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POLICY:
The Brandon Regional Health Authority is interested in promoting health care related research with the goal of contributing to enlarging the body of knowledge related to the delivery of health care.   
 Quality assurance reviews, audits, and research surrounding planning for the Brandon Regional Health Authority is not considered health research for the purpose of this policy.
 Research conducted in the Brandon Regional Health Authority is subject to, but not limited to, the Tri-Council Policy Statement for “Ethical Conduct for Research Involving Humans”, Canadian Institute of Health Research Best Practices for Protecting Privacy in Health Research and in accordance with the requirements of the Personal Health Information Act of Manitoba (PHIA) and the Mental Health Act.
 The Vice-President of Medical and Diagnostic Services will oversee the institutional review process for research in the Brandon Regional Health Authority.  The review process will include the following committees: 
	 ►
	Ethics committee 


	►
	Medical Advisory Committee (MAC)  


	►
	Executive Management Committee (EMC)


	►
	Medical Director of Psychiatric Facilities where the subject or information falls under the Mental Health Act 


 Healthcare research is being done in the Regional Health Authority on a cost recovery basis, as the Brandon Regional Health Authority has no direct provincial funding to support research activity.
 PROCEDURE
 Research Request and Approval
 All requests for research are to be directed to the office of the Vice-President (VP) Medical and Diagnostic Services. An informal discussion about the proposal initiates the application process. The VP Medical and Diagnostic Services consults with key areas that would be affected by the proposed research.
 
	1)
	An application for research is provided to the prospective researcher if at the level of an informal discussion there are no obviously insurmountable obstacles.  


 
	2)
	A complete application form triggers the formal approval process. A complete application includes:


 
	ü
	A cover letter asking for approval of the research project to include title of the project and names of local investigators


	ü
	An institutional review board approval from a university


	ü
	A copy of the full protocol


	ü
	A local consent form


 
	3)
	The Vice-President of Medical and Diagnostic Services directs the application to EMC, MAC, and the Ethics Committee for review.  If the research involves subjects that are being cared for under the auspices of The Mental Health Act, documentation is sent to the Medical Director of Psychiatric Facilities for the Brandon Regional Health Authority for review.


 
	4)
	If there is significant cost to the region, the research nurse and principal investigator, develops a budget including estimated revenue from the study sponsors, for submission to EMC.


 
	5)
	Considerations for the disclosure of personal health information for research purposes include:


	Ø
	The research is of sufficient importance to outweigh the intrusion into privacy that would result from the disclosure of personal health information 


	Ø
	The research purpose cannot reasonably be accomplished unless the personal health information is provided in a form that identifies or may identify individuals 


	Ø
	It is unreasonable or impractical for the person proposing the research to obtain consent from the individuals the personal health information is about; and 


	Ø
	The research project contains: 


	•
	Reasonable safeguards to protect the confidentiality and security of the personal health information, and 


	•
	Procedures to destroy the information or remove all identifying information at the earliest opportunity consistent with the purposes of the project. 


	6)
	Each committee reviews questions related to their specific expertise. Below are examples of questions considered by each committee but is not intended to be an exhaustive list.


 
	Ø
	The Ethics committee will review issues such as, but not limited to:


 
	•
	An institutional review board approval from a university, as appropriate


	•
	The benefits and risks that may arise from participation in the project – both for individuals and for the Brandon Regional Health Authority.  


	•
	Assurance that participants understand that participation is entirely voluntary and that they can withdraw at any time without giving a reason.  


 
 

	•
	Assurance that non-participation will have no impact on care or treatment (or, if a member of staff, on employment).  


	•
	Details of any compensation or benefits offered to participants (if applicable).  


	•
	Means by which the data collected will be kept confidential and/or the anonymity of participants will be protected.  


	•
	Details regarding storage, retention, and disposal of tapes, notes, or other raw data.  


	•
	How the data will be presented or disseminated and/or used by third parties (if applicable).


	•
	Review the consent form to make sure language is targeted at an appropriate reading level


 
	Ø
	The Medical Advisory committee will review questions such as:


 
	ü
	Is the purpose of the research study supported by the references provided?


	ü
	Is the research question clear enough?


	ü
	Are there any significant patient safety issues surrounding the protocol and its applications to patients in the Brandon Regional Health Authority?


	ü
	Is the study worth doing?  Is the knowledge to be gained by doing this study significant?


	ü
	Is this a protocol that physicians would be willing to allow their patients to be enrolled in?


 
	Ø
	The Executive Management committee will review questions such as:


 
	ü
	Does the Regional Health Authority have the resources available to conduct the study?   


	ü
	Is the Regional Health Authority able to recover the costs of the proposed study?  This would include a copy of a proposed budget signed by the primary investigator and information concerning the funding the Regional Health Authority would receive for conducting the study.  


	ü
	Does the proposed research fit into our current vision, mission, and values?  


	ü
	Are there any public relations issues that might arise by being part of this study?  


	ü
	Does the contract with the research organization protect the legal interests of the Regional Health Authority?


 
	7)
	The Ethics committee will notify the VP Medical and Diagnostic Services in writing of their decision.  The VP Medical and Diagnostic Services will in turn forward this to EMC.


 
	8)
	The VP of Medical and Diagnostic Services will notify EMC of the decision of MAC.


 
	9)
	The Medical Director for Psychiatric Facilities of the Brandon Regional Health Authority will submit his/her evaluation of the proposal in writing to the Vice-President of Medical and Diagnostic Services in the instance where research involves subjects being treated under the auspices of The Mental Health Act. 


 
 
	10)
	Final approval for the study is made by EMC after consideration of recommendations from the Ethics committee, MAC and the Medical Director for Psychiatric Facilities (if applicable).


 
	11)
	The VP Medical and Diagnostic Services will communicate the final decision of EMC to the prospective researcher in writing.


 
	12)
	Where approval has been granted to proceed with the research project, the researcher signs a Memorandum of Understanding with the Brandon Regional Health Authority in which the researcher agrees:


 
	ü
	Not to publish the health information requested in a form that could reasonably be expected to identify the subjects of the research project.


	ü
	To use the health information solely for the purposes of the approved research project.


	ü
	To ensure that reasonable safeguards are in place to protect the confidentiality and security of the health information.


	ü
	To a budget that recovers the costs of the proposed research from research revenues.


 
	13)
	The Vice-President of Medical Services will then sign any applicable clinical trials contract after review by the Brandon Regional Health Authority’s legal counsel.


