Guidelines for Requesting Registry Data for Research Proposals


1. All patient research registries must be approved by the IRB. Once they are approved, the Registry Steering Committee may review registry data requests. 
2. Investigators with research questions to be answered by registry data should meet with the Registry Manager to get a brief overview of the Registry and obtain a list of data elements and data collection forms.

3. Investigator completes the form, Form 5A: Research Proposal for Conducting Registry Research
a. Each registry research proposal must include a clinician representative of the Registry as a co-Investigator.
b. Some Steering Committees require Investigators to submit form to the Epidemiology and Biostatistics Core for review. 

4. Investigator then submits form, Form 5A: Research Proposal for Conducting Registry Research, to Registry Steering Committee via the Registry Manager. Note that requests for IRB approved single surgeon data for research will not need Steering Committee approval. However, they will need CRP and IRB expedited review (submit Form #4 Retrospective Chart Review for Clinical Research).
5. Reviewers are assigned to review the proposal and complete the form, Scoring Registry Research Proposals. Reviewers should be familiar with the topic under study. One of the reviewers should have operational expertise to ensure service resources are available to support the research. 

6. When the Steering Committee meeting takes place,
a. Reviewers present the proposal to the Committee. 

b. If new data elements are being collected for this proposal, the Steering Committee decides whether to submit proposal to IRB 
i. as amendment to the current Registry IRB

ii. as a new IRB protocol 
c. Reviewer comments are documented on the form and sent to the Investigator who may revise proposal.
d. Chair of Steering Committee provides Investigator and Registry Manager with documented decision about request for use of registry data.

e. If access to Protected Health Information is required, Investigator(s) must be listed as a co-Investigator on the IRB.
f. In some circumstances, Steering Committees may provide electronic review. 
7. With documentation from the Registry Steering Committee, Registry Manager provides de-identified data to Biostatistician or PI.
8. Registry Manager enters data request into registry research tracking database 

9. When the research is presented as an abstracts and/or published,

a. Citation is sent to Registry Manager for tracking
b. Citation is sent to IRB at time of Annual Continuing Review

10. If you have questions about the steps above, call the Director of Registries and Related Research at 212.774.2144.
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