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Research Informed Consent Guidance


	Informed Consent for Participation in the SEHA/PureHealth Group Research Study
الموافقة المستنيرة على المشاركة في البحث لدى مجموعة بيور هيلث / شركة صحة
Study Title: ………………………………………………………………………………………………………………….. عنوان الدراسة: 
Protocol/Registration Number: …………………………..…………………………………………… رقم البروتوكول/التسجيل:




	Participant Responsibility

	I understand that I need to read this form carefully and ask questions before I sign consent for participation in the research study as explained by the principal investigator / delegated research staff for consent.  

	Are you participating in any other research activities?

	· Yes (Specify details of the study and last date of participation (last intake date of investigational product (DD/MM/YYYY):


	· No.

	Please initial your response: 

	Principal Investigator / Delegated Research Staff for Consent:

	After discussion with the participant and confirming the eligibility criteria per protocol, I, as an investigator/delegated research staff for the consent process certify that the participant is eligible to be part of the study.

	Initials:                                         Date:                             (DD/MM/YYYY)

	Approval of Study by Institutional Review Board (IRB) or Research Ethics Committee (REC)

	This study has been reviewed and approved by the following applicable:

	· SEHA Institutional Review Board (IRB) Reference Number:

	· Department of Health Institutional Review Board (IRB) Reference Number (if applicable):

	· Any other applicable Institutional Review Board (IRB) Reference Number:

	This approval reference indicates that the study has undergone thorough review and approval by the applicable Institutional Review Board (IRB) / Research Ethics Committee (REC) to ensure it is conducted in a safe and ethical manner.

	Research Study

	Name of the Study: 

	Protocol Reference Number: 

	Name of Principal Investigator:  

	Name of Sub-Investigators:

	Sponsor/Funder: 

	Contract Research Organization (CRO), if applicable:

	ClinicalTrials.gov Registration Number (if applicable):

	Any other Registration Reference Number:

	What is Clinical Research?

	You have been invited to participate in a research study. The doctors and staff at SEHA/PureHealth Group study the nature of the disease and attempt to improve methods of diagnosis and treatment. This is called clinical research. Understanding this study’s risks and benefits will allow you to make an informed judgment about whether to be part of it. This process is called informed consent.

	This consent form may contain words that you do not understand. Please ask the study doctor or the study staff to explain any words or information that you do not clearly understand. You may take home an unsigned copy of this consent form to think about or discuss with family or friends before making your decision.

	You will also receive a signed copy of the consent form if you agree to participate for your reference and documentation.

	Participating in a research study is not the same as getting regular medical care. The purpose of regular medical care is to improve your health. The purpose of a research study is to gather information. Being in this study does not replace your regular medical care.

	In this consent form, “you” always refers to the subject/participant/patient. If you are a legally authorized representative, please remember that “you” refers to the study subject/participant/patient.

	Do not sign this consent form unless you have had the opportunity to ask questions and have received satisfactory answers to all of your questions.

	Study Details: (Complete this section in layman’s language and without the use of abbreviations).

	


	Study Purpose: 

	Reason for subject / participant /patient participation:

	Length Of Study, Number Of Study Visits, Number Of Study Groups, And Number Of Participants:

	
Eligibility Criteria:  (Who is the study open to - sex, age, specific study requirements, and so forth):

	What will happen at each study visit?

	If you agree to be part of this study, we will ask you to do the following (details of procedures, visits, questionnaires/surveys, and how much time each visit will take):

	Study Risks (provide risk statements on the following):

	Added medical costs - If you or your primary physician seek additional medical tests to follow up on risks revealed in the study results, you or your insurance, as applicable, will be responsible for these costs.

	The results generated in this research could affect your future insurance eligibility or insurance premiums. Before enrolling in this study, you may wish to review your current insurance coverage and explore life, long-term care, and disability insurance options.

	Emotional or psychological distress from learning information about yourself.  In the case of a genetic study, learning about genetic information which affects you and your family members.

	Loss of privacy. For example, someone could compare information in our databases with information from you (or a blood relative) in another database and be able to identify you (or your blood relative). It also is possible that there could be violations to the security of the computer systems used to store the codes linking your genetic and medical information to you.

	Loss of Confidentiality: In some cases, the information you disclose might need to be disclosed to applicable entities to prevent you or others from harm.

	Other risk(s):

	

	

	Procedural Risks

	Details:

	

	

	The study investigators will monitor all foreseeable and unforeseeable risks. We will let you know if new information becomes available about the risks of participating in this study.

	· I understand that the explanation of risks is not exhaustive, but the Investigator/Delegated Research Staff has provided me with the opportunity to ask questions which have been adequately answered.

	· I understand that I can take enough time to think about participating and to discuss with my family and/or my treatment physician.

	· I am also briefed that I will be informed about any new or developing risks that can affect my safety and my decision to participate in the study as soon as the investigators become aware of them. In such an event I will have to go through a re-consenting process if I wish to continue.  

	· I understand that the monitor(s), the auditor(s), the IRB/IEC, and the regulatory authority(ies) will be granted direct access to my original medical records for verification of clinical trial procedures and/or data, without violating the confidentiality of my data, and I am authorizing their access.

	Initials:

	Is an investigational product involved: 

	· Yes                                            
	· No

	If Yes, please add information on teratogenicity: 

	1. Describe the risks of the study product to reproductive potential and the risks of exposure to a developing fetus. Identify any known or potential effects on fertility, pregnancy, and fetal development.  

	There is a potential of reproductive risks associated with the study product as follows:  
a. 
b. 

	2. Please outline the appropriate methods to avoid pregnancy that are required by the study. This includes specifying the types of contraception that are acceptable and the duration for which they must be used, and subject will follow strictly contraception methods during the trial and some period after according to protocol.

	· I understand that a pregnancy test will be performed before administration of the drug. I will be only enrolled in the study if the results of the pregnancy test are negative.

	· I understand that I have to inform immediately my investigator in case of pregnancy (If applicable) and in this case I will withdraw from the trial.

	· I understand that I will use contraception methods during the trial and for 3 months after the last intake of the study drug, if applicable.

	
Cultural and Religious Considerations:

	We respect and understand that cultural and religious beliefs are important. If any part of this study conflicts with your cultural or religious beliefs, please let us know. We will make every effort to accommodate your needs and ensure you feel comfortable participating.

	Potential Benefits:

	Benefits to You

	You may not benefit from taking part in this research study. 
If any benefit as per study is involved, please mention (if applicable):

	

	Benefits to Society

	We hope that what we learn from this study will provide society with important new knowledge, which may be useful within the current healthcare system.

	Costs

	We will inform you before the start of the study or any procedure if any payment must be made by you. Although the study may pay study-related items and services, any other tests, procedures, or medications that may be necessary for the treatment of your medical condition as standard of care will be billed to your insurance in the normal way. You may be responsible for co-payments or deductibles based on your standard of care for your medical condition. These costs are not covered by this research study. If you have any questions about treatment for which you may be responsible for paying, please discuss this with your physician or study staff.

	Any adverse events arising due to your participation in the research study will be covered by the study sponsor/institution.

	Payment For Participation and/or Reimbursement Of Expenses:

	· This study does not pay for study participation.

	· This study pays for study participation as follows (mention the amount/schedule of payment). This reimbursement is meant to help pay for travel costs, childcare costs, and missed work hours that you may have because you are taking part in this study.

	Amount to be paid (AED): 

	
Study-Related Questions And Compensation For Injury

	All participants in this clinical trial are protected by the  [Name] insurance company:

	Insurance Policy Number:

	Insurance Company Contact Details: 

	Name:

	Phone Number:

	Email: 

	If you have any questions concerning your participation in this study or if at any time you feel you have experienced a research-related injury, contact:

	Central Institutional Review Board Details: 

	Name: 

	Phone Number: 

	Email: 

	Principal Investigator:

	Site Name/Address: 

	Phone:                                        

	Email:                          

	Principal Investigator:

	Site Name/Address: 

	Phone:                                         

	Email:                      

	Study Nurse:

	Site Name/Address: 

	Phone:                                      

	Email:                         

	Study Coordinator:

	Site Name/Address: 

	Phone:                                 

	Email:                       

	If you would like to discuss problems, concerns, and questions, obtain information, or offer input, please contact:

	Investigator's Contact Information

	Address: 

	Phone:                                     

	Email:                      

	If you believe you are injured as a direct result of your participation in this study, you should seek appropriate medical attention and immediately contact your study doctor at the contact number provided above. Medical treatment and/or hospitalization, if necessary for such injuries, is available and will be covered by the Study sponsor/institution.

	Questions About Your Rights

	The Institutional Review Board (IRB) or the Research Ethics Committee (REC) is a group of people who perform independent reviews of research for human subject protection. You may contact the approving Institutional Review Board (IRB) / Research Ethics Committee (REC) to discuss any problems, concerns, or questions you have about research. The Institutional Review Board (IRB) / Research Ethics Committee (REC) can assist you in obtaining information about research and encourages input from research subjects.

	
Approving Institutional Review Board (IRB) / Research Ethics Committee (REC) Contact Details (Add all applicable details).

	Address: 

	Phone:                                       

	Email:                     

	Voluntary Participation, New Findings, and Study Withdrawal

	Participation in this study is voluntary. You may decide not to participate in this study, or you may withdraw from this study at any time without penalty or loss of benefits to which you are otherwise entitled at SEHA/PureHealth Group as per your standard of care and for any injuries arising from participation in this study. If you leave the study before the final regularly scheduled visit, you may be asked by the study doctor to make a final visit for some end-of-study procedures; participation is voluntary for this visit also, but we encourage your support for a final visit.

	You will be informed of any significant new findings that develop during the investigation that may affect your willingness to continue with the study.

	Your participation in this study will be documented in your electronic medical record. You should tell your study doctor about all your past and present health conditions and allergies of which you are aware and all drugs and medications (over the counter, prescription, herbal, etc.) which you are presently using.

	Your participation in this study may be stopped at any time by the study doctor or the sponsor without your consent in cases where :

	· The study doctor thinks it is necessary for your health or safety;

	· You have not followed study instructions;

	· The sponsor has stopped the study; or

	· Administrative reasons require your withdrawal.

	My Responsibility as a Participant [Please modify based on the study requirements):

	· I understand the purpose of the study, the potential risks and benefits, and I agree to participate voluntarily.

	· I understand that I have the right to withdraw from the study whenever I want, without any prejudice.

	· I understand that I must follow the study’s specific instructions, such as taking medications at designated times, attending scheduled visits, and following any other guidelines set by the researchers.

	· I have provided accurate and truthful information about my health history, lifestyle.

	· I will provide truthful information about any changes in my condition throughout the trial

	· I understand that If I as a participant experience any side effects or unusual symptoms, I must report these to the research team immediately so they can be addressed.

	OR

	· As a legal guardian of the participant, I understand that If the participant experiences any side effects or unusual symptoms, I must report these to the research team immediately so they can be addressed.

	· I commit to attending all scheduled study visits and follow-ups, as I understand that these are critical for my safety and for the success of the trial. 

	· I understand that missing appointments can affect the integrity of the data collected. Hence, I will reschedule a missed visit. 

	· I understand that my personal health information is confidential and must be treated with respect by myself and the research team.

	· I understand that I need to stay in communication with the study team, especially if I need to withdraw or if any changes in my health occur during the trial.

	· I understand that if my contact details change, I need to update the research team as soon as possible. 

	· I understand that I need to follow safety precautions, like avoiding certain activities or substances that could interfere with the study’s integrity as mentioned in this consent form and explained by the research team.

	Other:

	Confidentiality

	Your identity and your personal records will be kept confidential and, to the extent permitted by the applicable laws and/or regulations, will not be made publicly available. Confidentiality will be maintained during and after your participation in this study.

	Your name or any other identifying information will not be used in any reports or publications. If the results of the study are published, your identity will remain confidential and anonymous.

	Department of Health (DoH) authorization to release information for research:

	Under Department of Health regulations, your Patient Identifiable Information (PII) and Protected Health Information (PHI) that is created or obtained during this clinical research study cannot be “used” to conduct the research or “disclosed” (given to anyone) for research purposes without your permission. This permission is called “Authorization”. Therefore, you may not take part in this study unless you agree to this authorization. If you volunteer to take part in this research study, you have the right to know that others may know your identity.  Study information may identify you in the following ways:

	· Name.

	· Address.

	· Telephone number.

	· Other details about you, including your past medical records.

	This study includes a number of researchers, businesses and government agencies.  They may use your health information and share it with others.  We want you to know who may use this information and how they may use it.

	We also want to tell you about your rights concerning the use of your personal information before you agree to take part in the study.

	Who may use or share my protected health information?

	The Investigator (study doctor) and research staff may give protected health information to others during and after the study, based on regulatory requirements / approvals as deemed necessary,  including:

	· The study sponsor, including any people or companies working for or with the sponsor or owned by the sponsor.

	· Doctors and healthcare professionals taking part in the study.

	· Government agencies in the United Arab Emirates and in other countries.

	· PureHealth Group.

	· Third-party vendors as authorized by PureHealth Group.

	Why will this study information be used and/or shared?

	· To carry out the research study.

	· To analyze and evaluate the results of the study.

	· To conduct internal research compliance reviews.

	· To comply with governmental reporting requirements.

	· To obtain marketing approval for new products.

	What are my rights regarding my health information?

	You have the right to ask for your health information and validated laboratory results. However, as a participant in this research study, you would not be allowed to look at or copy your research results and information until after the research is completed/published.

	We may not provide you the research results if the results are not validated. If research contains validated results, these can be made available in your medical record.

	You may withdraw or revoke (cancel) your permission to use and disclose your health information at any time. However, unless you revoke your permission by sending written notice to the study doctor for this consent and secondary consent, this authorization (permission) will not expire (end) until it is no longer required by the study.

	When you withdraw your permission to participate in the study, no new health information will be gathered about you after that date. Information that has already been gathered may still be used and given to others. This would be done if it were necessary for the research to be reliable.

	If you withdraw your permission to participate, you will not be able to continue being in this study.

	We plan to publish the results of this study, but your identification will remain confidential. No identifying data will be used for publication.

	If you wish to be notified about the results of the study, please specify below, and we will send the published results to your most updated email on our records.  

	Note: The publication of results usually takes at least 2 years or more, depending on the length and complexity of the study.

	I would like to receive the published results of the study:

	· Yes.
	· No.
	(please initial your response)

	When you withdraw your permission to participate in the study, no new health information will be gathered about you after that date. Information that has already been gathered may still be used and given to others. This would be done if it were necessary for the research to be reliable. If you withdraw your permission to participate, you will not be able to continue being in this study.

	Are there possible limitations on the protection of my health information?	

	If your health information is given to the parties listed above and/or to others who are not required to comply with federal privacy laws, your information may no longer be protected, and there is a risk that your information will be released to others without your permission.

	Your personal information may be disclosed if required by law.	

	Your records for this study may be sent by facsimile transmission (FAX) or over the Internet. It is possible that your records could be sent to the wrong person.

	How long is my information kept?

	SEHA/PureHealth Group policy and the United Arab Emirates law requires that all records related to a research study are stored indefinitely after the research study has been closed at the study site.

	Emergency Research Preparedness Plan (ERPP) (if applicable)

	In the event of an emergency, such as a natural disaster, pandemic like Coronavirus Disease of 2019 (Covid-19), and national emergencies, etc.:

	I have been explained and given detailed information on how to reach the principal investigator and study team, where to go to get treatment/medications related to the research study, whom to contact and the location to visit in case of study-related adverse events.

	I understand that as a participant / legal guardian, it is my responsibility to provide updated contact details in case I change my phone number or home address, etc. 

	Initials:

	Bio-sample collection, handling and storage consent (if applicable)

	Your samples (for example, blood, tissue, deoxyribonucleic acid (DNA)) will be collected for this study for analysis.

	Bio-samples include your identifying data; all efforts will be made to keep the samples secure, in a password-encrypted location, and accessed only by authorized personnel.

	Your samples will be analyzed:

	· In the United Arab Emirates (UAE)   or

	· They might be sent overseas.                                           

	The samples will be stored for …………………….…… years.

	Samples will be discarded according to the United Arab Emirates / International bio-sample laws and procedures at the end of the storage date as per study requirements in ……………………….. years.

	If you consent to the secondary research below, your samples might be stored indefinitely and will be used for future research and may be shared with other researchers in the United Arab Emirates or oversees.

	Secondary Research Consent (if applicable)

	Your unidentified data can be used for future research by current investigators and national and international collaborators of PureHealth Group-affiliated and external institutions. In circumstances where a de-identified or anonymized genetic sample is used in research, there is a chance of the sample being linked to you or you being identified, as everyone has a unique genetic makeup. Your family members can also be linked through such samples.

	If you withdraw from participation during the study, investigators can use your already collected data, which cannot be separated out of the overall study results for secondary research.  

	I consent to my unidentified data being used for secondary research:

	

	· Yes.
	· No.
	(please initial your response)

	Participant Statement for Consent

	I have had explained to me in words and manner that I can understand:

	· The nature and purposes of the research study,

	· The procedures and risks of participating in the research study,

	· The potential benefits of the research study,

	· The use and disclosure of my health care information from this research,

	· My rights to participate and withdraw,

	· Potential costs related to participation, and

	· The details of who to contact or where to go to reach the study team, or get my treatment/medications related to the research study and its side effects in case of an emergency such as a natural disaster.




	· All my questions about the study and my participation in it have been answered.

	· I freely consent to participate in this research study. I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above.

	· By signing this consent form, I have not waived any of the legal rights that I otherwise would have as a subject in a research study.

	Statement of Principal Investigator/ Designated Trained Study Team Member (Delegation of Authority]

	I have informed the Participant or Legal Representative of the research study referred to above. I have explained, consistent with accepted medical judgement (1) the nature and purposes of the research study, (2) the procedures and risks of  participating in the study, (3) the potential benefits of the research study, (4) the use and disclosure of the participant’s protected  health care information, (5) the rights of the participant to participate and to withdraw, (6) potential costs related to participation and (7) provided Emergency Research Preparedness Plan information (if applicable), which is also attached to the consent form.

	


Principal Investigator/ Designated Trained Study Team Member (Delegation of Authority] Signature

	Name: 

	License Number: 

	Other ID (if applicable, EID/Passport):

	Title: 

	Signature:                                                          Date and Time: 

	Participant  Signature

	Name: 

	Signature:                                                          Date and Time: 

	Legal Representative Signature (if applicable)

	Relationship to Participant: 

	Name: 

	ID Type:                                                             ID Number: 

	Signature:                                                         Date and Time: 

	


Witness Signature

	I am not the participant’s physician or the primary operator for the research study. I have witnessed the discussion and the informed consent process for the research study that was conducted ethically to the best of my knowledge, and the Participant or his/her Legal Representative voluntarily signed this form.

	Name:                                                               ID Number:

	Signature:                                                         Date and Time: 

	
Impartial Witness Statement (If Applicable)

	If this consent and authorization document is read to the subject because the subject is unable to read the document, an impartial witness (a person who is independent of the study, who cannot be unfairly influenced by people involved with the study, who attends the informed consent process if the subject cannot read, and who reads the informed consent and any other written information supplied to the subject) must be present for the consent and sign the following statement:

	I attest that the information in this consent and authorization was explained to, and understood by the subject. I also attest that the subject agreed to participate in this research study.

	
Relationship to Participant: 

	Name:

	ID Type:                                                      ID Number: 

	Signature:                                                  Date and Time: 

	Note: This signature block cannot be used for translations into another language. For enrolling subjects who do not speak English or Arabic, a translated consent form, with the translation approved by the Institutional Review Board (IRB) / Research Ethics Committee (REC), is necessary.




	
Translator Signature (if applicable)

	To the best of my knowledge, the participant understands what I have interpreted / translated and voluntarily signed this form.

	Name: 

	ID Number:                                                 Language: 

	Signature:                                                   Date and Time: 
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