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Case Report Protocol Template
Case Report Title:
Principal Investigator:


Sub-investigator(s):
Purpose of case report: 

Abbreviations:
A list of abbreviations used in the protocol, if any.  

Background and Significance:

Explain why this is so interesting, provide background information
How do you know the patient? Does the attending physician still see the patient?
Study Design


This will be a single case report regarding……… 

Data Collection and Sources of Data

List the specific data fields that you will need for this and provide source(s) for each data field listed.
Who will be collecting the data?
How will data be gathered and recorded?  Do you have a data collection sheet?
Specify if a computerized database will be used. If known, describe what hardware and software will be used (e.g. data will be entered into an Excel spreadsheet on a laptop computer). Explain precautionary steps taken to assure data security and integrity.  Explain where the research data will be stored, how will data be physically secured during the study.  Please explain electronic security procedures – all portable devices must be encrypted and password-protected.  Explain what will happen to research data when the research is completed.  If the data will be destroyed (soft and/or hard copies), explain how this will be done.  If not destroyed, then explain where data to be stored, length of time, who will have access and how data secured.  

Discuss the issue of HIPAA defined protected health information use, either through the manual review of medical records, Care*Link or other electronic medical records, or programmatic extraction or reporting of data to be used in the research. For example; “An accounting of subjects for which HIPAA defined protected health information is used will be kept by the PI and automatically registered in the Quick Disclosure sub-system of Care*Link.”
Explain how data will be reported such that no individual subjects are identifiable.  If images or video files are being copied, all PHI must be deleted prior to presentation, and include the following language: “The investigators will ensure that none of the digital image/video files will display any PHI in the final presentation/publication by contacting QMC PACS helpdesk (691-5436) to anonymize the embedded PHI in the original imaging files, before submitting for peer-review or publication.”

Please keep the following required security measures in mind when developing the protocol:

· Emailing de-identified PHI is ok (however, ALL of the 18 PHI identifiers must be removed)

· PHI is only allowed under these conditions:

1) Storing PHI on an authorized encrypted thumb drive. (purchase through QMC – current type is the Kingston)  Thumb drive can be viewed on a personal computer, however no downloading onto personal computer.  

2) Storage is allowed on QMC owned computer/laptop.   

· PHI is not allowed under these conditions:

1) May not download unless it is on a secured QMC computer.

2) Cannot save to auto-login computers.

3) Not allowed to take printed PHI out of the QMC campus (preferable not out of office)

4) No storing PHI on personal cloud storage (dropbox, onedrive, googledrive, USB synced to cloud storage drive, etc.) 

5) No emailing PHI to non-QMC email.

· If PHI must be shared outside of QMC, a Data Use Agreement or a BAA must be executed as part of the RIRC approval process

*Even if the PHI belongs to the provider’s patient, the provider is not allowed to use their patient’s information for research without getting RIRC approval from the Research Regulatory Office because it is not for TPO (HIPAA –covered treatment, payment or healthcare operations).

If you/attending still see the patient, then you will need to obtain informed consent.  Please submit an informed consent form with this protocol.
Statistical Methods

Explain what stats to be employed, if any.  If none, state “N/A.”
Publication and Presentation Plan
Presenting in conference, Grand Rounds, etc?  If so, name the event(s) and general date (i.e., month and year).  Any plans to submit it for publication?

Timeline


Data collection is expected to take no longer that ????? months.  It is anticipated this study will be completed by ???????
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