PCHRI1/2006:  Societal Implications of Personally-Controlled Records Track.
October 10, 2006.

“PCHRs at the Crossroads: Setting the Stage”

Patrick L. Taylor

Deputy General Counsel, Children’s Hospital Boston

Lecturer, Harvard Medical School


This first meeting of this track is a springboard for the work we will be doing tomorrow.   For that reason, and before our extraordinary panel delves into certain matters in more depth, I have been asked to give a brief introduction and overview of the issues we will be confronting this evening and over the next very full day.  


PCHRs are a powerful instrument of enormous potential.  They are at a pivotal point, poised between the social and legal context from which they arose, and the social and legal context they will, given their potential power, iteratively create.


Key parts of the context from which they arose, familiar to all of us, include:

- fragmented health information, historically in hard copy, scattered among multiple providers, and difficult to access, understand or use by patients, since they are written for clinicians and by clinicians to use in care by clinicians;

- linkages, usages, disclosures and exchanges now parsed, only in part, by HIPAA and divergent state and other federal laws;
- record uses and disclosures are historically controlled by (a) provider/institutional determinations and adjudications of various uses, or (b) companies, concerning records maintained in a typically proprietary form, such as the increasingly frequent genomic databases maintained by “big pharma” for their own exclusive use;
- the prevailing assertion of exclusive corporate property interests in data, and in frameworks and methods for data acquisition, maintenance, use and sharing.   Such interests are asserted by providers, creative information services vendors and others. But simultaneously, we see the emerging strength of the open source philosophy, escalating concerns about how to deal with ownership and control, and alternative approaches that harmonize competing property interests by focusing on parsing role-based needs and functions;
- growing patient empowerment, and growing provider and corporate commitments to its value;
- growing health care costs;

- growing concerns about error reduction and quality improvement, and the suggestion that patient empowerment will improve quality;

- evidence that PCHRs – even limited models – improve patient satisfaction and quality of care, help reduce errors, aid administrative efficiency in clinical care delivery, and promote informed patient participation ; and 

- a historic respect for public health agencies and governmental funding agencies in their uses of health information – a respect that was stressed but reconfirmed in the context of some communicable diseases such as HIV and contact tracing, and is now perhaps stressed again in the context of privacy concerns related to Homeland Defense.  Thus we see the re-emergence of a movement for radical autonomy, including discussion of the extent to which individual choice should be the sole determinant of whether and what information should be available for public health and research purposes.


And what social and legal context may PCHRs lead to?   I think that the future will inevitably involve, or resolve, one way or another:
- reconceptualization of clinical care, and clinicians’ and patients relationships and roles;

- reconceiving privacy and autonomy in this context;
- improvements in evidence-based medicine; decision-support; and health management by patients, providers, payers and government agencies;  

- clarifying and addressing concerns about patient expectations, peer/provider expectations and payer expectations about how data will be effectively used, and how its availability will affect standards of care;

- addressing patient expectations about the use of “their” data, creating parameters for the intangible or tangible “return on investment” for proprietary and secondary uses of personal health data, and resolving the extent to which that “return” will be to individuals or to society as a whole in the form of desirable societal benefits;

- addressing the degree to which information will be available for biomedical advances – a related but not identical issue to the preceding one – and the degree to which autonomous choices through PCHRs will determine overall data availability, including through institutional and e-network sources. 

- addressing the disharmony in paradigms and specifications among PCHRs and those who sponsor or create them, and doing so with a focus on patient/consumer interests and perceived benefit; and 
- addressing, with care, the balance and location of power to determine use of aggregate, de-identified and identifiable information, a problem that will only grow as we realize the blessings and dangers of interoperability.


The directions we go in creating the future social and legal context will depend on practical answers to many practical questions:

1.  Concerning PCHRs and consumers/patients:
- how do we enable patients’ widespread and beneficial use of PCHRs, including in a manner that cuts through resource and literacy variations?

- what should PCHRs become, and must they all be uniform, to address both patient diversity and interoperability, episodic care and chronic care?

- how do we increase PCHR utility in a manner that will also engage the market in supporting suitable and helpful PCHRs that meet social and ethical goals?

- how do we address uses by those of diminished capacity?

- how do we address surrogate consent, especially in a pediatric context with more complex and context-dependent rules around consent, privacy and autonomy?

- how do we harmonize privacy interests and trust with other goals?

2.  Concerning PCHRs and providers, payers and networks:

- What will be the role of PCHRs in provider and payer data interchanges, directly or through regional or other structures?

- How will PCHRs accommodate health system diversity, including addressing the needs of those in rural, urban and ultra-urban environments?

 - What will be the relationship between PCHRs and institutional records in (a) assuring portability of medical records for clinical care, (b) maintaining public health access, and (c) adjudicating research access in a way that protects human subjects and privacy while permitting research advances to continue?
- What will the relationship of PCHRs be to network systems:  the sole repository of data, or purely supplemental, or the source of certain forms of data, such as directly identifiable data?

3.  PCHRs and industry:

- What will best support industry innovation and development towards the development of PCHRs that are socially optimal?

- Will a pure market model optimize patient benefit?   What is the role of the market, and government or peer regulation, in balancing or harmonizing competing interests?

- Will the market fund PCHR development where the government will not, and under what circumstances?

- What should be the role of the market in establishing paradigms and standards, whether for interoperability, or for protecting rights?   Can their be competition around privacy protection and trust that coalesces with competition around utility, patient benefit, quality improvement and the full variety of other desired goals for PCHRs, or is that too much to expect of a market/competitive model?? 
- What will be the role of property rights

- of individual patients in their data?


- of companies, in potentially conflicting PCHR and network paradigms?


- in maintaining open access and sufficiently common architecture?

Finally, in this area, I think there is a dramatic asymmetry between the technology’s intricacy, and the special proficiencies it requires, and the more familiar, if nonetheless profound, legal and political terms we use to describe it.    I think there is a fundamental question about what it will take for our legal and political culture to “digest” this, in a manner that effectively aligns technical dependencies with the language and outcome of a “social and legal” track.   In effect, that is really a reminder that while we have split into three tracks at this conference, ultimately, we have to return to a common interface, language, and solution set. 


I have the good fortune to be the moderator, so need only pose questions;  I don’t need to provide any answers.  To provide some answers, and provoke your further questions, I am pleased to introduce our distinguished panel.
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