                                                                   FAQs

1.  Letters of permission from different institutions involved

The ERC most often requires a letter of permission from study sites or data sources as part of the approval process. It is the responsibility of the investigator to:

· Inform the cooperating entity of the appropriate features of the study so that the entity can make an informed decision regarding involvement
· Inform the entity/gatekeeper of the need for a letter of permission
· Get the letter signed and stamped by the Administrator/Director of the institution/organization
· Submit or facilitate submission of the letter to the ERC.

2. Risks involved in social sciences research

Research subjects may be exposed to physical, psychological, social and economic risks.  Very few studies involve no risk.  In minimal risk studies, the risks to participants should be no more than those encountered in everyday life (or during routine physical or psychological tests).  
The principal investigator (PI) must evaluate whether the degree of risk is safe enough for the specific subject population by considering:
a) Who are the research subjects?

b) Are some subjects more vulnerable than others?

c) What are possible adverse effects, and can the harm be fixed or prevented? 
3. Is it mandatory to have a faculty member to be the principal investigator?

AKU-ERC policy requires the PI of a study to be an AKU faculty member.  The reason for this requirement is that faculty is required to know policies of the institutions and thus, have the ultimate responsibility for conduct of human subject’s research approved by the ERC.
4. Process of consent administration
Consent is a continuing process that starts before any forms are signed, and continues until the individual’s participation is complete. Information on informed consent can be found in the guidelines section of the AKU website.

Following components should be covered in the consent form:
· Investigator must ensure that the informed consent is clearly comprehended by the subject / guardian.
· Purpose and Procedure of the study must be explained.
· Length of time for which the subject is expected to participate.
· Benefits of the research must be shared.
· Process of reporting in case of amendments during research. 

· Foreseeable risks or discomforts to the subjects. 
· Treatment for adverse experiences. 
· Explain what therapeutic measures would be available to the subjects in case of adverse reactions or injury as a result of being a participant in the study. 
· Assent for children < 18 years of age
5.  Is it necessary to submit a progress report (after six months and annually)?

As per the ERC policy, six months reporting and the annual progress report are to be submitted at study closure for getting extension and approval of amendments if required during the study. Investigator needs to submit progress report sufficiently describing the progress of the research during the reporting period.
6. Selection of studies for compliance?

Compliance with monitoring requirements is a condition of approval by the ERC. The ERC may monitor research at intervals appropriate to the degree of risk to study subjects. 
7. When should we apply for the ERC renewal?

Ethical approval is normally granted for an year. Investigators must provide an annual progress report to the ERC at least two weeks prior to expiration of the ERC approval. This applies to projects extending beyond one year duration. 

According to the policy of Aga Khan University, if the study is not renewed by the ERC prior to the expiration date of the previous ERC approval/renewal, the principal investigator will be required to cease all research activities (including recruitment, research interventions or interactions, data sharing/reporting, data collection and analysis of identifiable data, and no new subjects may be enrolled) until notification of final ERC approval for continuation of the research has been issued. In addition, all kinds of funding associated with the study should stop and may not be extended.  In the event of an administrative closure, the ERC will also notify the Office of Sponsored Research of the closure in order to prevent any spending on any award associated with the study.

8. Difference between the exemption and regular studies for ethics review
 Regular Studies: Studies which involve interaction or intervention with the human subjects and/or in which study participant’s identifying information is collected.

Exemption Studies: Studies in which human subjects are not involved directly, or no intervention is done are often exempted from full AKU- ERC review. Examples of exemption studies include systemic reviews, literature reviews or the use of existing data, documents, or other records without individual identification.
9. Process of reporting in case of amendments in an on-going research 

An approval of amendment/s is required, in case an investigator needs to:

· Add a new participant group;

· Change objectives of the study;
· Change the research methodology;
· Ask for additional data from existing participants;
· Change the study site;
· Make changes in the Informed consent forms;
· Change the PI

To make changes in a currently approved study, the investigator must submit progress report for amendments along with the proposed modifications highlighted in relevant files for the ERC review and approval.
