Version <1.0, kindly update as needed>, dated dd-Mmm-yyyy

OPTIONAL* PATIENT INFORMATION SHEET AND INFORMED CONSENT FORM FOR PROSPECTIVE COLLECTION OF BIOLOGICAL SAMPLES FOR FUTURE RESEARCH
[* Delete if not OPTIONAL]
1. Title of study:  [Insert title of study as stated in protocol]
2. Name of investigator and institution:  [Insert name of investigator and site where study is conducted]
3. Name of sponsor:  [Insert name of organization or institution sponsoring study]
4. Introduction:

This consent document is for research participants who may or may not have the capacity to consent to their participation. In this consent document “you” always refers to the research participant. If you are a legally acceptable representative, please remember that “you” refers to the research participant. The term “sample” refers to both the singular and plural form.
You have consented to participate in the study stated above. While participating in the study, you are asked to give optional [delete word “optional” if not applicable] consent for the prospective collection of your biological sample for future research. It is important that you understand why the collection is being done and what it will involve. Please take your time to read through and consider this information carefully before you decide if you are willing to participate. Ask the study staff if anything is unclear or if you like more information. After you are properly satisfied that you understand and that you wish to participate, you must sign this informed consent form. To participate in this collection, you may be required to provide your doctor with information on your health history. 
Your participation in the collection is voluntary. You can still take part in the above study if you do not consent to the collection. You may also refuse to answer any questions you do not want to answer.  If you consent to the collection, you may withdraw your consent at any time. There is more information on withdrawal of consent in the latter part of this document. Your refusal to participate or withdrawal will not affect any medical or health benefits to which you are otherwise entitled. [Modify where necessary]
This collection of sample for future research has been approved by the Medical Research and Ethics Committee, Ministry of Health Malaysia.

5. What is the purpose of the collection?

Your [insert type/s of biological sample collected] sample to be collected will be stored and used for the future research on the medical condition or intervention investigated in the core study. This future research is necessary for the understanding of diseases and medical conditions, development of new diagnostic procedures, and development of new treatments.
All subjects participating in the study will be invited to participate in the collection. The collection is done during the study and will take be less than an hour [replace with more appropriate duration where necessary] which is the time taken to collect your sample and for you to answer any questions that we ask. [Modify accordingly if there are additional procedures to be performed on subject]
6. What kind of study products will I receive?
No study product will be given as part of the collection. 
7. What will happen if I decide to take part? 
If you consent to participate, the following procedures will be done.
a) Additional physical examination and medical tests may be done to determine whether you are suitable to participate in the sub-study. [Delete if not applicable]
b) For each type of biological sample, state the volume/amount collected, the collection procedure, who performs the collection, the part of the body form which the sample is collected, the frequency and schedule of collection if sample is collected more than once, etc. 
c) Some information may be extracted from your medical records for purpose of documenting the sample collected. [Delete if not applicable]
d) A member of the study team will assist you to complete a questionnaire on your background, lifestyle, surrounding environment, family history, etc. Additional questionnaires may be sent to you in the future, which you may choose to or not to respond. [Delete if not applicable, or modify where necessary]
8. What are my responsibilities if I consent to the collection?
It is important that you answer all of the questions asked by the study staff honestly and completely. [Delete or change where necessary]
It is very important that you inform the study doctor if you change your contact information such as home address or telephone number. This is in case we need to contact you to obtain more information or to inform you of additional new information. [Delete or change where necessary]
9. Where and how long will my sample be kept? 
The sample will be stored at [state name of institution, and country if not local] for a defined retention period of [insert duration, e.g. 5 years] from the date of collection or completion of the study, whichever is later. Upon expiry of the retention period, all remaining samples will be disposed of in accordance with institutional policies and applicable regulatory and biosafety requirements. [Change where necessary]
10. Who can use my sample? 

Primarily investigators in the study shall use sample. However, occasionally the sample may be shared with other investigators both locally and overseas. Sample shared with other investigators will have your personal identifying information removed so that the other investigators will not know the donor of the sample. [Change where necessary]
11. What is the future research that my sample will be used in?

All future research using your sample is related to the medical condition or intervention investigated in the main study. The Medical Research & Ethics Committee must approve all future research before the sample can be used. You may be required to give consent again for each of the future research that uses your sample [Change where necessary]
12. What are the potential risks and discomforts involved in the collection? 

No invasive procedure other than that for the collection of sample is used. Some sample may be collected during routine investigations carried out for your medical condition. [Change where necessary]
The possible risks and discomforts are as follows:

[List any known risks and discomforts of each of the collection process used for the different types of samples. Where possible, indicate level of risks and discomforts.]
Some questions in the questionnaire may make you uncomfortable. You can choose not to answer those questions. [Delete or change where necessary]
Please ask your study doctor if you need more information on risks and discomforts. The trial staff will inform you in a timely manner about any new findings or changes about the collection procedures that may affect your health or willingness to participate. Where necessary, you may be asked to reconsent to participate.
13. What are the benefits of providing my specimen(s)? 

There may or may not be any benefits to you. Information obtained from future research using your specimen(s) will help improve the treatment or management of other patients with the same disease or condition. [Modify where necessary]
You and your estate have no share in the intellectual property or any financial gain resulting from the future research using your sample and their derivatives. [Modify where necessary]
The outcome of any future research will not be made known to you if there is no impact on the clinical management of your medical condition. However, you and your treating doctor will be informed of any findings that may affect the management of your medical condition, health and/or quality of life. [Modify where necessary]
14. What if I am injured during the collection?

If you are injured as a result of your sample being collected, you should contact the study doctor. In the event of a bodily injury or illness directly resulting from the collection of your sample, the sponsor will pay for reasonable and necessary treatment [if sponsor is a MOH institution, then change to <name of MOH institution> will provide reasonable and necessary treatment”]. The sponsor is not responsible for medical expenses due to pre-existing medical conditions, any underlying diseases, any ongoing treatment process, your negligence or willful misconduct, the negligence or willful misconduct of your study doctor or the study site or any third parties. You do not lose any of your legal rights to seek compensation by signing this form. [Modify where necessary.]
15. What are my alternatives if I do not participate? 

Your only alternative is not to participate. [Modify where necessary]
16. What if I want to withdraw my consent?

You or your next of kin can withdraw your consent to participate at any time. As this consent is separate from the consent for the study, your withdrawal from the study does not automatically imply withdrawal from this collection. [Modify where necessary]
On withdrawal of your consent, any unused sample that has not been processed in future research will be destroyed.  Any sample where your personal identifying information has been removed and sent to other investigators is considered as completely used and cannot be destroyed when you withdraw your consent. Any information resulting from the use of your sample in future research will continue to be used in that research. Information that was extracted from your medical records for documentation of your sample will not be destroyed until 3 years after the last publication of findings from the future research using your specimens. This is necessary in case there is a need to verify data from the future research. [Modify where necessary]
17. Who is funding this collection? 
This collection is sponsored by [insert name of sponsor] who will pay for all collection procedures. You will not be paid for your sample but will be reimbursed RM [insert amount] for your travel expenses for coming to the clinic/hospital for the collection. [Modify where necessary. Payment for participation is allowed for some studies involving healthy volunteers as subjects; if necessary, please seek advice from MREC]
18. Can my participation be terminated early? 
The study doctor or the sponsor may due to concerns for your safety, stop your participation at any time before and/or during the collection of your sample You will be informed if your participation is stopped early for any reason. [Modify where necessary]
19. Will my medical information be kept private?

All your information obtained for documentation of your sample will be kept and handled in a confidential manner, in accordance with applicable laws and/or regulations. When publishing or presenting the results of future research using your sample, your identity will not be revealed without your expressed consent. Individuals involved in this sub-study and in your medical care, qualified monitors and auditors, the sponsor or its affiliates and governmental or regulatory authorities may inspect and copy your medical records, where appropriate and necessary. [Modify where necessary]
Your sample may be sent to laboratories in other countries for testing. If this is required, your sample will be coded and information that can identify you will be removed. Only your study doctor and study staff will be able to link the code with you. The code will not be revealed to other investigators or laboratories without approval of the Medical Research and Ethics Committee, Ministry of Health Malaysia. [Modify where necessary or delete if not applicable]
Data from future research using your sample will be archived and may be transmitted outside the country for the purpose of analysis, but your identity will not be revealed at any time. [Modify where necessary or delete if not applicable]
20. Who should I call if I have questions?
If you have any questions or if you think you have an injury due to the collection of your sample and you want information about treatment, please contact the study doctor, [insert name of site investigator] at telephone number [inert telephone number of site investigator]. 
If you have any questions about your rights as a participant in this collection please contact: The Secretary, Medical Research & Ethics Committee, Ministry of Health Malaysia, at telephone number 03-3362 8407 / 8888 / 8205.
INFORMED CONSENT FORM FOR PROSPECTIVE COLLECTION OF BIOLOGICAL SAMPLES FOR FUTURE RESEARCH
Title of Study: [insert title of study as stated in protocol]

By signing below, I confirm the following:

· I have been given oral and written information for the collection of sample and have read and understood the information given.
· I have had sufficient time to consider participation in the collection and have had the opportunity to ask questions and all my questions have been answered satisfactorily.
· I understand that my participation is voluntary and I am at anytime free to withdraw my consent without giving a reason and this will in no way affect my future treatment. I am not taking part in any other research study at this time. I understand the risks and benefits, and I freely give my informed consent to participate under the conditions stated. I understand that I must follow the study doctor’s (investigator’s) instructions related to my participation in the collection.
· I understand that study staff, qualified monitors and auditors, the sponsor or its affiliates, and governmental or regulatory authorities, have direct access to my medical record in order to make sure that the collection is conducted correctly and the data are recorded correctly. All personal details will be treated as STRICTLY CONFIDENTIAL

· I will receive a copy of this subject information/informed consent form signed and dated to bring home. 
· I agree/disagree* for my family doctor to be informed of my participation in this collection. (*Delete which is not applicable)
Subject:

	Signature:
	
	I/C number:
	

	Name:
	
	Date:
	


Legally acceptable representative:

	Signature:
	
	I/C number:
	

	Name:

	
	Date:
	

	Relationship to subject:
	
	


Investigator conducting informed consent:

	Signature:
	
	I/C number:
	

	Name:
	
	Date:
	


Impartial witness: (Required if subject is illiterate and contents of patient information sheet is orally communicated to subject)
	Signature:
	
	I/C number:
	

	Name:
	
	Date:
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