Guardian / Legal form on behalf of
Representative ™ | | o Date must be written by the tissue donor.
Required where the patient / participant is below parent / legal guardian /
21 years of age and / or lacks mental capacity legal representative

* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian / legal representative.

** No Extra Matenal may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old
and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

SingHealth DukeNUS
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3. Tissue donor lacks mental capacity or tissue donor is a minor RESEARCH : Repository
: Signature or left/ .
Name (as stated in NRIC / passport) right thumbprint Date signed
Patient / Harry Potter
Participant®
Date must be written by
patient / participant
Sarent ! Logd Petunia Dursley oD » Consent form must
< Guardian / Legal 05/01/2023 be sighed and dated
Representative *2 Date must be written by by the person
Required where the patient / participant is below parent / legal guardian / e .
21 years of age and / or lacks mental capacity legal representative pl"OVId INg the
* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and Is consent.
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian / legal representative.
** No Extra Material may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old
and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

SingHealth DukeNUS
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If the minor is 212 years old and is assessed by consent taker to have sufficient
understanding and intelligence

: Signature or left/ .
Name (as stated in NRIC / passport) right thumbprint Date signed
Harry Potter HP 05/01/2023
Patient /
Participant*
Date must be written by
patient / participant
Parent / Legal Petunia Dursley PD 05/01/2023
Guardian / Legal
RED[EEEI‘ItﬂtWE ** Date must be written by
Required where the patient / participant is below parent / legal guardian /
21 years of age and / or lacks mental capacity legal representative

* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian / legal representative.

** No Extra Materal may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old
SingHealth DukeNUS and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
ACADEMIC MEDICAL CENTRE consent form.
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For minors

1. 12 to 20 years of
age and do not
have sufficient
understanding and
intelligence

2. 6to 11 years of age
regardless of
understanding and
intelligence

SingHealth DukeNUS
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SINGHEALTH TISSUE REPOSITORY
DOMATION OF HUMAM BIOLOGICAL MATERIAL FOR FUTURE RESEARCH
ASSENT FORM (FOR MINOR 6 YEARS OF AGE AND ABOVE)

“ou are being asked to donate human tissue for future ressarch studies. This sheet of paper tells you
about your donation. Youw can ask guestions at any time.

What is this donation about?

Your doctor will resmove some Essue samples from youw during the cinical procedure 1o treal your
illness  After resmowval, your tissua will be sant for testing. Upon complaetion of testing, leftover tissue
= usually thrown away. Instead of throwing this leftover tissue away, you may choose to donate it for
future research.

Why should | donate and what will happen to my donated samples?
i wywou agree to donate youwur samples. we will keep them in our tissue bank for future ressarch.
Research is a way to understarnd and find better treatments for dissases.

Will | feal any pain or discomfort if | take part?
Theara will be no pain for donation of laftover tissuse samples.

Could this donation help me get better?
The donation may not directly help you get betier. it may howewver help other children with similar
ilnesses in future,

Do | hawve to donate my tissue?

You can choose if you want to donate or nat. If youw say "Yes' now, you can ahvays say MNo' later
imchuding when you turn 21 years of age. If you say "MNo’, nothing will change and yowur doctor will still
take good care of you.

Do my parents know about this donation?
Yes your parents know abowut this donation too. You can talk to yowr parants about this donation
befare you tell us “Yas" ar “MNa’.

Wihat if | have more questions™?

You can ask any quastions you hawve, now or later, If you think of a question later, you can ask your
parents or ask them to call us,

Other information about this donation?

If you want to know more abowut this donation, please ask yowur doctor. A copy of the signed consent
forrm and information sheet will be given to your parents.

ASSENT

This donation procedurs has been explained to me and | agree to donate leftowver matenal from the
clinical proceduns.

Mame af Patient’ F’arli-:iEnl for Assant E!&

Check which applies (to be completed by person conducting assent discussion):

O The patient S participant is able to read and understand the assent form,

[ The patient f participant is not able to read the assesnt formn, howewver, the informaticn was explained
wverbally to the best of the patient’s’ participant's abilities to undersiand.

Mame and Signature of Person Conducting Assent Discussion Date
O B —_—
DoCament Mumber 38E-RSH-STH-\AELCA0DTS Page 1 of 1
Rigrvatasn™ FMurrsbsge O

Resvaaioe Diane: OF 072020

SingHealth : Tissue

» Person conducting
assent discussion to
tick on the boxes
accordingly.



Case study 1

Restricted, Non-Sensitive

SingHealth : Tissue

e e - RESEARCH | Repository

* 40 years old man
with mental
capacity

* Literate

* English speaking

* Undergoing
Whipple
procedure

SingHealth DukeNUS

ACADEMIC MEDICAL CENTRE

Restricted, Sensitive (Normal)

SingHealth

| Restricted, Sensitive (Normal) |

SINGHEALTH TISSUE REPOSITORY
DONATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH
CONSENT FORM

| voluntarily consent to donate my Human Biological Materials which will be collected on the day of the scheduled
procedure / protocol for future research in the manner stated in the Information Sheet. (Please tick ) as
appropriate)

Leftover Material:

O from therapeutic / diagnostic f donation procedure:

O from IRB project / clinical trial:

IRB reference number:

Contact person for the IRB project / clinical trial:

Extra Material:

SingHealth
2 Signature or left/ N
Name (as stated in NRIC / passport) right thumbprint Date signed
Patient/ . l sfi] 23
Participant* € tiren #V‘ " '\H EH /

Date must be written by
patient / participant

Parent/ Legal
Guardian / Legal
Representative ** Date must be written by
Required where the patient / participant is below parent /legal guardian /

21 years of age and / or lacks mental capacity legal representative
* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married} and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian / legal representative

** No Extra Material may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old
and lacking sufficient understanding and ir igence to ur 1d what is proposed in the donation procedure, using this
consent form.

Declaration by witness (Witness must be 21 years old & above.)

O Blocd (10 mi) O Blood (other amount, specify: mi) O Bone marrow (10 ml)
[ Buccal swab O Hair O Nail clipping O Saliva O Stool

E.Z’Tissue biopsy (up to 8 cores), P.—.;,m. veas rsoue (p! specify site) O Urine

Declaration by patient / partici| t/ p orlegal g dian of patient / legal repr tative of patient

The nature of this donation has been explained to me in English or other language / dialect (please specify:
) by consent taker / interpreter (name).

I confirm the following:

(i) | have received, read and understood the Information Sheet and fully discussed the purpose and procedures
involving my donation.

(i) 1 have had the opportunity to clarify any and all queries that | may have had regarding my donation.

(iii) 1 understand that my donation of the Leftover Material and / or Extra Material is in accordance with this
consent form and the Information Sheet.

(iv) 1 understand that my individually identifiable health information will be collected, used and stored as stated in
sections 13 and 14 of the Information Sheet.

(v) | understand that | may be contacted in the future if further consent is required from me.

(vi) lunderstand that in the case of an incidental finding, | will not be re-identified and cannot therefore be informed
of such incidental finding, except in the case of a significant and potentially life-saving incidental finding and
only with my express consent to be informed.

(vii) | understand that my Leftover Material and / or Extra Material may be exported overseas in de-identified form
if any future research involves overseas collaboration.

(viii) | understand that my donated Leftover Material and / or Extra Material will not be used in prohibited or
restricted research under the Human Biomedical Research Act as specified in the Information Sheet.

(ix) |understand that | will receive a copy of this consent form.

I, the undersigned, certify that:

(i) 1 witnessed this consent form and the Information Sheet being provided, and their contents being explained,
to the patient / participant and / or the parent / legal guardian / legal representative (where applicable) and was
present for the entire time.

(i) 1 have taken reascnable steps to ascertain the identity of the patient / participant and, where applicable, the
parent / legal guardian / legal representative of the patient giving the appropriate consent.

(iii) 1 have taken reasonable steps to ascertain that the consent has been given voluntarily without any coercion
or intimidation.

Name (as stated in NRIC / passport) Signature Date signed

= - f b, LAF axfot] e
Witness Sy e U/ et A 03 | Lol
L% i

Declaration by person obtaining consent

I, the undersigned, certify to the best of my knowledge that the patient / participant or the parent / legal guardian /
legal representative signing this consent form clearly understands the nature of the donation and the use of the
Leftover Material and / or Extra Material and health information.

Where the patient / participant is a minor, | certify to the best of my knowledge that the patient / participant who
has signed above has sufficient understanding and intelligence to understand what is proposed in the donation
procedure.

Where the patient / participant is a minor, and does not have sufficient understanding and intelligence to
understand what is proposed in the donation procedure, | will conduct an assent discussion in accordance with
the Assent Form.

Document Number. SH5-REH-STR-REC-40T1 Page 7 of 8
Revision Number:
Revision Date: 010772021

Name (as stated in NRIC / passport) Signature Date signed
Person obtaining . -4 16 4 2023
consent Mere dith é"r{j }}L 3 dam 20
Document Numbar SHS-RSH-STR-REC-4071 Page 8 of B

Revision Number: 0
Revision Date: 01/07/2021




Restricted, Non-Sensitive

SingHealth : Tissue
Case study 1 RESEARCH ' Repository

| Restricted, Sensitive (Normal) I

Restricted, Sensitive (Normal)

> For donation of B e

tiSS u e fro m SINGHEALTH TISSUE REPOSITORY Name (as stated in NRIC / passport) right thumbprint Date signed
DOMNATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH )
.%/i / 2%

CONSENT FORM Patient / € f{ann Hunt a’(

.
therapeutic/ Participant- -
I voluntarily consent to donate my Human Biclogical Materials which will be collected on the day of the scheduled Dagl‘;tgums: bger_nv!:iué:tby
procedure / protocol for future research in the manner stated in the Information Sheet. (Please tick (V) as

Parent/ Legal

diagnostic N gty Lo

m P ve "~ Date must be written by
. . i l . ¥ n Required where the patient / participant is below parent f legal guardian /
ro C e d u re to t I C k 2 from therapeutic 7 diagnestic / donation procedure: __ W hipele  proceduve 21 years of age and / or lacks mental capacity legal representative
T
Y4 — - *Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation

procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from

. . z - .
I eftove r a n d fl I I I n B from IRE project / clinical trial: his / her parent / legal guardian / legal representative
** No Extra Material may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old

IRB reference number:
and lacking sufficient understanding and ir igence to ur d what is proposed in the donation procedure, using this
consent form.

t h e p ro Ce d u re Contact person for the IRB project / clinical trial:
Declaration by witness (Witness must be 21 years old & above.)

Extra Material:

1, the undersigned, certify that:

n a l I Ie . U Blood (10 mi) O Blood (other amount, specify: mi) 0 Bone marrow (10 mi) (i) | witnessed this consent form and the Information Sheet being provided, and their contents being explained,
O] Buccal swab O3 Hair O Nail clipping O Saliva O Stool ;c:;l::rﬁafté?:::‘;Tgilf;%?ggénd 7 or the parent / legal guardian / legal representative (where applicable) and was
< f . . (i) | have taken reasonable steps to ascertain the identity of the patient / participant and, where applicable, the

[ Tissue biopsy (up to 8 cores), lease specify site) (1 Urine parent / legal guardian / legal representative of the patient giving the appropriate consent.

Declaration by patient / participant / parent or legal guardian of patient / legal representative of patient (iii) Ior;‘;?;-nti?:l"a?igr:easonable steps to ascertain that the consent has been given voluntarily without any coercion
The nature of this donation has be: plained to me in%gli/srior other language [ dialect (please specify:
) byEonsent taker) interpreter (name). Name (as stated in NRIC / passport) Signature Date signed

I confirm the following:

Witness “haddey

(iy I have received, read and understood the Information Sheet and fully discussed the purpose and procedures
involving my donation.

Declaration by person obtaining consent
1, the undersigned, certify to the best of my knowledge that the patient / participant or the parent / legal guardian /

(i) I have had the opportunity to clarify any and all queries that | may have had regarding my donation.

@ii) 1 understand that my donatlolj of the Leftover Material and / or Extra Material is in accordance with this legal representative signing this consent form clearly understands the nature of the donation and the use of the
consent form and the Information Sheet. N ; h :
Leftover Material and / or Extra Material and health information.
(iv) L:&?:;f;d;:;l;:if'f:g:"'ltr‘;;”r:::gfr“"g::g health information will be collected, used and stored as stated in Where the patient / participant is a minor, | certify to the best of my knowledge that the patient / participant who
: has signed above has sufficient understanding and intelligence to understand what is proposed in the donation
procedure.

(v} lunderstand that | may be contacted in the future if further consent is required from me.
Where the patient / participant is a minor, and does not have sufficient understanding and intelligence to

(vi) lunderstand that in the case of an incidental finding, | will not be re-identified and cannot therefore be informed : p < b prr———y " P "
of suclj incidental finding. except in the case of a significant and potentially life-saving incidental finding and ;Jhr;j.:r:;::tdF“;?:‘lt is proposed in the donation procedure, | will conduct an assent discussion in accordance with
only with my express consent to be informed. )

(vii} 1 understand that my Leftover Material and / or Extra Material may be exported overseas in de-identified form Name (as stated in NRIC / passport) Signature Date signed
if any future research involves overseas collaboration.

P X N,
(viii) | understand that my donated Leftover Material and / or Extra Material will not be used in prohibited or P"'sgg,,‘;‘;‘:;“'“g Mereddh Greg }}“?S 2 Jow 2023
; restricted research under the Human Biomedical Research Act as specified in the Information Sheet.
SlngHeaIth DUkeN US (ix) | understand that | will receive a copy of this consent form.
ACADEMIC MEDICAL CENTRE Document Number. SHS-RSH-STR-REC2071 Fages of 8
Document Humber, SHS-RSH-STR-REC-40T1 Fage 7ol B Revision Mumber: 0

- Rewision Number: 0 Revision Date: 01/07/2021

Rewvision Date: 0I‘?D'|"—‘2021




Case study 2

Restricted, Non-Sensitive

SingHealth : Tissue

s s m e e oo - e - RESEARCH | Repository

80 years old lady
with mental capacity
llliterate

Chinese speaking
Undergoing
mastectomy
procedure

SingHealth DukeNUS

ACADEMIC MEDICAL CENTRE

| Restricted, Sensitive (Normal)

I Restricted, Sensitive (Normal) |

SingHealth SingHealth
SINGHEALTH TISSUE REPOSITORY Name (as stated in NRIC / passport) ?::g::nm;em(: I::t" Date signed
DONATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH i . E
CONSENT FORM Patient / Licng Po Po 3f «f 2023
Participant* lj

| veluntarily consent to donate my Human Biological Materials which will be collected on the day of the scheduled
procedure f protocol for future research in the manner stated in the Information Sheet. (Please tick () as
appropriate)

Leftover Material:

\JZII from therapeutic / diagnostic / donation procedure: R 1 q‘ﬁ T mastectomy
~J

O from IRB project / clinical trial:

IRB reference number:

Contact person for the IRB project / clinical trial:

Extra Material:

VlﬂBIrmd (10 mi) J Blood (other amount, specify: mi) 0 Bone marrow (10 ml)

1 Buccal swab O Hair O Mail clipping O Saliva O Stool

[ Tissue biopsy (up to 8 cores), (please specify site) [J Urine

Date must be written by
patient / participant

Parent / Legal
Guardian / Legal
Representative ** Date must be written by
Required where the patient / participant is below parent f legal guardian /

21 years of age and / or lacks mental capacity legal rep i
* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and is
d by the -taker to have sufficient ing and intelli to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian / legal representative.

** Mo Extra Material may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old
and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

Declaration by witness (Witness must be 21 years old & above.)

Declaration by patient / participant / parent or legal guardian of patient / legal representative of patient

The nature of this donation has been explained to me in English or other language / dialect (please specify:
) by consent taker / interpreter (name).

I confirm the following:

(i} 1 have received, read and understood the Information Sheet and fully discussed the purpose and procedures
involving my donation.

(i} 1 have had the opportunity to clarify any and all queries that | may have had regarding my donation.

(i) | understand that my donation of the Leftover Material and / or Extra Material is in accordance with this
consent form and the Information Sheet.

(iv) | understand that my individually identifiable health information will be collected, used and stored as stated in
sections 13 and 14 of the Information Sheet.

(v) | understand that | may be contacted in the future if further consent is required from me.

(vi) |understand thatin the case of an incidental finding, | will not be re-identified and cannot therefore be informed
of such incidental finding, except in the case of a significant and potentially life-saving incidental finding and
only with my express consent to be informed.

(vii) | understand that my Leftover Material and / or Extra Material may be exported overseas in de-identified form
if any future research involves overseas collaboration.

(viii) | understand that my donated Leftover Material and / or Extra Material will not be used in prohibited or
restricted research under the Human Biomedical Research Act as specified in the Information Sheet.

(ix) | understand that | will receive a copy of this consent form.

I, the undersigned, certify that:

(i) | witnessed this consent form and the Information Sheet being provided, and their contents being explained,
to the patient / participant and / or the parent / legal guardian / legal representative (where applicable) and was
present for the entire time.

(i) | have taken reasonable steps to ascertain the identity of the patient / participant and, where applicable, the
parent f legal guardian [/ legal representative of the patient giving the appropriate consent.

(iii) | have taken reasonable steps to ascertain that the consent has been given voluntarily without any coercion
or intimidation.

MName (as stated in NRIC / passport) Signature Date signed

Witness

Declaration by person obtaining consent

I, the undersigned, certify to the best of my knowledge that the patient / participant or the parent / legal guardian /
legal representative signing this consent form clearly understands the nature of the donation and the use of the
Leftover Material and / or Extra Material and health information.

Where the patient / participant is a minor, | certify to the best of my knowledge that the patient / participant who
has signed above has sufficient understanding and intelligence to understand what is proposed in the donation
procedure.

Where the patient / participant is a minor, and does not have sufficient understanding and intelligence to
understand what is proposed in the donation procedure, | will conduct an assent discussion in accordance with
the Assent Form.

Name (as stated in NRIC / passport)

Jade Neo -

Signature Date signed

Person obtaining

32 2023
consent .’! . ’f

Document Number:. SHS-RSH-STR-REC-4071
Revision Number: 0
Ravision Date: 01/07/2021
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Case study 2

» Tofillup
language used
and interpreter
name (if any).

Withess must be
present.

SingHealth DukeNUS

ACADEMIC MEDICAL CENTRE

Restricted, Non-Sensitive

SingHealth : Tissue

e RESEARCH  Repositorv

Restricted, Sensitive (Mormal)

| Restricted, Sensitive (Mormal) l

O from IRE project / clinical trial:

IRB reference number:

Contact person for the IRB project / clinical trial:

Extra Material:
.,B’B!ood (10 ml) O Blood (other amount, specify: mi) O Bone marrow (10 ml)
O Buccal swab O Hair O Mail clipping O Saliva O Stool

[ Tissue biopsy (up to 8 cores), (please specify site) O Urine

The nature of this donation has been explained to me in Engheh or other language / dialect (please specify:
5 Lee A\ B

LAWY ) by linterpreter L (name}).

SingHealth SingHealth
SINGHEALTH TISSUE REPOSITORY Name (as stated in NRIC / passport) S;:g::tmuumm:::‘::ﬁ: Date signed
DONATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH n )
CONSENT FORM Patient / Licong Po Pe 2f 1] 2023
Participant* 2
| voluntarily consent to donate my Human Biclogical Materials which will be collected on the day of the scheduled ity et
procedure ! protocol for future research in the manner stated in the Information Sheet. (Please tick (V) as petienl/ pargcioant
appropriate) Parent/ Legal
ial: Guardian / Legal
Leftover Material: Representative ** _ _ - Date must be written by
.,JZI/frorn therapeutic / diagnostic / denation procedure: Eicghht s e “5 | Rﬂww pﬁm
= —

* Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been married) and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
his / her parent / legal guardian [ legal representative.

** Mo Extra Material may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old
and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

Declaration by witness (Witness must be 21 years old & above.)

I. the undersigned, certify that:

(i) | witnessed this consent form and the Information Sheet being provided, and their contents being explained,
to the patient / participant and / or the parent / legal guardian / legal representative (where applicable) and was
present for the entire time.

{ii) | have taken reasonable steps to ascertain the identity of the patient / participant and, where applicable, the
parent / legal guardian / legal representative of the patient giving the appropriate consent.

(iii) | have taken reasonable steps to ascertain that the consent has been given voluntarily without any coercion
or intimidation.

I confirm the following:

(i) I have received, read and understood the Information Sheet and fully discussed the purpose and procedures
involving my donation.

(iiy 1 have had the opportunity to clarify any and all queries that | may have had regarding my donation.

| understand that my donation of the Leftover Material and / or Extra Material is in accordance with this
consent form and the Information Sheet.

(iv) 1 understand that my individually identifiable health information will be collected, used and stored as stated in
sections 13 and 14 of the Information Sheet.

(v) I understand that | may be contacted in the future if further consent is required from me.

{vi) lunderstand thatin the case of anincidental finding, | will not be re-identified and cannot therefore be informed
of such incidental finding, except in the case of a significant and potentially life-saving incidental finding and
only with my express consent to be informed.

(wii) | understand that my Leftover Material and / or Extra Material may be exported overseas in de-identified form
if any future research involves overseas collaboration.

(viii) | understand that my donated Leftover Material and / or Extra Material will not be used in prohibited or
restricted research under the Human Biomedical Research Act as specified in the Information Sheet.

(ix) | understand that | will receive a copy of this consent form

MName (as stated in NRIC / passport) Signature Date signed

E%g

Witness Let Al ey 3{ 1 IJ@'L%

eclarauon

I, the undersigned, certify to the best of my knowledge that the patient / participant or the parent / legal guardian /
legal representative signing this consent form clearly understands the nature of the donation and the use of the
Leftover Material and / or Extra Material and health information.

Where the patient / participant is a minor, | certify to the best of my knowledge that the patient / participant who
has signed above has sufficient understanding and intelligence to understand what is proposed in the donation
procedure.

Where the patient / participant is a minor, and does not have sufficient understanding and intelligence to
understand what is proposed in the donation procedure, | will conduct an assent discussion in accordance with
the Assent Form.

Document Number: SHS-RSH STR-REC 4071
Revision Number: 0
Revision Date: 01/07/2021

Page7 ol 8

Name (as stated in NRIC [ passport) Signature Date signed
Person obtaining d :i,D, . 3/ ,1 2023
consent Jade Neo
Paged ofg
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Restricted, Non-Sensitive

SingHealth : Tissue
Casestudy3 RESEARCH Repository

| Restricted, Sensitive (Normal) |

Restricted, Sensitive (Normal} f =

SingHealth

* 17 years old boy

SingHealth
° |_|te rate SINGHEALTH TISSUE REPOSITORY Name (as stated in NRIC / passport) | Sopature or left/ Date signed
DONATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH
. . Patient / rre P e Tonuar
* English speaking CONSERTFORM et | Hamy Fettec e 3 Jonuacy 2023
I voluntarily consent to donate my Human Biological Materials which will be collected on the day of the scheduled Dagle T»;ur:ts: DME wzineg:tw

procedure [ protocol for future research in the manner stated in the Information Sheet. (Please tick (V) as

* Assessed by . casreren Lo

Leftover Material: Representative ** Date must be written by
. " Required where the patient / participant is be_lnw parent f legal guardian £
CO n S e nt ta ke r' to 7 from therapeutic / diagnostic / donation pracedure: __Ricdt  dnnciile cdn g 21 yaars of age and / or lacks mental capacity e
o d = Where the patient / participant is a minor (i.e. a person who is below 21 years of age and has never been marmied) and is
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
. = . . _ procedure, his / her consent to the donation of any Leftover or Extra Material must be obtained in addition to the consent from
h ave S u ffl C I e nt O from IRE project / clinical trial: his / her parent / legal guardian / legal representative. ’
IRB reference number: ** Mo Extra Material may be collected from any patient / participant (a) lacking mental capacity or (b) who is below 21 years old

and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

u n d e rsta n d i n g Contact person for the IRB project / clinical trial:

Extra Material: Declaration by witness (Witness must be 21 years old & above.)

. . " I, the undersigned, certify that:
a n d I nte I I Ige n Ce I Blood (10 mi) — Blood (other amount. speeify. .m0 & Bone marrow (10 mi) (i) | witnessed this consent form and the Information Sheet being provided, and their contents being explained,

. P - to the patient / participant and / or the parent / legal guardian / legal representative (where applicable) and was
[ Buccal swab O Hair [ Mail clipping O Saliva O Stool present for the entire time.

.
[ ) U n d e rgo I n g [ Tissue biopsy (up to 8 cores), (please specify site) O Urine (i) 1 have taken reasonable steps to ascertain the identity of the patient / participant and, where applicable, the

parent / legal guardian / legal representative of the patient giving the appropriate consent.
(ili) 1 have taken reasonable steps to ascertain that the consent has been given voluntarily without any coercion
or intimidation.

.
to nsi I I e Cto my The nature of this donation has @i/d to me in English or other language / dialect (please specify:
) by gonsent takery interpreter (namej. Mame (as stated in NRIC [ passport) Signature Date signed

I confirm the following:

" L £, .
p ro Ce d u re (i) | have received, read and understood the Information Sheet and fully discussed the purpose and procedures Witness N{p"—i“’t'['ﬂm ‘UUM’W s 3 &W‘g} 203>

involving my donation.

Declaration by patient / participant / parent or legal guardian of patient / legal representative of patient

(i} | have had the opportunity to clarify any and all queries that | may have had regarding my donation. Declaration by person obtaining consent
(i} | understand that my donation of the Leftover Material and / or Extra Material is in accordance with this I, the undersigned, certify to the best of my knowledge that the patient / participant or the parent / legal guardian /
consent form and the Information Sheet. legal representative signing this consent form clearly understands the nature of the donation and the use of the

Leftover Material and / or Extra Material and health information.
({iv) | understand that my individually identifiable health information will be collected, used and stored as stated in

sections 13 and 14 of the Information Sheet. Where the patient / participant is a minaor, | certify to the best of my knowledge that the patient / participant who
has signed above has sufficient understanding and intelligence to understand what is proposed in the donation

(v) lunderstand that | may be contacted in the future if further consent is required from me. procedure.

(vi) lunderstand thatin the case of an incidental finding, | will not be re-identified and cannot therefore be informed Where the patient / participant is a minor, and does not have sufficient understanding and intelligence to
of such incidental finding, except in the case of a significant and potentially life-saving incidental finding and understand what is proposed in the donation procedure, | will conduct an assent discussion in accordance with
only with my express consent to be informed. the Assent Form.

(wii) I understand that my I_.eftover Material and / or Ext::a Material may be exported overseas in de-identified form Name (as stated in NRIC / passport) Signature Date signed
if any future research involves overseas collaboration.

(viii} | understand that my donated Leftover Material and / or Extra Material will not be used in prohibited or Person obtaining 2 P ,E o - 208
restricted research under the Human Biomedical Research Act as specified in the Information Sheet. consent LTI CI f(—‘ff"‘-‘ ..;_‘ng; 3 eru«ﬁ)z]’

SingHealth DukeNUS

ACADEMIC MEDICAL CENTRE
Document Number: SHS RSH-STR-REC 4071 Fage 7 of & Document Number: SHS-RSH-STR-REC4071 Pagesdof &
o - . Rewvision Number: 0 Revision Number: O

Revision Date: 01/07/2021 Revision Date: 01/07/2021

(ix) | understand that | will receive a copy of this consent form.




Case study 3

» For all minors,
consent must be
obtained from
parent/ legal

guardian.

SingHealth DukeNUS

ACADEMIC MEDICAL CENTRE

Restricted, Non-Sensitive

SingHealth : Tissue
RESEARCH : Repository

Restricted, Sensitive (Mormal) ’

SingHealth

SINGHEALTH TISSUE REPOSITORY
DONATION OF HUMAN BIOLOGICAL MATERIAL FOR FUTURE RESEARCH
CONSENT FORM
I voluntarily consent to donate my Human Biclogical Materials which will be collected on the day of the scheduled

procedure / protocol for future research in the manner stated in the Information Sheet. (Please tick {v) as
appropriate)

Leftover Material:

dﬁom therapeutic f diagnostic f donation procedure: R?S{‘r\f tomsilee '|'I“ -’Yﬁ

O from IRB project / clinical trial:

IRB reference number:

Contact person for the IRB project / clinical trial:
Extra Material:

[ Blood (10 ml) [ Blood (other amount, specify: mil) [0 Bone marrow (10 mi)

[ Buccal swab O Hair [ Nail clipping O Saliva O Stool

O Tissue biopsy (up to 8 cores), (please specify site) I Urine

Declaration by patient / participant / parent or legal guardian of patient / legal representative of patient

The nature of this donation has @i/d to me in @or other language / dialect (please specify:
nsent taker)

) by S interpreter {name),

I confirm the following:

(i) | have received, read and understood the Information Sheet and fully discussed the purpose and procedures
involving my donation.

(i} | have had the opportunity to clarify any and all queries that | may have had regarding my donation.

(iii) | understand that my donation of the Leftover Material and / or Extra Material is in accordance with this
consent form and the Information Sheet.

({iv) | understand that my individually identifiable health information will be collected, used and stored as stated in
sections 13 and 14 of the Information Sheet.

() lunderstand that | may be contacted in the future if further consent is required from me.
(vi) lunderstand thatin the case of an incidental finding, | will not be re-identified and cannot therefore be informed

of such incidental finding, except in the case of a significant and potentially life-saving incidental finding and
only with my express consent to be informed.

| Restricted, Sensitive (Normal) I

SingHealth

Signature or left /

Name (as stated in NRIC / passport) right thumbprint

Date signed

Patient / Harry Psttz Ao 3 Jonwary 2033
Participant* “ n:ﬁ H o =
lent J participan

Parent/ Legal
Guardian / Legal
Representative **

A\ earen ol e f." 5 \']'M,{ 2034
ol Date must be written by
parent flegal guardian /

legal representative

Required where the patient / participant is below
21 years of age and / or lacks mental capacity

e . = T o o e = ey TN
assessed by the consent-taker to have sufficient understanding and intelligence to understand what is proposed in the donation
procedure, his / her consent to the donation of any Leftover or Extra Material must be cbtained in addition te the consent from
his / her parent / legal guardian / legal representative.

** Mo Extra Material may be collected from any patient / participant (a) lacking mental capacity or (b} who is below 21 years old
and lacking sufficient understanding and intelligence to understand what is proposed in the donation procedure, using this
consent form.

Declaration by witness (Witness must be 21 years old & above.)

I, the undersigned, certify that:

(i) I witnessed this consent form and the Information Sheet being provided, and their contents being explained,
to the patient / participant and f or the parent / legal guardian / legal representative (where applicable) and was
present for the entire time.

(i) | have taken reasonable steps to ascertain the identity of the patient / participant and, where applicable, the

parent / legal guardian / legal representative of the patient giving the appropriate consent.

I have taken reasonable steps to ascertain that the consent has been given voluntarily without any coercion

or intimidation.

Name (as stated in NRIC / passport)

TP tinion %’wmaw? %k,

Signature Date signed

3 Howaary 2053

Witness

Declaration by person obtaining consent

1, the undersigned, certify to the best of my knowledge that the patient / participant or the parent / legal guardian /
legal representative signing this consent form clearly understands the nature of the donation and the use of the
Leftover Material and / or Extra Material and health infarmation.

Where the patient / participant is a minor, | certify to the best of my knowledge that the patient / participant who
has signed above has sufficient understanding and intelligence to understand what is proposed in the donation

procedure,

Where the patient / participant is a minor, and does not have sufficient understanding and intelligence to
understand what is proposed in the donation procedure, | will conduct an assent discussion in accordance with
the Assent Form.

(vii} 1 understand that my Leftover Material and / or Extra Material may be exported overseas in de-identified form . " -
if any future research involves overseas collaboration. Name (as stated in NRIC / passport) Signature Date signed
(viii} 1 understand that my donated Leftover Material and / or Extra Material will not be used in prohibited or Person obtaining ' ¥ Ny "
restricted research under the Human Biomedical Research Act as specified in the Information Sheet. consent b @(M ﬁf-?ﬁ‘-‘k' w&’,ﬂi-? : 3 {]’md‘_@a-lf,'}ﬁ
(ix} | understand that | will receive a copy of this consent form.
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Conclusion

Obtaining Appropriate Consent for Donation of Human Tissue for Research
v Important step for tissue banking
v With an appropriate consent, valuable human tissue can be banked

v" Resource for future biomedical research

SingHealth DukeNUS

ACADEMIC MEDICAL CENTRE
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Where to get STR Information Sheet and Consent Form?

Please contact STR @ 65767117 / 65767119

or email to tissue.repository@singhealth.com.sg

Guidelines for the use of STR consent form:
https://www.singhealthdukenus.com.sg/research/str-ampl/training

SingHealth DukeNUS
AC C

DDDDDDDDD CAL CENTRE
e ——
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Thank You

For enquiries on STR's samples or services, please email tissue.repository@singhealth.com.s
or call us at 65767117 / 65767119.

For enquiries on AMPL services, please email ampl@singhealth.com.sg or call us at 65767119.

For more information, please visit our website

SingHealth Duke

Restricted, Non-Sensitive Joint Office of Research



