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	SCOPE OF LEGISLATION
To whom do you think new health information privacy legislation should apply?
	The legislation should also apply to researchers using or collecting personal health information

	SCOPE OF LEGISLATION

What types of personal health information do you think new legislation should cover? Should it apply to both recorded and unrecorded information?
	The health information privacy legislation should cover all information as outlined and further include health information collected for research purposes and address additional complexities which may be introduced as a result of the electronic patient record. It should also include information captured for the purposes of research.
The legislative framework needs to take due account of the needs of researchers as well as health professionals involved in the delivery of patient care and of course patients themselves.

Issues around use of health information on deceased patients should be considered carefully. This information can be extremely important for research, direct consent for accessing the data is of course not possible to obtain and there may not be an appropriate person from whom to seek consent.


	Consent
Should implied knowledgeable consent be the “standard’ in New Brunswick’s new legislation for providing health care?

Should express consent be required in other situations? What might these be and why?
	An express consent model for the purpose of providing health care and treatment would be unworkable and hence the implied knowledgeable consent model should be standard for this purpose.
In the context of research, express consent should be the general rule though there are instances where a requirement for gaining express consent is not a viable option – for instance in very large studies, in some retrospective studies and in some studies involving sensitive outcomes such as suicide or homicide. In the UK such studies can go ahead with the consent of the Patient Information Advisory Group (PIAG) which is an independent advisory board which includes both lay and professional representation and which sits on behalf of the Secretary of State for Health and reviews applications for research using PHI without express consent. Such a provincial organization could represent the interests of both the public and the research communities, ensure worthwhile research continues and ensure that there is appropriate public engagement with and assent to such research. PIAG further provides a framework for standards of data collection and archiving and for undertakings to ensure data is anonymised at the earliest opportunity and that there is public engagement in the research.

	Consent
Should the collection, use and disclosure of personal health information sometimes be allowed without a person’s consent? In what circumstances? 
	In the context of research there are instances where a requirement for gaining express consent is not a viable option – for instance in very large studies, in some retrospective studies and in some studies involving sensitive outcomes such as suicide or homicide. In the UK such studies can go ahead with which is an independent advisory board which includes both lay and professional representation and which sits on behalf of the Secretary of State for Health and reviews applications for research using PHI without express consent. Such a provincial organization could represent the interests of both the public and the research communities, ensure worthwhile research continues and ensure that there is appropriate public engagement with and assent to such research.
Research studies based on chart review should not need express consent.


	Collection, use and Disclosure of Information
Should personal health information be disclosed in these situations without a person’s consent? Other situations? What kind of consent might be needed?
	It is in the wider public interest that health research be performed and it should be supported. 
There are instances where a requirement for gaining express consent is not a viable option – for instance in very large studies, in some retrospective studies and in some studies involving sensitive outcomes such as suicide or homicide. In the UK such studies can go ahead with the consent of the Patient Information Advisory Group (PIAG) which is an independent advisory board which includes both lay and professional representation and which sits on behalf of the Secretary of State for Health and reviews applications for research using PHI without express consent. Such a provincial organization could represent the interests of both the public and the research communities, ensure worthwhile research continues and ensure that there is appropriate public engagement with and assent to such research.

Research studies based on chart review should not need express consent

All research studies should undergo ethical review and we support the establishment of  an accreditation process for researchers using personal health information.

There should be provincial registration for all studies which involve the capture of biological specimens. 

For research where there is access to PHI without express consent there should be an undertaking to make sure that there is public awareness of the research program – and assent in general –ie societal consent.

	Information Security and Independent Oversight.
What obligations for holders of personal health information do you think are needed to ensure protection of this information?
	A dedicated Access and Privacy Commission would be the appropriate office to oversee issues around accessing PHI for research and the role of consent (perhaps taking on similar responsibilities to the Patient Information Advisory Group in the UK which is an independent advisory board of both lay and professional members and which acts on behalf of the Secretary of State for health in reviewing research proposals where there is a request to access PHI without express consent).

PIAG further provides a framework for standards of data collection and archiving and for undertakings to ensure data is anonymised at the earliest opportunity and that there is public engagement in the research.

This office would also have representations for patient and research communities.

The office could take a role in accreditation of health information researchers (which we support and append a one page outline) and in setting standards for data security and confidentiality.


	Information Security and Independent Oversight 
What option for independent oversight would be right for New Brunswick?
	A dedicated Access and Privacy Commission or equivalent would be the appropriate office to oversee issues around accessing PHI for research and the role of consent (perhaps taking on similar responsibilities to the Patient Information Advisory Group in the UK which acts on behalf of the Secretary of State for health in reviewing research proposals where there is a request to access PHI without express consent).

This office would also have representations for patient and research communities.

The office could take a role in accreditation of health information researchers (which we support and append a one page outline) and in setting standards for data security and confidentiality.


