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PATIENT INFORMATION LEAFLET AND PATIENT

CONSENT or AUTHORISATION FORM

(for Adult Subjects and Interventional Research)
1. Research Title: [Fill in the research title as stated in the protocol]
2. Name of Institution and Researcher: [Fill in the name of the researcher and the name of the institution where the research is conducted]
3. Name of Sponsor: [Fill in the sponsor's name]
4. Introduction:

You have been invited to participate in this research because you have [enter disease/characteristics/health condition] that requires [enter treatment/procedure/intervention]. This leaflet provides a more in-depth and detailed explanation of the research. It is crucial that you understand why this research is being conducted and what is involved in it. Please take sufficient time to read and carefully consider the information provided before agreeing to participate in this research. If you have any doubts or need further information, you can ask any staff involved in this research. Once you are satisfied that you understand this research and are interested in participating, you are required to sign the Patient Consent or Authorisation Form on the last page of this leaflet. To join this research, you need to provide your doctor with information about your medical history or past illnesses; not disclosing this information may cause issues for you later on.

Your participation in this research is voluntary. You are not obligated to join this research if you do not wish to. You also have the right to refuse to answer any questions you do not want to answer. You can withdraw from this research at any time. If you withdraw, all information obtained before your withdrawal will still be used in this research. Choosing not to participate or withdrawing from this research will not affect your rights and privileges to receive appropriate medical and health services.

This research has obtained approval from the Ethics and Medical Research Committee, Ministry of Health Malaysia.
5. What is the purpose of this research?
The purpose of this research is to (state the research objectives) for the treatment of (specify the disease/health issue). This research is necessary because (highlight experimental aspects and the rationale for the need of this research) [If the research involves comparing existing interventions with a new one, mention the current standard intervention and its shortcomings leading to the need for a new intervention. Outline all the advantages of this new intervention. If necessary, briefly describe the mechanisms of action for both interventions.]
A total of (enter the number of patients participating in this research internationally) patients like yourself from all corners of the world will be involved in this research; in Malaysia, an estimated (number of patients) patients are expected to participate. This research will take place over (insert estimated duration of the research) and your involvement period is estimated to be (insert the participation duration for each patient). [Modify as needed if this is a local investigation.]
6. What research product [or procedure] will I receive?
If you agree to participate in this research, the doctor may need to conduct some tests and examinations to determine whether you are eligible to join the research. If found eligible, you will be randomly assigned (by chance, like flipping a coin) to one of the treatment groups mentioned below:
[Modify as needed if not using a randomisation method or if there is only one treatment group]. Your chances of being placed into any treatment group are equal [modify where necessary]. You and your doctor will not know which treatment group has been assigned, but in case of an emergency, your doctor can obtain information about this treatment group.
This research product does not contain any elements related to pigs, cows, or animal-based products. [Modify as needed] 
Group 1: (Please provide the specific name of the research product or procedure to be studied, dosage and frequency, and how the product is administered to patients, etc.)
Group 2: Placebo [state dosage, frequency, and method of administration] The placebo appears similar to the research product but does not contain any active medicinal ingredients.
[Please add a group if applicable]
7. What will happen to me if I agree to participate in this research?
 [List any relevant items below]:
a) All research procedures, especially invasive ones, require screening, washout, intervention/treatment, follow-up treatment, withdrawal, research termination, etc.
b) Types and frequency of tests conducted; types and frequency of physical examinations and measurements to be taken; number of follow-up visits; and actions to be taken before each follow-up visit (such as fasting); etc.
c) Types, quantity, and frequency of biospecimens to be collected (for example, for blood, specify the amount taken in units of ml and teaspoons/tablespoons) at each follow-up visit and for the entire research period.
d) Instructions on how the research product/procedure is to be taken or administered and its frequency. Also, list any precautionary measures that need to be taken.
e) Types and frequency of data that need to be recorded by the patient themselves (for example, readings on a glucose meter); how and where to record them.
f) Regarding existing medications or treatments (currently taken) whether their intake needs to be stopped or modified, or if their intake is allowed throughout this research.
g) Any optional or non-optional biospecimen collection for genetic or biomarker research, and whether it is related to the disease or product under study; state the estimated duration the specimens will be stored, who will have access to use them; whether the specimens will be de-identified and how it will be done, whether patients can revoke their consent later, and how the specimens will be disposed of.
[The above information can be listed for each follow-up visit or in general for the entire research period]
8. When will I receive the research product, and how should it be stored?
You will be given the research product each time you attend a follow-up visit throughout the research treatment period. You are not allowed to give this product to anyone else. The research staff will explain to you how to handle and store the product. Please ensure that you keep all research products after use, whether they are fully used or not. Sometimes during follow-up visits, you may be required to bring back all research products to your research centre (whether partially used, unused, or empty packaging) [Modify as needed]. 
9. What are my responsibilities when participating in this research?
It is crucial that you answer all questions asked by the research staff honestly and completely. You must inform your research doctor if your circumstances or health change during this research. There may be medications that you cannot take during your participation in this research. The doctor will discuss these medications with you. You must not take any medication without first consulting your research doctor. You must promptly inform your research doctor if you make any changes to your existing treatment (that you are currently taking), even if you have been taking the medication for a long time. [Modify as needed] 
It is crucial to promptly inform your research doctor of any changes in your health during your participation in this research. For your safety, it is also essential to follow all instructions given by your research doctor throughout the conduct of this research. [Modify as needed] 
10. What type of treatment will I receive after participating in this research?
The research product will not be provided to you after the research period ends. Whether you complete the entire research or withdraw midway, your doctor will discuss with you the best alternative treatment for your future care. [Modify as needed] 
11. What are the risks and potential side effects of participating in this research?
The risks for participants receiving the research product are:
 [List any known risks or side effects of the research product, including placebo, and also procedures from preclinical and other clinical trials. If available, indicate the frequency or level of occurrence of side effects.]
The risks for participants receiving the placebo are [state risks]. However, all these risks will be managed with [state the procedures for managing risks].
The potential side effects of this research product on the fetus/unborn child are unknown. Therefore, you should not become pregnant or impregnate your partner during the study. Female patients participating in this research should also refrain from breastfeeding as the research product may contaminate the mother's milk. A pregnancy screening test will be conducted on women who have the potential to become pregnant to confirm that they are indeed not pregnant. Throughout your participation in this research, if you have the potential to become pregnant or potentially impregnate your partner, it is crucial that you consistently and correctly practice effective contraceptive methods. The research doctor will discuss various family planning techniques with you. Notify your doctor as soon as possible if you suspect that you or your partner may be pregnant. If this happens, the treatment/research product will be immediately discontinued, and your participation in this research will be terminated. The sponsor then hopes to follow the progress of the pregnancy until full term, with the aim of gathering information about your pregnancy and your baby's health.

Please consult your research doctor if you want more information about the risks and side effects of this research. From time to time, the research staff will inform you of any new findings or changes related to the research product that may affect your health or willingness to continue participating in this research. If necessary, you may be asked to provide consent/authorisation again to continue participating in this research.

[Modify as needed]
12. What are the benefits of my participation in this study?
This research may or may not bring direct benefits to you. Any information obtained from this research may contribute to improving treatment methods or management of other patients with the same disease or health issue as you. [Modify as needed]
13. What would happen if I were injured during participation in this study?
If you are injured as a result of your participation in this research, you should contact your research doctor. If physical/body injury or illness directly results from the research product or medical procedures carried out in this research, the sponsor will cover all reasonable treatment costs necessary. However, the sponsor will not be responsible for medical expenses related to pre-existing conditions before your participation in this research or any ongoing treatment processes, or any issues arising from either your own negligence or intentional misconduct or negligence or intentional misconduct by your research doctor, the site/location/research centre, or any third parties involved. Nevertheless, you do not waive any of your legal rights to compensation, even if you have signed this form.

[Modify as needed. Replace 'sponsor' with the hospital's name if this is an investigator-initiated research from the Ministry of Health]
14. What are the alternative treatments if I do not participate in this study?
You do not have to participate in this study to receive treatment for your disease or health issue. Existing alternative treatments include (list alternative treatments). Your research doctor will discuss the risks and benefits of these treatments with you in detail.
[Modify as needed]
15. Who is funding this research?
This study is fully sponsored by (state the sponsor) who will cover all research products and related procedures. Any procedures and treatments not required in this research but are part of your daily treatment are your responsibility or that of your insurance. The sponsor will pay the research staff for their time, use of health facilities and laboratories, etc., for involving you in this research. You will also be paid a travel allowance of RM (state the amount) for each follow-up visit for this research. [Modify as needed] 
16. Can the research or my participation be terminated earlier than planned?
The research doctor or sponsor may terminate this research or terminate your participation in this research at any time if it is necessary for your safety. If this research is terminated earlier, for certain reasons, you will be informed, and the subsequent treatment you will receive will be managed. You may be asked to attend one final follow-up visit for this research. [Modify as needed] 
17. Will my medical information be kept confidential?
All information obtained from you in this research will be kept and handled confidentially, in accordance with relevant regulations and/or laws. If the results of this research are published or presented to the public, your identity will not be disclosed without your prior consent. Certain parties such as individuals involved in the research and your medical treatment, trained auditors and monitors, the sponsor or its affiliates, government authorities, or legal entities may examine and make copies of your medical reports if necessary. [Modify as needed] 
Your biological specimens may be sent to laboratories outside the country for testing. If necessary, these specimens will be coded, and information that can identify your identity will be removed. Only the doctor and research staff involved can link this code to your identity. [Modify as needed or delete if not applicable] 
It is also possible that the sponsor will retain a portion of your specimens for (insert number) years for future research purposes. These specimens will be coded, and information that can identify your identity will be removed. Only your research doctor and research team can link this code to your identity. The sponsor may share these specimens with any other researchers. A separate consent for the storage and future use of these specimens will be obtained from you. You can revoke your consent, and your specimens will be destroyed. The sponsor will still use any information obtained from these specimens throughout the duration of the research until you withdraw that consent.

 [Modify as needed or delete if not applicable]
All data related to this research will be archived and may be sent abroad for analysis purposes, but your identity will not be disclosed at any time. [Modify as needed or delete if not applicable] 
With your permission, your regular treating doctor will be informed about your participation in this research. [Strike out whichever is not applicable]
18. Who should I contact if I have any questions?
You can contact the research doctor [insert name of site investigator] at the phone extension [insert phone number of site investigator] if you have any questions about this research or if you suspect you have suffered an injury resulting from this research and you want information about its treatment.

If you have any questions regarding your rights as a patient in this research, please contact the Secretary, Ethics & Medical Research Committee, Ministry of Health Malaysia, at the telephone number 03-2287 403.
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