STANDARD OPERATING PROCEDURES
for handling data requests to the 
CTSC CLINICAL RESEARCH DATA WAREHOUSE

(revised 6/24/2009)

Initiation

Investigator submits Data Request
Investigator meets with BMI Specialist (optional/recommended) 

BMI Specialist completes recommendations in Office Only portion

BMI Specialist emails completed Data Request to committee members for review

BMI Specialist logs all details of above in a tracking database

Reviews conducted at a bimonthly BMI committee meeting

Final approval
IRB approval verified, Informed consent or waiver provided, HIPAA authorization or waiver provided, Study protocol provided
(Requests preparatory to research exempted from the above)

Guidance sought from IRB office in the event of concerns 
Cooperating data repository provided with technical description of data requested
Investigator reviews and signs Data Use/Transfer Agreement

Other study personnel requiring data access sign Data Use/Transfer Agreement

BMI specialist logs details of approval and documentation.

Processing

BMI Specialist queries data  and constructs an export of the minimum necessary data 

BMI Specialist replaces MRNs with randomized study numbers and retains a key 
BMI Specialist does final check to assure data as de-identified/aggregated as possible
Distribution

BMI Specialist prepares a secured network folder labeled with investigator and IRB number

Folder permissions granted to investigator and authorized study team

Cleaned data export retrieved from cooperating repository via secure means 
Export placed in investigator folder 
Investigator notified by email that data is available at designated location
BMI Specialist logs details of request fulfillment
Follow-up

BMI Specialist reports quarterly to BMI committee with summaries of above activities 
HIPAA-related documentation retained for six years
Investigator responsible for notifying BMI Specialist when active data use ends

Investigator responsible for notifying BMI Specialist when retention periods conclude

