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 Government of Pakistan
National Institutes of Health

Health Research Institute
National Bioethics Committee for Research (NBC-R) Pakistan

NBC-R / REC RESEARCH ETHICS FORM

Adapted & used with permission of MSF Ethics Review Board
National Bioethics Committee for Research (NBC-R) Pakistan
Note: All research projects must be submitted to NBC-R, located at Shahrah-e-Jamhuriat of Constitution.  Avenue, Sector G-5/ 2 Islamabad

Checklist
This checklist is prepared in order to facilitate an investigator in preparing a complete application and to help Research Ethical Committee of National Bioethics Committee for Research for expedited review.  Your cooperation in completing it will be highly appreciated.

· ERC Application form with checklist.
· Research Protocol in standard format as per HRI Format.

· One copy of informed consent (validated) in English and Urdu or any other local language of the population study (if applicable).
· Validated Questionnaire in English and Urdu administered during the study (if applicable).
· Head wise budget, and source of funding, budget allocation with justification and allocation for different study sites.
· CV of PI and Co PIs with justification (as to how their qualification and experience makes them suitable for conducting the submitted research).
· List of ongoing projects in which currently the PI is involved. 

· MOU from all participating study sites. 

· IRB approvals from all study sites in case of a multi-centre study.
· Material Transfer Agreement (MTAs) where applicable.
· Data Transfer agreement (for international studies if applicable).
· A CITI certification.
In case of Clinical trials additional requirements:

· Approval letters of Clinical Trial Sites by DRAP

· A copy of Investigator/ drug Brochure or any supplementary information enclosed (if applicable)

· Document related to the provision of health insurance of study participants

· Notification of Data Safety and Monitoring Board (DSMB), if applicable. 
· Certificate of a course in Research Ethics and GCP certification 

· Declaration of Conflict of Interest (if any)

__________________________




____________________
Signature: Principal Investigator




Date

__________________________




____________________

Signature of supervisor (if applicable)



Date

__________________________




____________________

Signature of Chairman of the Department



Date
Instructions / guidelines for researchers

1. Form to be filled out and submitted with the research protocol when requesting REC review.
2. Please use the NBC-R Research Ethics Framework – Guidance document to help answer the questions below. Avoid copy and paste from your proposal while filling out the application form. Please answer all questions. It is the responsibility of PI to fill the application form appropriately according to the context in which it is being conducted. Incompletely and inappropriately filled form will not be accepted/ considered for review and discussion in the meeting. This may result in delay in approval of the submission.

3. The review process takes 8 weeks in granting approval.
4. Application must be signed and stamped by Principal Investigator with name and designation. In case of student’s/ resident’s application, it should also be signed by the supervisor as well.

Introductory Questionnaire

	Research Proposal

	Title:



	Version number:

	Date created:

	Duration of proposed study 

	Principal Investigator Information: 
Name of Principal Investigator (PI):

PI Institute/Organization:

Address of PI Institute/Organization:

Country of PI Institute/Organization:

	Collaborating Institutions:

(Please provide information about all Institutions/Organizations collaborating in this research)



	Co-Principal Investigator (Co-PIs) Information: (please provide information of all Co-PIs. For international research, the PI and various site investigators from Pakistan need to be identified) 
Name of Co-Principal Investigator (PI):

Co-PI Institute/Organization:

Address of Co-PI Institute/Organization:

Country of Co-PI Institute/Organization:

	Provide details if the PI or any co-PI has previously led a research that was suspended. Specify the context and the outcomes. 


	Has the protocol been approved by or submitted to other IRBs? (Provide information of all the applicable IRBs along with evidence) 


	Identify collaborators in this research (including but not limited to researchers, donor organizations, institutions, CROs, industry any others) involved in the research? What potential interests of these parties might be in conflict? If yes provide details of all those involved.



	Identify the funding source(s) for this research? Specify the total amount of funding. Identify any competing interests with funding sources if applicable.


	Does the proposed research have support of relevant governmental departments including but not limited to public health departments, biomedical engineering departments? 



	1. Research Question and Methodology 

	(1.1) What is the research question? Why is it important?


	(1.2). Provide clear objectives of the study.


	(1.3) Provide a brief description of your research methods (study design, sample size, eligibility criteria, data collection methods and data analysis) as a structured abstract. 


	(1.4) Justify the selected population and the site. 
In addition, justify why this study should be conducted in Pakistan. In case of an international collaborative research, explain whether the study has been conducted, or is taking place in the researcher’s own country? 


	(1.5) Do the research staff have relevant scientific expertise? Provide details.


	(1.6) Do the research staff have the appropriate training in research ethics. Provide details.
 

	(1.7) What are the mechanisms for protection of research staff (where applicable)?



	2. Respecting and Protecting Research Participants and Communities 

	(2.1) What are the anticipated harms and benefits for both individual research participants and for communities?

 

	(2.2) What are your plans for obtaining informed consent?



	(2.3) How do you plan to ensure privacy and protect confidentiality?



	(2.4). Give details of proposed plans for community engagement.


	(2.5). What are your plans for benefit sharing with communities during and after the study?



	(2.6). Provide details of the mechanisms for dealing with adverse events and Severe Adverse Events, including but not limited to identification, reporting, corrective and preventive actions, insurance, reimbursements. 

	(2.7). How do you plan to access, store, share and protect the data of participants? 

	(2.8). How do you plan to access, store and distribute any collected biological material? Guidelines for Collection, Usage, Storage and Export of Human Biological Materials are available at http://nbcpakistan.org.pk/guidelines.html


	(2.9). Is Artificial Intelligence (AI) being used in any fashion in the research? If yes, justify and elaborate the potential implications in our local context with respect to protection of participants. 



	(2.10). Discuss whether the study has any impacts on the broader environment. 



	(2.11). Is there any non-human biological material involved in your study. If yes, provide details and discuss whether this could have implications for local communities. 



	3. Implications and Implementation of the Research Findings 

	(3.1) How will the findings be disseminated and to who?


	(3.2) What will happen when the research is complete? 


	(3.3) What will happen when the research is prematurely completed or discontinued before the proposed completion?  



	(3.4) Will the study lead to the development of any commercial product? If yes, what will be the benefits to the study population? Who will own the patent rights? 



Guidelines for drafting an informed consent form

Although a sample of informed consent form is attached, additional guidelines are given here in order to help and facilitate the researchers in drafting a proper, acceptable consent form.  

1.  
All studies involving human subjects should have a properly drafted consent form. No study should be done on human subjects without obtaining informed consent and sufficiently before the start of the study, at an appropriate time, and not at a time when s/he is under stress such as surgical procedure, and is unable to understand the study.

2.
Consent may be written or verbal or telephonic. In case of unwritten consent, it should be signed by the person taking the consent and witnessed by a second person.

3. 
In case of children, an assent form from children and consent from guardian / parents is needed.

4. 
In case of mentally or physically incapacitated subject, consent should be obtained from immediate guardian or close relative 

5.
In case of community studies, community leaders, elders, local political leaders, religious leaders (in certain cases), and governmental officials should be taken into confidence, and a written consent should be obtained.

6. 
In case of doing a study in other locations such as other hospitals and clinics, permission from appropriate authority or physicians should also be obtained.

7.
The consent form should be in English and Urdu with translation into other local language if needed. These should be identical in such a way that the translation of one into other is similar. The language should be easy which can be understood by study subjects (uneducated or primary passed). Use of technical terms should be avoided.

8.
It should be written in “second or third person” and not in “first person”. For example, “You will be asked to give 10 cc blood” or “you will be asked few questions” etc.

9.
A properly drafted consent form should contain the following important points.

a)
Information sheet. There should be one paragraph or page giving information about the nature of study, its purpose and need, possible benefits of the study, and procedures to be carried out on the study subjects.


b)
Possible risks and benefits to the study subjects


c)
Availability of alternate treatment in case of therapeutic trials

d)
Voluntary participation without any compulsion, moral or otherwise and without any financial incentive or coercion. However, financial assistance or reimbursement for time and traveling may/should be provided to study subjects; which should commensurate with the time spent, and should not be too high.

e)
Right to withdraw from the study at any time without affecting their rights and treatment.



f)
Confidentiality

g)
If any specimen is to be stored, its time of storage and permission to use it in further research.

h)
Name and contact number of the investigator in case the study subject wants further clarification or information about study.

i)
Authorization from study subjects with their signature, thumb impression, signature of witness etc.

Important Notes

1.
Studies should not be done on patient’s expenses.

2.
If any new or additional tests are to be done as a requirement of study, their cost should be supported by the study.

3.
If a new treatment is compared with an existing and established one OR two treatment modalities are being evaluated and compared, cost of treatment or difference in cost of treatment should be borne by the study. In addition any expected or unexpected complication arising as a result of new treatment should also be supported by the study. 

4.
Studies which are unlikely to produce any significant results because of faulty design are often considered not to be ethical as such studies cause wastage of time and resources. These should be avoided unless there is strong justification.
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