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Is it Important??

In 2012, President of Hungary, Pal Schmitt, resigned from his post after 
allegation of PhD thesis plagiarism



Is it Important??

In 2020, A Chinese court has sentenced He Jiankui, the biophysicist who 
announced that he had created the world’s first gene-edited babies, to three 
years in prison



Who are the key stakeholders in research?

International 
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Ethical review protect Subjects, Researchers  and study sponsors 





International Guidelines     

Nuremberg Code 
(1947)

Between 1939 and 
1945, at least 70  
medical research 
projects involving cruel 
and, lethal experiments 
on human subjects 
were conducted in Nazi 
concentration camps

Breaking and re-
breaking of bones ( to 
see how many times 
they could be broken 
before healing failed to 
occur) Nazi

Helsinki Declaration
(WMA) (1964-2013)

 Established on September 
18, 1947 

 Has grown in 2018 to 113 
national medical 
associations and more than 
10 million physicians.

 Who is the Ceremonial 
Head of the WMA

Belmont report
(1979)

400 men had been 
left to suffer with 
syphilis long after a 
cure ( penicillin) was 
available. (Tuskegee, 
Alabama, 1932-72) 







Main Principles

The 4 basic ethical principles that apply to all research are: Beneficence/ 
Nonmaleficence, Informed Consent , Autonomy, and Justice

Beneficence
Nonmaleficence

Informed
consent 

Autonomy
 Intentionality
 Understanding
 Absence of 

controlling 
influences that 
determine their 
action.

 Tell the truth.
 Respect the privacy of 

others.
 Protect confidential 

information.

Justice
•To each person an equal 
share
•To each person according 
to need
•To each person according 
to effort
•To each person according 
to contribution
•To each person according 
to merit.

(selection Criteria)





CMMS Research Ethics Committee
(REC) 





Members of CMMS REC for 2020-2021



For evaluation 

Form 5 (external reviewers form) Form 6 (internal reviewers form)

Specific forms)
Form 3

(animal Use)
Form 4 (special case e.g., medical 

device)

REC Forms 
Form 1

(General for all applications)
Form 2

(for funding information)

Final report is communicated with the CMMS Dean and Vice Dean for Research



 

 
CHECK LIST FOR RESEARCH APPLICATION FORM 

HAVE YOU: 
• Submitted a hard copy of your application  ................................................................  
• Submitted an electronic copy………………………………………………………………. 
• Answered all questions  .............................................................................................  
• Submitted a copy of the protocol ...............................................................................  
• Submitted all tools to be used in the study .................................................................  
• Submitted the informed consent form and patient information leaflet (H1) .................  
 
PART 1:  
Principle Investigator (PI) information 
 

1. Surname:   
 

2. First name:  
 

3. Telephone number 
 

4. Email:  
 

5. Academic title:  
 

6. Year of Dissertation and/or 
specialization, University 
or authority:   

 

7. Department (Unit) 
 

8. Undergraduate degree:  
 

9. Current position:  
 

10. Project period in years 
 

11. Signature  
 

RESEARCH and ETHICS COMMITTEE (REC) 
College of Medicine and Medical Sciences  

Arabian Gulf University 
 

APPLICATION FORM - Form (1)  
 

Applicant name: REC official Use Only: 
 Staff number:  Reference number  
 Student number:  Submission date:  




		RESEARCH and ETHICS COMMITTEE (REC)

College of Medicine and Medical Sciences 

Arabian Gulf University





		APPLICATION FORM - Form (1) 



		



		Applicant name:

		REC official Use Only:



		

		Staff number:

		

		Reference number

		



		

		Student number:

		

		Submission date:
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CHECK LIST FOR RESEARCH APPLICATION FORM

HAVE YOU:


· Submitted a hard copy of your application 



· Submitted an electronic copy……………………………………………………………….


· Answered all questions 



· Submitted a copy of the protocol



· Submitted all tools to be used in the study


· Submitted the informed consent form and patient information leaflet (H1)


		PART 1: 

Principle Investigator (PI) information





		1. Surname:  

		



		2. First name: 

		



		3. Telephone number

		



		4. Email: 

		



		5. Academic title: 

		



		6. Year of Dissertation and/or specialization, University or authority:  

		



		7. Department (Unit)

		



		8. Undergraduate degree: 

		



		9. Current position: 

		



		10. Project period in years

		



		11. Signature 

		





		PART 2: 


For the Chair of Departments 





		Department Chairperson’s Name: 




		Signature






		Title of the project:



 



		Project  summary (not more than 400 words): 








		PART 3: 


Research





A.     RESEARCH PROJECT

		The full proposal here: (max 8 A4 pages, Times New Roman, 12-font size).

Suggested guidelines (you can expand under each subtitle – heading)

a. Title

b. Introduction and literature review

c. Aim, objectives

d. Importance of the study

e. Research design and methodology (including statistical analysis)

f. Ethical considerations of the study

g. Work plan include timeline of the project


h. References (Vancouver Style)







B.
CONFLICT OF INTEREST DECLARATION 

It is an ethical rule that investigators should have no undisclosed conflict of interest with their study collaborators, sponsors or subjects. Conflicts can arise, for example, when a commercial or other sponsor may not wish research results detrimental to their corporate image / interest to be disclosed, especially when the investigator is being remunerated by the sponsor for the research in question; when research subjects are being rewarded for their participation in the research; or when an investigator has a vested interest in, or is an employee / shareholder / director in the sponsor’s corporate entity. Investigators should note that the duty to disclose a conflict of interest to the Research and Ethics Committee begins at the stage of application for ethical approval and continues until the research in question is complete and the research results are submitted to the sponsor / published (if applicable).


If the investigator(s) has / have / foresees any such conflict of interest, please provide details.


--------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

If there is no conflict of interest to disclose, then the applicant and ALL co-investigators should sign this statement: 


		The investigators of this project declare no potential conflicts of interest, financial or otherwise, with respect to the research as well as authorship and publishing of research findings from this study.



		

		

		

		



		

		

		

		



		

		

		

		





C. 
SUBJECTS:

Please indicate the source, age, and numbers of the subjects to be included in the study:


		Source:

		Inpatients

		Outpatients

		Volunteers

		Animals



		Age (humans):

		



		Number of subjects:

		





D. WILL YOU HAVE CONTROL GROUPS AND HOW MANY?

		

		NO

		

		YES

		Specify:





E. DETAILS SELECTION AND EXCLUSION CRITERIA FOR STUDY AND CONTROL GROUPS:

--------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------


		PART 4: 


For interventional studies. 





If your project includes:

A.
A new medicinal product or medical device or non- licensed products,


Please complete Annex A in Form 4.


B.
Ionizing or radioactive substances or X-Rays,


Please complete Annex B in Form 4.


		PART 5: 


Co-Investigators 





		Co-investigator #1

		Co-investigator #2



		1. Surname: 

		

		1. Surname:

		



		2. First name: 

		

		2. First name:

		



		3. Telephone:                  

		

		3. Telephone:                  

		



		4. Email: 

		

		4. Email:

		



		5. Academic title: 

		

		5. Academic title:

		



		6. Department (Unit):

		

		6. Department (Unit):

		



		7. Role in the project:


In  Details

		

		7. Role in the project:


In  Details

		



		8. Signature:

		

		8. Signature: 

		



		Co-investigator #3

		Co-investigator #4



		1. Surname: 

		

		1. Surname:

		



		2. First name: 

		

		2. First name:

		



		3.  Telephone:                  

		

		3.  Telephone:                  

		



		4. Email: 

		

		4. Email:

		



		5. Academic title: 

		

		5. Academic title:

		



		6. Department (Unit): 

		

		6. Department (Unit):

		



		7. Role in the project:


In  Details

		

		7. Role in the project:


In  Details

		



		8. Signature: 

		

		8. Signature: 

		



		Co-investigator #5

		Co-investigator #6



		1. Surname: 

		

		1. Surname:

		



		2. First name: 

		

		2. First name:

		



		3. Telephone                  

		

		3. Telephone                  

		



		4. Email: 

		

		4. Email:

		



		5. Academic title: 

		

		5. Academic title:

		



		6. Department (Unit): 

		

		6. Department (Unit):

		



		7. Role in the project:


In  Details

		

		7. Role in the project:


In  Details

		



		8. Signature

		

		8. Signature
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Form -1- Research Ethics Application 





     
      

   
 

     
         

 

REC Reference No. :  
 
Section 1:         Applicant and Participants 
 
Institution/Department  

Address  

Telephone   

E-mail   
Principle investigator 
(Responsible User)  

 
 

Applicant(s)   

Participant 1  

Participant 2   

Participant 3   

Participant 4   

Application date   
 
Section 2:    General Information 
 

Working title   

Application category 
New experiments or 
continued experiments 

 New  Continued 

Previous experience 
with comparable 
experiments 

 

Source of funding  

Planned dates Start date: End date: 

 


[image: image1.png]



RESEARCH and ETHICS COMMITTEE (REC)


College of Medicine and Medical Sciences

Arabian Gulf University


Animal Care and Use Committee


Application for Approval of a Project Involving Animal Models




REC Reference No. : 


Section 1:


      Applicant and Participants

		Institution/Department

		



		Address

		



		Telephone 

		



		E-mail 

		



		Principle investigator (Responsible User) 

		



		Applicant(s) 

		



		Participant 1

		



		Participant 2 

		



		Participant 3 

		



		Participant 4 

		



		Application date 

		





Section 2:



General Information

		Working title 

		



		Application category New experiments or continued experiments

		( New

		( Continued



		Previous experience with comparable experiments

		



		Source of funding

		



		Planned dates

		Start date:

		End date:





Section 3:
Dangerous Biological Component or Hazardous Chemicals 

Does the application involves the use of genetically modified organisms or communicable infectious agents? If NO, move to section 4.

If yes, which information do you have to justify its use and what are the containment procedures?


Does the application involves the use of carcinogens, mutagens, or hazardous chemicals?


If yes, which information do you have to justify its use and what are the containment procedures?


Section 4:



Background and Purpose


Give a short presentation of the background and purpose of the experiment (max 500 words), in a common language for lay people to understand. Describe the hypothesis to be tested.

Section 5:



Calculating Number of Animals


· Previous literatures. Please explain.

OR 

· Pilot studies. Please explain.

OR 


· Statistical calculations. Please explain.

Section 6:



Alternatives / 3Rs


1. Replacement: Why is it not possible to achieve the aim of this experiment without the use of animals? Which alternatives are considered and why were they rejected?

2. List the databases and search terms you have used, searching for alternatives.

3. Reduction: When the use of animals is unavoidable, what efforts, steps and measures have you taken to minimize the number of animals and still achieve valid scientific results?


4. Refinement: When the use of animals is unavoidable, what improvements of the husbandry and procedures have been implemented to minimize the pain, suffering, distress and lasting harm and improve animal welfare, compared to previous comparable experiments? (Keywords: analgesia, anasthesia, endpoints, environmental enrichment, surgical techniques, sampling techniques etc.).

Section 7:



Animals Handling


1. Describe the procedures (surgery, administration of test substance, physical treatments etc.) that will be applied to the animals during the experiment. You may also attach drawings, figures, protocols or timelines (activity map) to describe this 

2. What parameters will be measured and what samples will be taken during the experiments?


3. Describe the follow-up and supervision of the animals before, during and after procedures? 

4. Describe the method used for euthanasia and why this method is chosen.


5. Criteria for humane endpoints, i.e. setting of clear, predictable and irreversible criteria that allow early termination of the experiments before the animals experience significant harm whilst still meeting the experimental objectives.


6. Which actions will be taken if animals reach the humane endpoint (examples: treatment of symptoms, reduced exposure or euthanasia)? 

Section 8:

Animals (species, medication and pain assessment)


		Animal species 

		



		Strain/line 

		



		Sex 

		



		Number of animals 

		



		Age

		



		Experience with this species 

		





Section 9:

 Animals with a deviant phenotype


1. Do the animals have any congenital or hereditary disease/illness or other abnormalities related to their phenotype that may impair their welfare (examples: diabetes, autoimmune disease, tumors)?

2. Describe which precautions, efforts and/or treatments the animals will be given in order to safeguard their wellbeing and welfare.

3. Give the rationales for the choice of this particular animal model species, strain sex age, gene modification etc.?

Section 10:

 Sedation, Analgesia and Anesthesia

1. Specify the type, induction anesthetic drug dose (mg/ml), maintenance dose (mg/ml) and administration route



2. Add any other medications.


3. Will Neuromuscular blockers be used? Justify their use.  


Section 11:

     Pain and Discomfort

1. If the experiment involves pain, but analgesia cannot be used, justify why?



2. How to assess the pain/discomfort in the animals? 

3. Measures to reduce/ eliminates painful conditions. 


Section 12  
     Consultation with AGU Animal Facility 

Have you consulted with AGU animal facility?

( YES 



( NO


Statement: I confirm that I have read the AGU policy and Procedure 


		  Signature                                                  

		Date





Section 13:

     Scoring sheet


Primary decision

		

		Accept



		

		Reject



		

		Modify



		Types of modifications suggested by Committee








Final decision

		

		Accept



		

		Reject





Consultation with Animal House Facility Management is required prior to comencing any animal work.



Copy will be sent to Animal House managment











Form -3- Animal Ethics Form 

Page | 2 






Ethical Exemption 

 

PART 1:  
Principle Investigator (PI) information 
 

 
  

RESEARCH and ETHICS COMMITTEE (REC) 
College of Medicine and Medical Sciences  

Arabian Gulf University 
 

APPLICATION FORM - Form 7 (Ethical Exemption)  
 

Applicant name: REC official Use Only: 
 Staff number:  Reference number  
 Student number:  Submission date:  

1. Surname:   
 

2. First name:  
 

3. Telephone number 
 

4. Email:  
 

5. Academic title:  
 

6. Year of Dissertation and/or 
specialization, University 
or authority:   

 

7. Department (Unit) 
 

8. Undergraduate degree:  
 

9. Current position:  
 

10. Project period in years 
 

11. Signature  
 


		RESEARCH and ETHICS COMMITTEE (REC)

College of Medicine and Medical Sciences 

Arabian Gulf University





		APPLICATION FORM - Form 7 (Ethical Exemption) 



		



		Applicant name:

		REC official Use Only:



		

		Staff number:

		

		Reference number

		



		

		Student number:

		

		Submission date:

		





[image: image1.png]





		PART 1: 

Principle Investigator (PI) information





		1. Surname:  

		



		2. First name: 

		



		3. Telephone number

		



		4. Email: 

		



		5. Academic title: 

		



		6. Year of Dissertation and/or specialization, University or authority:  

		



		7. Department (Unit)

		



		8. Undergraduate degree: 

		



		9. Current position: 

		



		10. Project period in years

		



		11. Signature 

		





		PART 2: 


Research





A.     RESEARCH PROJECT

		Short account of the proposed research : (max 2 A4 pages, Times New Roman, 12-font size).

Suggested guidelines (you can expand under each subtitle – heading)

a. Title

b. Introduction and literature review

c. Aim, objectives

d. Importance of the study

e. Research design and methodology 

f. References (Vancouver Style)







		B.
Why the research should be exempted from ethical review (explain)?

** Please specify which item(s) in Appendix A (page 5) best fit the research application







		PART 3: 


Co-Investigators 





		Co-investigator #1

		Co-investigator #2



		1. Surname: 

		

		1. Surname:

		



		2. First name: 

		

		2. First name:

		



		3. Telephone:                  

		

		3. Telephone:                  

		



		4. Email: 

		

		4. Email:

		



		5. Academic title: 

		

		5. Academic title:

		



		6. Department (Unit):

		

		6. Department (Unit):

		



		7. Role in the project:


In  Details

		

		7. Role in the project:


In  Details

		



		8. Signature:

		

		8. Signature: 

		



		Co-investigator #3

		Co-investigator #4



		1. Surname: 

		

		1. Surname:

		



		2. First name: 

		

		2. First name:

		



		3.  Telephone:                  

		

		3.  Telephone:                  

		



		4. Email: 

		

		4. Email:

		



		5. Academic title: 

		

		5. Academic title:

		



		6. Department (Unit): 

		

		6. Department (Unit):

		



		7. Role in the project:


In  Details

		

		7. Role in the project:


In  Details

		



		8. Signature: 

		

		8. Signature: 

		



		Co-investigator #5

		Co-investigator #6



		1. Surname: 

		

		1. Surname:

		



		2. First name: 

		

		2. First name:

		



		3. Telephone                  

		

		3. Telephone                  

		



		4. Email: 

		

		4. Email:

		



		5. Academic title: 

		

		5. Academic title:

		



		6. Department (Unit): 

		

		6. Department (Unit):

		



		7. Role in the project:


In  Details

		

		7. Role in the project:


In  Details

		



		8. Signature

		

		8. Signature

		





		Appendix A.


CMMS Policy for Ethical Review Exemptions

All research conducted in CMMS whether it is initiated by CMMS academic, or as a part of local, regional, and international collaboration must be reported to Research and Ethics Committee (REC) using standard REC formats (form1-4). 


Research projects may qualify for ethical review waiver as detailed below:


A. Human Research:

1. Research based on review of published/publicly reported literature (literature review). 


2. Research using publicly anonymized information on individuals available in trustful source of information such as surveillance databases, registries and health insurance. 

3. Research involving the use of secondary data


4. Quality assurance studies, program evaluations, performance reviews, and testing within normal educational and/or organizational requirements that meet confidentiality of individuals. 

B. Lab. Research:

1. The use of tissue culture (in vitro studies) 


2. Bacterial culture-based studies (not isolated from patients)


3. The use of tissues obtained at necropsy without breaching the confidentiality of individuals.


4. The use of eggs, chick embryo, single-celled organisms or fish.


C. Collaborative research:

Collaborative international work can be eligible to exemption if:


I. The CMMS member is not the main author (first last or corresponding)


II. No experimental work is conducted within AGU or involving AGU students or individuals under the responsibility of the CMMS.


III. The work obtained ethical approval through main authors, where data collection was performed.


· Multicentre studies involving CMMS as a partner responsible of data collection from individuals requires ethical approval and in addition, prior approval from the CMMS Dean to participate in multicentre multinational studies, in addition to approvals from all centre’s ethical bodies. 


 


Procedure for ethical review exemption:

 


1. The authorization of ethical waiver must be issued after informed agreement of REC.


2. Researchers cannot assume that they are exempted without a review from the REC to ensure that the research meets these specific conditions.


3. The applicants fill form 1 and send it to the REC chair with request for exemption with justifications.


4. The REC Chair or a designated REC member review the request and deliberate with REC members. The applicant to be notified within one week if the application is exempted or the application needs ethical review.


5. In specific cases, the REC can request official clearance from the respective study locale regulatory/ethical bodies before the research ethical waiver can be issued.


6. The REC Chair communicate the results to the applicant, Vice Dean for Research and to CMMS Dean.
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Form -7- Research Ethics Application 





Review Procedure

 Regular REC meetings takes place regularly every 3 weeks 
 once the application received, it is filed and sent to all REC members
 The REC chair appoint 2  reviewers from the committee and ask them  to respond 

within 10 days. All REC members can optionally send their feedback within the 10 
days period.

 The REC reviewers (members) send their comments to the Chair and share their 
feedback with all members.

 After receiving the feedback, REC chair collate the feedback and communicate it to 
the applicant 

 Once receiving the answers to comments from the applicant, the protocol is 
reviewed by the same REC reviewers in addition to the Chair or Vice Chair.

 the committee delegated the chair to issues ethical approval without discussion in 
the REC meeting if recommended by the reviewers and no objection from any  
committee member .

 If the feedback doesn’t address the comments, the application is discussed in 
regular meeting for input from all members.

The average turn over of applications is 3 weeks from submission to approval



Documentation

No Project No. PI Co-Investigators Title of Study Received date Internal reviewer

1 E001-PI-10/20 Khalid Bindayna
Khaled Tabbara- Ronni Joji -

Kassim Aradati - Haitham Jahrami 
- Shane Crinion - Hicham Ezzat

Genome Sequencing of Severe Acute Respiratory 
Syndrome Coronavirus 2 (SARS-CoV-2) strains prevalent 

in Bahrain
2-Oct-20 Dr. Sfoug Alshamary - Dr Durjoy 

Shome

2 E002-PI-10/20 Tareq Alshaibani Rima AbdulRazzaq- Yahya Naguib-
Fuad Abdulla Ali 

The Impact of the COVID-19 Pandemic on the 
performance of Medical Student in a Problem Based 

Learning System. A comparative Study Between face-to-
Face and Virtual Learning. 

5-Oct-20

3 E003-PI-10/20 Enas Darwish
Taysir Said Garadah- Ghada 

Hamad AL-Harbi -Sara Abdulaziz 
Khonji

Effect of using structured prebriefing on medical 
students’ clinical judgement, competency, 

communication and self-satisfaction
5-Oct-20 Fatima - Manal 

4 E004-PI-10/20 Enas Darwish
Taysir Said Garadah- Ghada 

Hamad AL-Harbi -Sara Abdulaziz 
Khonji

Impact of using structured prebriefing on medical 
students’ psychological safety and learning experience. 5-Oct-20 Fatima - Manal 

5 E005-PI-10/20 Rima Lutfi xx
Online Instructional Methods of Cardiovascular 

Physiology to Medical Students during the Covid-19 
Pandemic

11-Oct-20

6 E006-PI-10/20 Deeba Jairajpuri Imtiyaz Hassan
Targeting SARS-CoV-2 main protease using natural 
compounds using screening, docking and molecular 

dynamics simulation
12-Oct-20

7 E007-PI-10/20 Abdelhalim Deifalla
Reginald Sequeira -Salah -Kassab 

Marawan Abu-Hijleh
Developing a framework to measure integration as a 
multi-dimensional construct in PBL medical curricula 13-Oct-20 Cristina - Fatima

8 E008-PI-10/20 Hasan M. A. Isa Sebastien Taurin- Nora Abkal Postnatal changes of the bacterial gut microbiome in 
newly born 14-Oct-20 Sameh - Manal



How REC help researches ??

• Provide consultations regarding research methodology and 
research ethical conduct 

• Assurance that research work meets international ethical 
guidelines

• Suggest scientific improvements to add value
• Help improve methodology 
• Provide approvals to submit to regulatory agencies
• Provide approval to publish papers
• Document Researchers work and acknowledge contributor's 

work



Examples (case studies)

Dr Greish want to use data from student records using student specific quotations  (does this 
research need student’s consent??)
Dr Greish is planning to utilize a fatal acute condition  new predictive test. The test is approved in 

Europe but not in Bahrain to start treatment at early time point. Can he keep the study results to 
see if the disease better predicted fatality than standard tests?
Dr Greish is utilizing a validated questioner to test knowledge about STD:

o Can he utilize the test without taking copyright permission?
o Can he use the question in the questioner asking about the number of sex partners without 

modifications to suit the Arab culture?
 Dr Greish finished the research and after submitting the research article, he was asked to send 

the ethical approval number (which he did not obtain), then he sent to REC asking for a 
retrospective ethical approval.

 Dr Greish is applying for REC approval for the evaluating the knowledge of Bahraini population 
regarding XX. On ethical review, it was found the RCSI did the work on a larger sample size and 
published the data.

 Dr Greish want to use a sample size of 25 patients to detect gene variants that is reported in 
literature to have to be prevalent at 0.5% of population.

 Dr Greish is using a new off label technique to treat XYZ condition in his clinical practice, He 
wants to report the results of his practice in a research article.



FAQs
Why is the REC interested in issues of scientific validity or methodology?
• The Declaration of Helsinki (Sections 21 and 22) makes it clear that poor quality research 

is by definition unethical. This is because subjects are put through procedures and 
exposed to possible risk and resources are expended for no reliable gain in knowledge, or 
even the risk of erroneous "knowledge".

Do I need REC approval when I am conducting the study on another site with their own 
Ethics Committee?
• Currently, the accepted practise is to obtain REC ethical approval for all research to be 

published with CMMS affiliation as first, last or corresponding author.
Can I appeal REC comments regarding my application?
• Yes, you can appeal REC comments and REC chair can offer you to meet with REC 

members during regular meeting. In Rare case REC can invite external competent 
reviewers to review the application.

Does REC follow up to make sure applicants adhered to the written ethical approval?
• Yes, during the submission of progress report and  final report of the project
• If the committee is asked to provide reviews regarding specific application 
Can I modify my approved ethical approval?
• Yes, However, your protocol need to be amended accordingly and the modification 

reviewed by the REC for approval.
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