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PART 1: INFORMATION SHEET
	Study Title: 
	

	IRB Project Number/ Sponsor Study Code:
	

	Principal Investigator:
	

	Principal Investigator Office Address:
	

	Telephone (Mobile No):
	

	Email:
	

	Funding Details:
	Study Funded?        
	☐     Yes
	☐     No

	
	



SECTION A: INTRODUCTION

[bookmark: _GoBack]Dear Participant,
You are being invited to take part voluntarily in this (local/ or international)” above-mentioned research study. A member of the research team will explain/inform you what is involved in this study and how it will affect you. 
Prior to signing this form, please read carefully all the study aspects (the study procedures, the risks and benefits of participation, and how your confidentiality) to make an informed decision. 
Please take your time to ask questions and feel comfortable making a decision whether to participate or not.  
If you decide to participate in this study, you will be asked to sign this form and will be given a copy for your records. As part of the consenting process, we will keep you updated with any new findings that might affect your decision to continue with the trial.

WHAT ARE MY RIGHTS IF I TAKE PART IN THIS STUDY?
Taking part in this study is your choice.  You may choose either to ‘take part’ or ‘not to take part’ in the study.  You may leave the study at any time during your participation (withdrawal).  No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care.  You can still get your medical care from KSUMC. However, Dr./Ms./Mr. (name of PI) may use information that was collected prior or after your leaving the study.

For further information regarding your rights as participant, you may call the office of Institutional Review Board, King Saud University at (+966-11) 469-1529 to 31.

WHO DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?
Before you agree to be in this study, one of the study team member will talk to you and explain to you everything regarding the study.  You can ask questions about any aspect of the research.  If you have further questions about the study, you may ask them at any time.  You may call (PI Name at mobile number).

WHAT IS EXPECTED OF ME DURING THE STUDY? WHAT ARE MY RESPONSIBILITIES?
Your participation in this study is totally voluntary, and you will always have the right to withdraw at any time without mentioning the reasons and without affecting your healthcare benefits or your relationship with the study staff. Signing this informed consent form does not mean that you waive your legal rights, yet you will still have the following responsibilities:
1. Read the informed consent form and seek understanding of the study.
2. Ask questions and understand your rights.
3. Follow carefully all directions pertaining to drug dosing, tests and procedures, and appear for the study visits as scheduled i.e. Be on time for the labs, clinic, and if you have any circumstances that prevent you from being on time please inform your study staff.   
4. Inform your family physician or the emergency room physician that you are participating in this study
5. Promptly report any apparent/potential adverse drug reaction to the study staff.
6. In case your family physician has to prescribe a new medication to you, please inform him/ her that you are participating in this study. Consult the study investigator about this new medication.
7. As long as you are on this trial and for the follow up period, you cannot participate in other studies without getting back to the study investigator.
8. Return all used drug containers (Boxes). 
9. Ensure receiving the new drug containers (Boxes) and its usage instructions before finishing each visit.
10. If applicable, please ensure completing all life assessment questionnaire or study diaries on time.  
SECTION B: STUDY DETAILS AND SUBJECT PARTICIPATION INFORMATION
1. WHAT IS THE PURPOSE OF THE STUDY? (Provide description of the study purpose(s)/objectives and please mention that ‘this is a research study’)
2. HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? The total number expected to participate in this study is (Mention the expected study sample size) participants. If it is multicenter, please mention how many from KSUMC).
3. STUDY LOCATION? (Mention exact study site within the KSU/KKUH/KAUH; other sites in Saudi Arabia; any names of countries for international sites).
4. HOW LONG WILL I BE IN THE STUDY? If you agree to take part in this study, your involvement will last approximately (State duration of participation). You will be asked to return to the clinic (number) times. Each clinic visit will take approximately (number) minutes.
5. WHAT WILL HAPPEN IF I TAKE PART IN THIS STUDY? During the course of this study, you will go through the following visits/ procedures:
(For multiple visit study, please mention (as below) from the Screening up to the end of Safety Follow-up and End Visit) 
(For single visit study, please clearly state for ‘Single visit’ and exclude the following visits by stating ‘Not Applicable).
5.1. Baseline Visit/Screening Procedures: 
If you agree to participate in this study, you will be requested to sign and date Informed Consent Form. At this visit you are required to attend the (mention the place where this visit will take place or the clinic) to perform (list the procedures) to know if you are eligible to participate or not  
5.2. Study Procedures: (describe the procedures in details)
5.3. Collection of biosamples(s) as per study protocol: (Description of subject’s biosamples required as part of research protocol. E.g. blood, urine, saliva, semen, ascites, stool, surgically resected/excised tissue, etc. (with their quantity, weight/volume).
6. WHAT OTHER OPTIONS ARE THERE? (A disclosure of standard alternative procedures or treatment, [other than described in research], if any that might be advantageous to the participant).
7. CAN I STOP BEING IN THE STUDY?
You can decide to stop taking part in the study at any time. If you decided not to take part in this study, you will be receiving the utmost standard of care utilized at our site to treat similar conditions. Please inform the study investigator about your decision, he/she will guide you if there are any rules and guidelines, for your safety, with the alternate treatment for you or physician taking in charge for your illness treatment. No one will try or coerce you to continue the participation.
(NOTE: The procedures for safe and orderly termination of participation by the participant, should the participant decides to withdraw from the study before it is completed e.g. follow-up visits, etc. should be mentioned).
8. ARE THERE RISKS IF I STOP BEING IN THE STUDY? (Provide description of any risks which research subject can come through in case of withdrawal, study treatment discontinuation, or becoming ineligible or loss of any rights from getting treatment)
9. WHAT SIDE EFFECTS OR RISKS CAN I EXPECT FROM BEING IN THE STUDY? (A description of the any reasonably foreseeable risks or discomforts to the participant; known side effects of common, mild, moderate and severe nature including rare, life threatening and fatal, all needs to be mentioned).
(Also, the following should be added or remove if applicable.) 
There also may be other side effects or discomforts that we cannot predict, especially to a fetus or embryo. Because the drugs in this study may affect an unborn baby, you should not become pregnant or father a baby while on this study. The study investigator will discuss this with you. You should not breast-feed a baby while on this study.
10. ARE THERE BENEFITS TO TAKING PART IN THE STUDY? (A description of any direct or indirect benefits to the participant or to others which may reasonably be expected from the research).
(Also, the following should be added or remove if applicable.)
Taking part in this study may or may not make your health better.  While study investigator(s) hope that the results of this study may increase understanding for the disease pathogenesis or lead to better diagnosis or treatment, there is no proof of this yet. 
You may get tests (investigations), and therapy (study therapy/drugs/device) free, if sponsored or provided by the research companies or funded by industry. 
11. WHAT IF I WILL TRAVEL OUTSIDE (Away from the study site) WHILE IN THE STUDY? For your own safety, it is very important to inform your study doctor in advance (at the time of consent process – any planned schedule visit. 
In case of traveling during the course of the study (for unplanned-urgent visit), please contact the study investigator (name………. On mobile no………) regarding your travel.
12. WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY? You should inform your study investigator immediately (name of PI……. On mobile no…….) about any discomforts/ illness / injuries during this study.  Moreover, upon the principal investigator’s decision that this injury / illness is study related, if applicable, then all treating procedures, follow-ups, hospitalization will be covered by (Mention the insurance party as per insurance policy number …….).  This information of your sickness/injury will be collected, documented and reported as adverse event(s) with confidentiality.
13. WHAT ARE THE COSTS OF TAKING PART IN THE STUDY? You will not be asked to pay for participation or any procedure, drug, and laboratory test related to the study.  
14. WILL I BE PAID FOR MY TAKING PART IN THIS STUDY? (Check the appropriate box)
☐  You will not be compensated for your time spent for study, effort and travel expenses.
☐ You will be paid for meal and travel expenses, or as specified in the study protocol. (Mention other compensation, if applicable)
15. WILL MY INFORMATION BE KEPT PRIVATE? All the information collected in subject’s records belong to King Saud University, and the study Sponsor. Your records will remain strictly confidential and will not be made publicly available. Scientific data from this research project may be presented or published in the journal but your personal identity will always remain protected. In some situations, if study requires, your information could be provided to the relevant personnel or permitted by the regulations of SFDA/FDA/KSU IRB or law within the limitations and boundaries of Saudi Arabia national, Sharia and ethical laws
SECTION C: COLLECTION OF GENETIC MATERIALS FOR GENETIC TESTING AND GENE THERAPY (delete this part if the study has no any DNA/genetic testing)
You are asked to participate in a study that requires your genetic material and genetic testing, analysis of DNA/RNA through your biosamples collected prospectively for this study by the procedure described to you. This may include routine method of liquid or soft tissue biosamples collection at laboratory or collection of required tissue through surgical excision or resection. This study is subject to general rules in the Kingdom of Saudi Arabia in general and King Saud University in particular. There are certain options the participant has to decide, not conflicting with general rules.
Please read each sentence below and think about your choice. After reading each sentence, check "Yes" or "No". No matter what you decide to do, it will not affect your care.
	1.
	The study requires my genetic testing. 
	 ☐  Yes
	☐ No

	2. 
	What type of genetic test is to be performed? [Description of test, name, term and type]

	3.
	I am informed of the purpose of genetic testing on my biosamples.
	 ☐  Yes
	☐ No

	4.
	Purpose of Genetic Test: [Description of the purpose of the test] 

	5.
	I consent for the analysis of my RNA/DNA, through my biosamples.           
	 ☐  Yes
	☐ No

	6.
	I have options of getting my genetic test result if/when the study allows. [Description of genetic test result handing over the subjects with the timeline, if applicable.]
	 ☐  Yes
	☐ No

	7. 
	I allow and nominate the person to get my genetic test result on my behalf. If yes, provide:
	 ☐  Yes
	☐ No

	
	
Name: …………………………………
	
Relationship: …………………….
	
Signature of Nominee: …..

	8.
	I am informed that my biosamples/genetic material will be used only for the study I am consenting for.
	 ☐  Yes
	☐ No

	9.
	My biosamples will be destroyed after they are tested within the timeline as specified. [Description of the timeline, when the subject’s biosamples will be destroyed]
	 ☐  Yes
	☐ No

	10.
	I am informed that unknown or inherited disease could be detected from the genetic testing.
	 ☐  Yes
	☐ No

	11.
	I am informed that my genetic material/biosamples will be sent outside the Kingdom of Saudi Arabia (KSA) for genetic testing, and my identifiers will be coded or removed.
	 ☐  Yes
	☐ No

	12.
	I am informed that if a treatable inherited disease is found in my test, I will be guided for the confidential treatment in or outside KSA.
	 ☐  Yes
	☐ No



PART 2: CERTIFICATE OF CONSENT
Subject’s Statement of Consent:
The research and procedures have been explained to me.  I have been allowed to ask any questions and all my questions have been answered. I have read the consent and have had time to think about participating.  I can ask any additional questions I may think of later.  I may refuse to participate in the study, and I may quit being in the study at any time without any penalty and without affecting my health care.
	☐	I have given permission for the study doctor and sponsor to use and disclose my personal health information.

	☐	I will receive a signed copy of this consent form.  

	☐	I agree to participate in this study.  My agreement is voluntary.  I do not have to sign this form if I do not want to be part of this research study.  

	☐	I consent for my biosamples to be sent to Central Laboratory/Company (Local/Abroad). (provide name and details of the laboratory)

	
	I consent that my biosamples will be used for genetic testing.
	 ☐  Yes
	☐ No

	
	I consent that my biosamples will be used for second (future research) by the same Investigator or any other Investigator.                                 
	 ☐  Yes
	☐ No



	Participant’s Name:
	

	Signature:
	

	Date:
	

	Time: (AM☐     PM☐)
	



	Person Obtaining Consent: 
I have explained the nature and purpose of the study and the risks involved.  I have answered and will answer questions to the best of my ability.  I will give a signed copy of the consent form to the subject.

	Name of Person Obtaining Consent:
	

	Role In The Study: 
	☐ Principal Investigator     ☐ Co-Investigator      ☐ Other

	Signature:
	

	Date:
	

	Time: (AM ☐     PM ☐)
	







STOP! Do not use the following signature lines unless third party consent is being requested. 
(For subjects who are unable to give consent).
For Participants Unable to Consent:
	Name of Participant:
	

	Name of Legally Authorized Representative/Guardian:
	

	Signature:
	

	Date: 
	

	Person Obtaining Consent:
	

	Role of in the study:
	☐ Principal Investigator     ☐ Co-Investigator      ☐ Other

	Signature:
	

	Date: 
	


For Children Who Cannot Give Consent:
The person being considered for this study is unable to consent for himself/herself because he/she is a minor.  By signing below, you are giving your permission for your child to be included in this study.
	Name of Participant (child):  
	

	Name of Parent or Legal Guardian:
	

	Signature of Parent or Legal Guardian”
	

	Person Obtaining Consent:
	

	Role in the study:
	☐ Principal Investigator     ☐ Co-Investigator      ☐ Other

	Signature:
	

	Date &Time: (AM☐     PM☐)
	


IMPARTIAL WITNESS: In case when subject is unable to read and/or understand the text and nature of the ICF and the study, a witness is required.
	Witness name:
	

	Relation (if any) with subject:
	

	Signature:
	

	Date: 
	

	Person Obtaining Consent:
	

	Role in the study
	☐ Principal Investigator     ☐ Co-Investigator      ☐ Other

	Date:
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