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1. Policy 

 

1.1. The American University of Beirut (AUB) and American University of Beirut Medical 

Center (AUBMC) carry out scientific and clinical research to advance medical 

knowledge, patient care and to provide patients with opportunities of using 

investigational treatments and devices outside the standard of care. 

 

1.2. Scientific and clinical researches to be conducted at AUBMC shall undergo rigorous 

evaluation for scientific merit, and for protecting the rights and welfare of subjects 

who will partake in these researches.  

 

1.3. The Institutional Review Board (IRB) is the committee formally designated to review 

the conduct of research to protect the rights, safety and well-being of all human 

subjects recruited to participate in research activities conducted at AUB and/or by 

AUB faculty, students and staff, regardless of funding source. The primary mission of 

the IRB is to protect the rights, welfare and privacy of all individuals participating in 

biomedical, social, and behavioral research activities, including field or off-site 

research, as conducted by AUB faculty, staff and students. The IRB has the authority 

to approve, require modifications to the research in order to secure approval, or 

disapprove any research activities. 

 

1.4. Research involving human subjects can only be initiated at AUB or AUBMC after 

having IRB approval.   

 

1.5. AUB IRB is the only IRB entitled to approve research involving human subjects to be 

conducted at AUB/AUBMC premises or by AUB/AUBMC faculty.  

 

1.6. In case adult subjects are assessed to be incapable of providing fully informed and 

legally effective consent, their legally authorized representative (LAR) shall be 

approached for recruitment and consenting.  

 

 

2. Purpose 

 
2.1. To provide guidelines for the medical staff on the process of informing their patients 

about research protocols and that of enrolling them in research studies. 

 

2.2. To highlight the patients’ rights when enrolled in research protocols, according to 

AUB Human Research Protection Program (HRPP) and Institutional Review Board (IRB) 

policies as well as applicable laws and regulations. 

 

2.3. To document the patients’ enrollment in a research protocol in the patients’ medical 

record at AUBMC. 
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3. Definitions 

  
3.1. Human Research Subjects: Patients recruited to research studies are referred to as 

human research subjects and are protected by institutional regulations and by local 

laws besides their rights as patients.   

 

3.2. Institutional Review Board (IRB): is the committee formally designated to 

review the conduct of research to protect the rights, safety and well-being 

of all human subjects recruited to participate in research activities 

conducted at AUB and/or by AUB faculty, students and staff, regardless of 

funding source. The primary mission of the IRB is to protect the rights, welfare 

and privacy of all individuals participating in biomedical, social, and 

behavioral research activities, including field or off-site research, as 

conducted by AUB faculty, staff and students. 

 

3.3. Human Research Protection Program (HRPP): The program at AUB which 

oversees the safety and welfare of participants in human subjects’ research 

projects in accordance with all applicable country law, institutional policies, 

and federal law when applicable.   

 

3.4. Clinical Research: a research conducted with human subjects (or on material of 

human origin such as tissues, specimens and cognitive phenomena) for which an 

investigator (or designee) directly interacts with human subjects. 

 

3.5. Clinical Trial: a research study that prospectively assigns human participants or 

groups of humans to one or more health-related interventions to evaluate the effects 

on health outcomes. 

 

3.6. Principal Investigator (PI): An individual authorized by HRPP/IRB at AUB to 

conduct a research project or program, and in accordance with AUBMC 

policy “Non-AUBMC Staff Participating in Clinical Research” (HRP-MUL-001). 

He/she shall be responsible and held accountable for the proper ethical 

conduct of a project or program, including the actions of all his/her 

research team members during any research activity involving human 

subjects taking place at AUBMC. 

 

3.7. Legally Authorized Representative (LAR): an individual or judicial or other 

body authorized under applicable law to consent on behalf of a prospective 

subject to the subject’s participation in the procedure(s) involved in the 

research 

 

3.8. Children are persons who have not attained the legal age for consent to 

treatments or procedures involved in the research, under the applicable law 

of the jurisdiction in which the research will be conducted. 

 

3.9.  Assent means a child's affirmative agreement to participate in research. 

Mere failure to object shall not, absent affirmative agreement, be construed 

as assent. 

 

 

4. Procedure 

 

4.1. Patients at AUBMC might be approached as potential subjects if they meet the 

eligibility criteria for an ongoing research study by their physician or a member of the 

treatment team who is justifiably knowledgeable of their conditions.  
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4.2. Recruited subjects will usually stay under the care of the treating physician who    

approached them for recruitment irrespective of who the principal investigator 

responsible for conduct of research is. 

 

4.3. Patients at AUBMC can also become aware about ongoing research studies at the 

medical center from advertisements posted in various areas within the premise of 

AUB or AUBMC, or from the public electronic platforms of the institution.  

 

4.4. Legally effective informed consent shall take place for subjects who expressed their 

interest to participate in a research study upon recruitment. The consenting process 

shall take place by qualified research personnel authorized by the IRB.  

 

4.5. In case subjects are children who have not attained the legal age for consent, their 

parents or authorized guardian shall be approached for recruitment and permission. 

 

4.6. Parental permission and/or child assent shall follow the IRB regulations and the 

additional safeguards of the IRB approved protocol.  

 

4.7. Subjects shall be informed that there is a rigorous process that evaluates all research 

protocols weighing their risks and benefits before their implementation. Contact 

information of the HRPP/IRB shall be given to the subject for additional information 

about his/her rights as human research subject and for any complaints. 

 

4.8. Subjects shall be informed and understand that their participation in a research 

study is completely voluntary; refusal to participate will involve no penalty or loss of 

benefits to which the subject is otherwise entitled at AUB or AUBMC.  

 

4.9. Detailed explanation about any reasonably foreseeable risks or discomforts, and any 

benefits to the subject or to others which may reasonably be expected from the 

research shall be provided to subject prior to recruitment. Compensation for 

research related injuries and adverse events shall also be explained to research 

participants/subjects.  

 

4.10. Clear explanation in lay language of the research purpose, procedures, duration of 

subject’s participation and identification of procedures that are experimental shall 

be well communicated to subject prior to recruitment.  

 

4.11. Disclosure of appropriate alternative procedures or treatments that might be 

advantageous to the subject shall take place; and whom to contact for research-

related injury and for questions.  

 

4.12. Subjects shall be given ample time to consider participation, opportunity to ask 

questions before consenting and shall be surrounded by adequate circumstances to 

minimize the possibility of coercion or undue influence  driving them to participate in 

research studies.  

 

4.13. Principal Investigator and/or IRB-authorized research personnel for the specified 

project shall be responsible for the following: 

4.13.1. Identify a potential subject who is a candidate to be enrolled in a current 

research study based on his/her medical condition and the study’s inclusion 

& exclusion criteria. Identifying and approaching the potential subject must 

be done by their physician or any member of the treatment team who is 

justifiably knowledgeable of their conditions.  
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4.13.2. Inform the subject about the availability of such research study relevant to 

their medical condition. 

4.13.3. Make certain that the adult subject has the capacity to understand and to 

consent.  

4.13.4. In case of subject’ cognitive impairment or lack of capacity, approach the 

LAR for recruitment and consenting.  

4.13.5. In case the subject is a child, approach the parent or the guardian for 

recruitment and consenting. 

4.13.6. In case the subject/LAR does not fully understand Arabic or English, get a 

translator who speaks a language understood by the subject/LAR. The 

translator can be a member of the research team, a family member or a 

friend of the subject/LAR.  

4.13.7. In case the subject/LAR cannot read Arabic or English, get a witness to be 

present during the consenting process. The witness can be a family member 

or a friend of the subject/LAR; but shall not be a member of the research 

team. 

4.13.8. In case the potential subject/LAR showed interest to participate in the 

research study; arrange for adequate circumstances to minimize the 

possibility of coercion or undue influence driving the subject to participate. 

4.13.9. Conduct all discussions in a private setting as described by the AUB IRB 

approved protocol  

4.13.10. Explain the research purpose, the standard procedures and the 

experimental ones, duration of subject’s participation, any reasonably 

foreseeable risks or discomforts; any benefits, any alternative procedures or 

treatments that might be advantageous to the subject/LAR. 

4.13.11. Use lay language and engage in dialogue with the subject/LAR to ensure 

he/she understands of the research requirements and expectations.  

4.13.12. Verify that the subject/LAR understands that his/her participation is 

voluntary and refusal to participate will involve no penalty or loss of benefits 

to which the subject is otherwise entitled at AUB or AUBMC. 

4.13.13. Inform the subject/LAR of the possibility of withdrawal after initial enrollment 

without prejudice, and this will, in no circumstance, affect their subsequent 

care. 

4.13.14. Provide the subject/LAR with the contact information of the HRPP/IRB, the 

person to answer research related questions, and the contact information 

in case of research related injury.  

4.13.15. Verify that you have the most updated version of the informed consent 

document and that you have covered all elements of the informed 

consent document as required by the IRB.  

4.13.16. Invite the subject/LAR to ask questions; allow ample time for him/her to 

consider participation and to discuss his/her potential participation with 

family members, friends and other health care providers as appropriate. 

4.13.17. Ask the subject/LAR questions to determine whether key elements of the 

provided information were understood. 

4.13.18. If the subject/LAR agrees to participate in the research study, obtain his/her 

signature on the informed consent document unless the IRB waived written 

documentation of informed consent. Have the subject sign and personally 

date and time the informed consent document. 

4.13.19. Sign and date the consent form attesting that you have adequately carried 

out a legally effective informed consent.  

4.13.20. In case the subject cannot read, obtain written attestation from the witness 

indicating that all information present in the informed consent document 

was conveyed to, and understood by the subject/LAR, and that the 

subject/LAR accepted participation freely. Have the witness sign and 

personally date the consent form. 
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4.13.21. In case the subject is a child, follow the same procedure to obtain and 

document parental permission unless this requirement is waived by the AUB 

IRB. 

4.13.22. Obtain the assent (affirmative agreement) of the child if it is required by the 

AUB IRB and explain the research to an extent attuned to the child age and 

understanding.  

4.13.23. Provide the subject/LAR with a copy of the signed and dated informed 

consent document. Place another copy of the signed and dated informed 

consent document in the research study records. You can either request 

signing and dating duplicate copies or photocopy the original document.  

4.13.24. When a patient is recruited and enrolled in a clinical/interventional research 

trial, the person assigned by the Principal Investigator (PI) shall adequately 

and fully complete the Research Enrollment E-Form, on HIS under quick 

forms, (Appendix 7.1) then submit it for the Principal Investigator (PI) to 

verify.  

4.13.25. The PI shall receive an email notification (Titled: Action Required: Research 

Enrollment Form for verification) of a submitted form which can be easily 

accessed through a link within the notification email; the PI shall then review 

the content and verify (or don’t verify) the submitted form. The PI is 

responsible to ensure the all patients enrolled in a clinical/interventional 

research trial at AUBMC have each had a form adequately completed. 

4.13.26.  Once verified by the PI, the completed form shall become a part of the 

patient’s Electronic Health Record (EHR). 

4.13.27. Once the subject participation comes to an end or once the subject 

chooses to withdraw from the study, the PI or his/her designated person, 

needs to complete the date of End of participation or withdrawal, along 

with the name of the person completing this section. In order to have the 

research records complete, the PI or his/her designated delegate should 

document in the “Remarks” section of the form the reason of ending 

participation and any other remarks found appropriate by the person 

completing the form. Once the “Participation End/Withdrawal Date” field is 

completed, the patient will no more appear as enrolled in a 

clinical/interventional research trial within a period of 30 days after the 

recorded end of participation date.   The information will remain accessible 

in an archived fashion under Research Section of EHR 

4.13.28. Once a patient, who has participated in an interventional research study 

and has his/her Research Enrollment E-form completed by the authorized 

research team, presents to AUBMC within 30 days of completing his 

participation, an alerting pop-up that shows that a patient is enrolled in an 

INTERVENTIONAL RESEARCH STUDY or CLINICAL TRIAL whenever his/her 

Electronic Health Record (EHR) is accessed. This will alert the caregiver that 

the patient is enrolled in a specific interventional research study or clinical 

trial, permitting coordination of care with the PI and thus securing the 

patient safety.  

 

 

5. Responsibilities 

 
5.1. It is the responsibility of the principal investigator to ensure that: 

5.1.1. Procedures are carried out by his/her research team members. 

5.1.2. All requirements for valid informed consent process are taking place.  

 

5.2. Principal Investigator  

5.2.1. Has the ultimate responsibility for the conduct of the study. 

5.2.2. Protect the rights and welfare of human subjects involved in his research. 
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5.2.3. Comply with institutional policies and applicable regulations relevant to the 

conduct of his clinical research. 

5.2.4. Adhere strictly to the IRB approved research protocol, and to any 

stipulations required by the IRB.  

5.2.5. Complete the human subjects’ protection ethical training and any other 

requirements to conduct clinical research. 

5.2.6. Have a thorough understanding of the protocol including risks and adverse 

events associated with the drug or the device under investigation.  

Submit the research protocol and all related documents to IRB if his 

research study involves human subjects. 

5.2.7.  Secure IRB approval prior to initiation of any research involving human 

subjects.  

5.2.8. Make certain that he/she delegates responsibilities to qualified research 

personnel; and to notify the IRB in this regards. 

5.2.9. Train and supervise his research personnel to the provisions of the IRB 

approved protocol, and ensure their responsible research conduct and 

their completion of the human subjects’ protection training and/or any 

other institutional requirements. 

5.2.10. Explain clearly the research protocol to potential subject/LAR and seek 

legally effective informed consent. 

5.2.11. Supervise the consenting process & and the consent documents if this 

research activity was delegated to other research personnel.  

5.2.12. Seek IRB approval before introducing any changes to an IRB approved 

research study except in an emergency if these changes are necessary to 

safeguard the well-being of human subjects.  

5.2.13. Report promptly to the IRB new information that may adversely affect the 

safety of subjects and the conduct of research.  

5.2.14. Comply with the IRB’s continuing review and approval requirements, as 

stipulated in the IRB-approved protocol. 

5.2.15. Report promptly to the IRB any deviation of an approved research 

protocol, any anticipated problem involving risks to subjects and others, 

and any serious adverse events. 

5.2.16. Disclose any real or perceived conflict of interests that might be related to 

the research participant or to the outcome of the study which might affect 

the integrity of the human research activities. 

5.2.17.  Comply with all conditions of the AUB management plan and any/all 

additional management practices as may be stipulated by the IRB in 

regards to managing conflict of interest.  

5.2.18. Advise co-investigators and all members of the research team of all 

stipulations & recommendations of the IRB. 

5.2.19. Designate an Interim PI or emergency point of contact during time of 

absence or short leave. 

5.2.20. Notify the IRB in the event he/she intends to leave AUB and make the 

necessary steps to either transfer his/her research studies to a new PI or to 

close them. 

[Remainder of this page left blank intentionally. Signatures follow on next page.]  
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6. Signatures  
 

 
 

7. Appendices  
 

7.1. Research Enrollment Form  

 

 

8. References 
 

8.1. IRB manual   

8.2. 21 CFR 50.20, 50.25, 50.27 

8.3. 45 CFR 46.116, 46.117 

8.4. National Institutes of Health (NIH) 

8.5. World Health Organization  

 

 

9. Modifications 
 

9.1. Modifications made to the third Edition of this policy: 

9.1.1. Review of the research Informed Consent process  

9.1.2. Addition of the section on the Electronic Research Enrollment form  
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