UCSD Human Research Protections Program

Procedural Change Plan
	Change Title/Topic
	HIPAA Security Rule

	Background: Reason for Change
	HIPAA Security Rule compliance required by April 14, 2005 for research computing systems that contain PHI

	Change Element
	Proposed Implementation

Date
	Person Responsible
	Description of materials and/or activities planned
	Status

	New documents to create
	January 1, 2005
	Director
	· Investigator checklist for HIPAA Security Rule compliance

· Revise face pages to add question regarding use of e-PHI

· Investigator Self-certification of Security Rule compliance
	

	HRPP Office staff education plan
	March 2005
	Director
	· In-service briefing for HRPP office staff

· Update private staff website with Security Rule review procedures
	

	IRB Committee education plan
	March 2005
	Deputy Dir.
	· “Dinner-Ed” in-service briefing on Security rule for all committees during March 2005

· Web pop-up for online reviews with Security Rule requirements
	

	Investigator education plan
	January 15, 2005
	Director
	· “All-hands” e-mail to PI’s and study coordinators regarding Security Rule

· Add Security Rule overview to staff ed class curriculum

· Security Rule briefings for departments that have interventional clinical trials ongoing
	

	Website changes
	January 5, 2005
	Assoc. Dir.
	· Add News Page item on Security Rule

· HIPAA Security Rule in Research FAQ list

· Investigator Checklist for Security Rule compliance for download

· Links to relevant Security Rule sites
	

	Revise SOPPs
	April 1, 2005
	Director
	· Add Security Rule compliance to HIPAA policy section

· Add IRB review procedures to procedure section
	

	Database changes
	January 1, 2005
	Director
	· Add HIPAA e-PHI (T/F) logical field

· Transfer data from online facepage submissions to db field

· Update SD Children’s IRB database and overnight synchronization software for dual-tracked projects
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