[image: image1.jpg]






[Brief] Profile Proposal

Page 2




[Brief] Profile Proposal
	Proposed Profile
	Drug Safety Content Definition


	Proposed Editor
	Landen Bain, CDISC Liaison to Healthcare; Michael Ibara, Head of Pharmacovigilance Information Management, Pfizer


	Date
	January 2008


	Version
	1.0


	Domain
	Patient Care Coordination



	The Problem
	While RFD has simplifies data capture for investigator sites, content profiles will extend its value.

	RFD has proved itself to be particularly useful in two use cases that pertain to the biopharmaceutical industry: collection of clinical trial data (addressed in the companion profile “Clinical Research Data Collection Fields”, and drug safety, the topic of this proposal.  The drug safety use case addressed here is the post-market reporting of adverse drug events.  This reporting begins with a trigger event within the EHR which identifies the need to report an adverse event.  RFD summons a drug safety data capture form from the appropriate source, and the form is completed by the EHR user, assisted by auto-population scripts within the EHR.  The problem which this profile addresses is the lack of standard content for the auto-population.  
The proposed content profile will align the data requirements of the RFD data safety report with HL7’s ICSR (E2B) standard.  ICSR provides the basis for identifying the data elements required from the EHR, and greatly simplifies the involvement of the EHRs in drug safety reporting. 
This content profile will also complement the Query for Existing Data profile currently in development.  An ICSR-based content profile would provide the list of data elements that an EHR should have on hand to respond to an external query from a drug safety sponsor.



	Key Use Case
	The point of departure for this use case is a patient care site which currently reports drug safety information using RFD without a content profile.  The ‘before’ state shows the use of RFD without a content profile.  The ‘after’ state describes the use of RFD in concert with the proposed content profile. 

	Before Drug Safety Content: A physician discovers a suspected adverse event during a patient outpatient visit.  The physician uses RFD to fetch a drug safety form from the appropriate source and completes the form by hand.  
After Drug Safety Content:  A physician discovers a suspected adverse event during a patient outpatient visit.  The physician uses RFD to fetch a drug safety form from the appropriate source.  The EHR automatically provides the data elements specified in the Drug Safety Content Profile, and the forms manager populates the form and returns it to the form filler for display.  The physician reviews the partially completed form, and fills in those sections which the content profile did not specify.   RFD returns the data to the Forms Receiver.




	Standards & Systems
	<List existing systems that are/could be involved in the problem/solution.  If known, list standards which might be relevant to the solution>

	Systems:

Participating EHRs;
Participating drug safety systems.
CDISC standards: ODM, SDTM, CDASH, Terminology.

W3C standards: XForm, OWL, RDF.

HL7 standards: ICSR.


	Discussion
	<If possible, indicate why IHE would be a good venue to solve the problem and what you think IHE should do to solve it.>

	IHE has successfully reached the biopharmaceutical industry through a content-free integration profile, RFD.  Extending the reach of RFD by binding it to drug safety specific content profiles further reinforces this cross-industry alliance.  Benefits achieved will result in greater reporting compliance and improved data quality.
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