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Background:
World Medical Association Declaration of Helsinki & Nuremberg Code are the basis of guiding principles for ethics in research. 

Health Research Types:

a). Involving human experimentation. This may be research on applying therapeutic or diagnostic procedures. 
b). Involving human subjects without experimentation. 
c). Involving animals for experimentation

d). Involving neither animals nor human.

Ethics in Health Research:
Ethical issues are important at the time of selection of topic, planning of methodology and monitoring the execution of research process.

Experimentation on human subjects raises many issues; 

a). Is there evidence that the new therapy or procedure can be superior to currently available?

b). Adequate data is available from animal and earlier phases.

c). Is there enough chance that the therapy being tested is likely to be available and affordable in the country.
d). Is there any conflict with the local cultural, moral, religious and legal values?

Major Principals of Ethics in Health Research:
All individuals involved in the conduct of any clinical trial must be fully informed of ethical principles including beneficence, non-maleficence, equity and respect of human rights. These further include sound design, adequate sample size, minimal potential risks, free consent, and confidentiality. 
All research proposals are currently required to be reviewed and cleared by an Institutional Review Board before undertaking them. This is an international binding for all scientific institutions where research activities are part of academic basic or applied research process. The ethical review committee is also requested to conduct further reviews as necessary, in the course of the research including progress monitoring. 
Constitution of Institutional Review Board:
Objective: 

Institutional Review Board (IRB) is the official body to regulate, standardize, monitor and clear all research proposals.
Composition:

The IRB will comprise of a minimum of 06 members representing essential departments who will be nominated by Principal of Akhtar Saeed Medical & Dental College.
Meetings:

The board shall meet once a month or as often as may become necessary.

Selection Criteria:

The members will be nominated/ selected for two years, extended further, by the Principal.
Quorum & Decision Making

The secretary shall issue the notice for the meeting listing the agenda for the discussion. A minimum of 50% members shall constitute the quorum and decisions will be taken by simple majority.  

Secretary Selection:

Academic staff are being nominated by the  Principal, who may be made regular members in the first meeting following their consent and acceptance.

The regular IRB will be notified to all departments for submitting their research proposals. 

Organogram of Institutional review board
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Functions of the IRB Committees:

	Committee
	Function

	Medical & Dental faculty members
	Review research in the health and biological sciences

	Executive Committee
	Meets once per month to discuss policies, procedures, and address problems that arise in human subjects protection and accept or reject a research proposal. 
Members Include Community Medicine, Dentistry, Medicine & Surgery.

	Administrative members
	Meets once per month to discuss policies, procedures, and address problems that arise in administrating issues



	Secretariat members 
	Register the research protocols for review in IRB

Give technical support in research analysis and interpretations

Arrange monthly meetings of members of IRB

Convey the decisions of IRB to principal investigator

Maintain records

Monitor the time line of research

Answering questions regarding the IRB process,

Assisting researchers in completing their IRB proposals,

Tracking ongoing research projects which are due for their annual review,

Communicating with the IRB regarding incoming proposals and/or other Board responsibilities, and

Maintaining documentation of completed training for IRB members and Principal Investigators (PI).


Guidance for Applying to the IRB

The IRB application process starts with  submission of the application form, consent forms and other required appendices/materials. The IRB secretariat staff pre-reviews the application to make sure all of the necessary materials are there for IRB review. An IRB  study number will be  assigned to the proposed study.
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 One month  after the application submission, the IRB will convene and make a decision about the research proposal.. Seven to ten days after the meeting, the decision will be surrendered to principal investigator through secretariat of IRB.
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