                                           The Queen’s Medical Center                                
General Retrospective Protocol Guidelines 
A. Title  
Principal Investigator(s) with address and phone number
 Co-investigator(s)

 Other study personnel (e.g. biostatistician, clinical study personnel) 
B. List of Abbreviations
A list of abbreviations used in the protocol.  Keep the list to a minimum.
C. Specific Aims/Objectives  
List the specific aims of your study.  Describe what your research intends to accomplish. 
D. Background and Significance  
Describe the prior research that has been done on your topic (literature review), identify the gaps in knowledge about your topic, and explain how your study will fill a gap in the current understanding of your topic. Include reference citations.
E. Study Design 
Describe the study design (case series, case control, etc.) .Define the study time frame, population, and list of inclusion and exclusion criteria.  
For example: This study is a case series study consisting of a retrospective medical chart review of patients admitted to The Queen’s Medical Center with a primary diagnosis of acute myocardial infarction (ICD9 code 410) from January 1, 2005 to December 31, 2005. 
                  Inclusion criteria:                                            Exclusion criteria:
             1.  Adult>18 years of age                                  1.   History of CHF, ACS, or known cardiac birth defect
             2.  Subject had acute myocardial infarction         
F. Data Collection Plan, Sources of Data, Storage, Confidentiality and Reporting
Include a Schedule of Events flowchart/table that describes the study variables,
Describe the overall data collection plan (who, what ,where, when, and how research to be conducted).  List the expected number of records to be reviewed.   Explain how you will identify the records and how you will gain access to the records/data.   Define the types of data collection instruments that will be used, and specifically list which data fields will be collected/needed. Data collection tools/forms/instruments must be attached.   Provide explanation in the time sequence of events.
If you still see the research subject, you will not meet the criteria for waiver of informed consent.  Explain how consent will be obtained, who will conduct, and where.  Attached an informed consent document with application.

Describe the sources of data (patient charts, databases, etc.) and the number of records that you will require.  Explain who will do the records review, and if a non-Care*Link database will be used, state whether you have obtained written approval from the Data Guardian of the respective database.  The approval or agreement letter should be included.  

The investigators will ensure that none of the digital image files will display any of the PHI in the final presentation/publication.   QMC  Imaging File Foom Manager(691-4212) will be contacted to anonymize the embedded PHI in the original imaging files, before submitting for peer-review or publication.
· Specify if a computerized database will be used. 
· 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.  
· Explain electronic security procedures – all portable devices must be encrypted.  
· Explain what will happen to research data when the research is completed.  If the data will be destroyed, 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 whether the data will be coded and coding procedures.  Who will have access to such codes?

Explain whether data will be anonymized (de-identified or unlinked) meaning the investigator or third party could not identify a particular individual via clinical or demographic information collected.

Explain how data will be reported such that no individual subjects are identifiable.

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).

Additional Considerations:
· For Internet Research:  Explain how subject information is or is not transmitted via the Internet.  Is a survey host being used?  Will host retain identifiable information?  Will transmission be encrypted.

· Explain how information is maintained – individually identifiable form, de-identified aggregate form?  Coded? And who has the code.  Cloud storage?  (Note:  Patriot Act allows access to cloud, possible even internationally)

· Explain how identifiable data will be shared with other sites/people/institutions.

· Explain data security plan – is data on secure servers?  On computers not connected to another system?  Stand alone?

· Remember, absolute guarantee of confidentiality is unrealistic.

· If aggregated de-identified data will be made publicly available, consider the possibility of re-identification through other means and resources, and whether this should be described.
G. Statistical Analysis Considerations 
Provide evidence that you have considered the statistical aspects of your study, such as the sample size, how you will analyze your data, and what constitutes statistical significance (e.g. p-value<0.05).  You may need to speak with a statistician.
a. Power/Sample Size Considerations

Provide details of the sample size calculation (assumptions, power level, alpha level, etc.). The assumptions used in the calculations should correspond to existing knowledge as stated in the Background and Significance.

b. Statistical Analysis Plan

Describe the statistical methods to be used for addressing each specific aim (e.g. descriptive statistics will be produced, chi-square test will be used for comparing proportions, and t-test for comparing means).  Also list the computer software that will be used for the analysis.
H.  Publication and Presentation Plans
List any meetings or conferences where you plan to present the results. If possible, list any journals you are planning to submit to for publication.
I. Timeline  
Write a short paragraph stating when you expect to complete the study.  Include certain milestones (e.g. subjects identified within 1 month, data collection completed within six months, analysis will be completed within one month after data collection ends, publication 2 months thereafter, completing the study by June 2007).
Attachments and Appendices
J. Budget Page - Brief description of fees (i.e. chart archives fee may be imposed @ $3 per chart, researcher hourly
                               fee @ $10 per hour, etc.), or attach a balance/work sheet
K. Roles of Personnel  - Also specify any privileges that will be needed (i.e. Allied Health Professionals credentialing, 
                                          Care*Link training and access required) 
L. References - List only the literature cited within your Protocol’s text.  
               Use the NIH format:  names of all authors, title, book or journal, volume, page, and year.

D.  Data collection forms and other documents used for the study.
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