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New Brunswick Personal Health

Information Task Force

Mr. Jean-Guy Finn, Vice Chair
Mr. Kevin Malone, Vice Chair

Re:  Submission presented by the Populomix Cancer Research Institute
This submission is presented on behalf of the Populomix Cancer Research Institute in response to the call for submissions put forward by the New Brunswick Personal Health Information Task Force.   
Our submission will be divided in two components which include a General Submission and a Response to various questions posed in the Background Paper and Consultation Guide and finally.
A) General Submission 
Populomix is a not-for-profit private research institute that draws upon the collective knowledge and experience of Atlantic Canada's leading experts in the study of cancer, genomics, proteomics, biology, and population studies. 
Atlantic Canada, and particularly New Brunswick, offers something that few other regions of the continent can boast of having - a relatively stable population. To put it bluntly, we like where we live and we don't move a lot. According to the 2001 Canadian census, more than two-thirds of Atlantic Canadians have lived in the same home for five years; above the Canadian average of 58 per cent.  
As a research Institute, we welcome consultation with stakeholders regarding the development of new Personal Health Information access and privacy legislation in New Brunswick.  We believe that legislative change can and should provide an opportunity to build a strong information architecture which is one of the cornerstones for medical research.
We believe that Atlantic Canada, and once again particularly New Brunswick, provides a fertile ground for research given its location, its economy of scale and its relatively stable population.  Research done on a regional level, if framed properly, can and will improve the delivery of health care services for all New Brunswickers.

Members of the Populomix Cancer Research Institute are particularly interested in ensuring effective collection, storage and encryption of Personal Health Information (PHI) through the construction of large encrypted and properly anonymized databases for use by the scientific community.  Comprehensive, accessible and secure PHI databases can maximize the positive impact of health data to the benefit of all New Brunswickers.  
PHI systems can range from Cancer Registry Data to Medicare data to patients charts in individual physicians or other practitioner’s offices.  Administrative databases containing aggregate PHI are invaluable tools for researchers as they permit an examination that goes beyond the simple patient record.  PHI databases give way to insights into the patterns which affect the health of New Brunswickers. 
Research with PHI databases can also provide outcomes that have a significant impact on policies, practice and resource distribution.  The development of any legislation should be mindful of the needs of researchers in relation to the collection of PHI and the collating of this information into databases.  Legislation should facilitate and encourage research projects focusing on regional data with a view to streamlining the delivery of health care and benefiting the general health of all New Brunswickers.   
To this end, we would present four general suggestions that should be taken into consideration in framing all new PHI access and privacy legislation. These suggestions are solely focussed on the facilitation of research involving PHI databases. 

i) Encourage research within encrypted PHI databases (without the consent of the individual).  
It was noted with pleasure, that the current draft Background Paper does indeed refer to research issues under Disclosure of Personal Health Information (page 10) in stating that “there are, however, exceptions where a custodian is allowed to disclose personal health information without the consent of the individual.”  (see also three separate paragraphs on page 11 that refer to research).  

We believe that the Province of New Brunswick should encourage PHI research within existing and future databases in so long as the databases can be sufficiently encrypted and secure.   New PHI legislation has the potential to vehicle, encourage and facilitate appropriate PHI database research and, at the same time, protect people’s privacy. 
Most researchers, including many researchers working under the Populomix umbrella, are not interested in individual health information obtained through PHIs.  The strength of the information located in PHIs is contained in the aggregate health patterns of disease incidence and prevalence rates as well as health care utilization patterns.  It is important to note that large databases “hide” a wealth of information that has the potential to change health policy, improve patient safety and can assist in improving distribution of resources.
ii) Administrative data linkage for research purposes.
Data linkage of two or more encrypted PHI databases can be very useful in terms of examining, among other issues, health care utilization patterns.  For example, when examining cancer follow-up care patterns and in assessing patient compliance with, or over or under utilization of cancer follow-up care, data linkage between Medicare and Cancer Registry (CR) data is essential.  

At this point in New Brunswick, linkages have yet to be made between many of the PHI databases.  The various PHI data collection agencies individually collect a narrow set of data which does not reflect complete patient information.  As such, many researchers are often required to combine results of PHI databases in order to examine a health issues in a more comprehensive way.  This process is currently very difficult if not impossible in certain circumstances.  

Combining encrypted databases in the case of cancer research can provide rich information on all health care issues affecting cancer patients in New Brunswick.  This can be done safely and effectively if proper provisions are put in place at the outset any data warehouse construction.  This type of research is also cost effective and can have a significant impact on Health Care, an area that struggles with resource allocation.
iii) PHI Commissioner.  
Populomix suggests that a Provincial PHI Commissioner be appointed at the Deputy Minister level to develop and integrate a secure database structure to be implemented throughout the Province of New Brunswick.   
The PHI Commissioner should have significant technical knowledge and experience surrounding database design, structure, security and implementation.  This Commissioner should also have a broad oversight over all databases (throughout government) containing PHI in order to maintain integrity and consistency in the handling of PHI.

It is our position that once a particular database is secured and encrypted that it should be made available to the greater research community provided its necessity is bona fide.   Encrypted data poses little or no harm to privacy and possesses innumerable opportunities for in depth research at the regional level.  

It is also suggested that an independent advisory group be struck to provide guidance to the Government of New Brunswick with respect to what and how PHI is collected throughout the Province.  The structure of this advisory group should be flexible enough to allow periodic change in its composition to meet the changing needs of the Province of New Brunswick with respect to PHI.
iv)       The Creation of an Independent Provincially-Structured REB  
The fourth suggestion being put forward by Populomix is admittedly not solely a PHI question, per se.  However it is the opinion of Populomix that this question is corollary to that of PHI use and therefore appropriate to be examined at this time.  

Many health care research projects, particularly those which require administrative databases including PHI, are at a minimum province-wide. These projects do not happen with great frequency and Research Ethics Boards (REBs) are often left grappling with what considerations should be examined with respect to the particular hospital and with respect to the population in general.  It has been our experience that many REBs often do not feel comfortable assessing such projects given their narrow mandate (hospital REBs see their role as protecting the hospital inpatient population rather than the population of New Brunswick as a whole) and the process can be slow and inefficient. 
Although many researchers are attached to institutions that have REBs, this is not the case for all researchers in the Province of New Brunswick. For example, a solo fee-for-service clinician is usually not attached to any institutions and therefore has no access to an REB. 
Clinicians who are interested in developing research projects to improve patient care may do so in their own practices or in a group practice. This kind of research is encouraged by professional bodies such as the College of Family Physicians of Canada. The main reason for such research in medicine is related to the fact that 80% of patient contacts take place in family practice. Hence improvements in the relationship between patients and family physicians can have a significant impact.  An excellent example of this type of undertaking is the Physicians Primary Care Network, an Atlantic based CIHR funded entity, which is driven by family physicians wanting to do research based on their own patient lists.  A research project put forth by such a group, which is scattered throughout various regions and hospitals, would be subject to numerous REBs which may or may not consider the same elements. 
An independent provincially-structured REB, made up of representatives from various existing REBs, would ensure that research projects which have components dealing with PHI and PHI databases would not vary depending on what region is considering the research project.
It is our position that an independent provincially structured REB which has a grasp of the issues and ethics of research involving PHI and PHI databases, large and small, could also ensure that any new privacy and access legislation is followed and that similar ethical issues are given similar treatment throughout the Province of New Brunswick. 

B) Response on Background Paper and Consultation Guide
i) PHI and PHI databases

It is important to note from the outset that Populomix recognizes the definition being put forth by the Task Force with respect to “Personal Health Information” (PHI) which is defined as “identifiable information” which “does not include anonymous or statistical health information.”  To this end, we have made a distinction in our comments between PHI, per se, and PHI databases, which are aggregate encrypted databases of PHI.  

It is important that all encrypted data contained in a PHI database must be made anonymous with the possibility of reconstructing identity, should the need arise. To this end, it is possible that situations may arise where researchers will need to pierce the anonymity depending on findings to alert patients about potential threats to their health or benefits of new treatments. It would be advisable in this type of circumstance to develop a policy whereby researchers would make the information known to the family physician and they to the patient. It must be noted that this approach pre-supposes that the family physician already has access to the patient’s medical record.
Personal Health information privacy legislation should cover all information as outlined in the Background Paper 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.

Any new legislative framework should also 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.  
ii) Consent

Consent is a difficult question in relation to PHI.  It is the position of Populomix that consent should be divided into two categories; provision of health care and research.  Generally speaking, an express consent model (also commonly known as “informed consent”) 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.  
There are however circumstances where the individual concerned is not able or willing to provide reliable personal health information.  In these circumstances it is appropriate to capture information from another person such as a legal guardian, if available.  These circumstances are however exceptional and should not form the basis for any operating assumptions.  

In the context of research however, express consent should be the rule.  Admittedly, there may be instances where the requirement for gaining express consent is not a viable option, for example, in cases where the patients are deceased. In these cases however, the proper approach, although often cumbersome, is to proceed with seeking consent from the estate of the deceased and/or a legal representative with due authority.  Genetic descendants have a vested interested in the collection and use of all information related to their lineage.  We would urge the Task Force to approach the subject of using collected PHI from deceased patients with caution.
Research studies based on chart review, provided that the charts do not contain identifiable information, should not require express consent.  It is also our position that it would be beneficial to develop a province-wide format for information and consent documents (or or at a minimum, an available and translated precedent for all to use and adapt). There are many examples of such documents as a starting point.
iii) Data Custodians

The concept of data custodians, as defined in the working documents, is important with respect to the management of PHI.   It is the position of Populomix that the model being put forward by the Background Paper does not include medical and other researchers engaged in health research which may require access to PHI but who are not engaged directly in the delivery of patient care. Such researchers may be working at Universities, Colleges and other not-for-profit institutes (such as the Populomix Institute in Fredericton) and hospitals or other health-care delivery organizations.  It is important to note that these researchers may also collect new PHI and may generate information relevant to PHI and PHI databases (e.g. from laboratory and biological tests), and they may also collect biological specimens including blood and DNA.  It is once again essential that the needs of the research community not be overlooked in the creation of any PHI legislation.
iv) Standardization

There should also be, whenever possible, standardization of data capture – so that similar pieces of information are captured and coded in similar ways. Once again, the Province can and should play a role in this process.  There is currently a national movement towards the standardization of database design..  Any approach which is developed should be mindful of national and international efforts in this direction as we should be seeking to minimize duplicative efforts and ease trans-regional and trans-national research efforts.

A uniform (and harmonious) approach to the capture and coding of personal health information will greatly facilitate the delivery of health care and information based research.  Data matching can create a powerful research tool to understand antecedents and sequelae of health and health care across domains: for example there is serious concern about the mental health and risk of self-harm in individuals who have spent time in correction facilities and the impact of education on health and of health on education may have lifelong consequences. 
It is in the interest of the whole population to understand the complexities of the relationships between health and society so that we can better deploy limited resources to have the biggest impact on health and well being.

Finally, it is also recommended that a Provincial Registry be created to facilitate the recording of all captures of biological specimens.  This Registry should be compulsory to all PHI specimens obtained by the Government of New Brunswick and should also be able to accommodate the voluntary contributions of independent researchers in related research fields. 

v) Research and PHI
The collection of a wide range of PHI within research studies should be supported and encouraged. Such research studies should have a favorable ethical opinion from an ethics review board and if possible have been further considered by a Patient Information Advisory Group (PIAG) or equivalent if appropriate.  Such studies should not breech issues of data protection and privacy with appropriate encryption and security steps put in place.

There should be no capture of biological samples without express consent. Where it is not known at the outset exactly what genetic tests will be done on a sample or set of samples, there should be a mechanism by which individuals may give their express consent for sample collection on the understanding that in the context of research, all tests done in the future will be subject to ethics review and full respect for privacy.
Should any questions arise from our submission, please do not hesitate to contact the undersigned at the address noted below. 

Natalie H LeBlanc

Director of Operations.

www.populomix.org
Suite 324, 46 Dineen Drive

Fredericton, NB  E3B 5H1

(506) 444-0546

This document contains contributions from Mr. Warren McKenzie, Chairman of the Board of Directors, Populomix Cancer Research Institute, Dr. Roger Gervais, President of the Populomix Cancer Research Institute and Dr. Gerry Johnston, Associate Dean of Research, Dalhousie Medical School.  

Significant input was also obtained from Dr. Bo Miedema, Director of Research, Dalhousie University, Department of Family Medicine, Family Medicine Teaching Unit, Dr. Everett Chalmers Regional Hospital and Populomix Cancer Research Institute.
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