OBGYN Research Program Secondary Use Study Protocol Template


Study Title:
Principal Investigator ****(Must be permanent faculty):

Co-Investigators:  (resident/fellow cannot be a PI and must be listed as Co-I; mentor listed as PI)
Study Team  members:  **ALWAYS add JULIE TUMBARELLO as ADMINISTRATIVE STAFF 
Project Summary (combination of the objective & Specific Aims)
1. Objective (1-3 sentence description of the purpose of your study)
2. Specific Aims (Usually 1-3 aims; Specifically, what does your study aim to accomplish)
3. Background (1-2 Paragraphs; Describe the health problem, describe the existing research that is related to this study and describe gaps in knowledge that make this study important) 
4. Study Team Expertise (1-2 paragraphs; What do the PIs and Co-Is bring to the table that will ensure the research is carried out as planned)
5. Methodology (Describe the design and procedures to be used to accomplish he specific aims of the study. Describe the advantages of any innovative methodologies)
a. Inclusion/Exclusion Criteria
b. Recruitment Plan and Study Design

i. Number of subjects (list category/ies & number of subjects in each)
ii. Informed Consent – Comprehensive written, comprehensive oral, request for waiver of documentation of informed consent, request for waiver of documentation of informed consent (if screening need to identify the specific research procedures and/or specific subjects populations for which a waiver of documentation is being requested)
Most Secondary Use studies select “Request for waiver of informed consent/parental permission/legally authorized representative” and ask for a waiver of informed consent for ALL of the project.

You can request a waiver if study meets each of the following and must explain how:
A) The research involves no more than minimal risk to the subjects:

Explain: (Example: explain it is a retrospective chart review, or secondary use of other data and breach of confidentiality the main risk)
B) The waiver or alteration will not adversely affect the rights and welfare of the subjects.

Explain: (Example: possibly explain that the data will be de-identified)
C) Research could not practicably (i.e., feasibly) be carried out without the waiver or alteration:

Explain: (Example: state that contacting subjects to obtain informed consent would increase risk of breach of confidentiality – the consent process presents more risk than the study itself)

D) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

Explain: (Example:  explain that contacting subjects would put them at risk for greater risk of breach of confidentiality, thus subjects will not be contacted)

6. Benefits and Risks 

a. Benefits(1-3 sentence description about benefits to society)
b. Risks (Level of risk of harm to subjects)

i. Primary risk of conducting secondary use study is breach of confidentiality – if other possible risks please list

ii. Most secondary use studies will select “no more than minimal risk”

7. Confidentiality

a. Will the study team access any data that is linked to a subject’s identity by name or other identifier (usually “yes” if a medical record review)
b. Explain how subject’s privacy will be protected

(Examples: “All identifiers will be removed from data collection sheets & analysis. The only link between study number and patient identification number will be maintained on a password protected program assessable only to the study team members”)

8. Identifiable Data

a. Indicate how subjects are identified in research records

Most studies select - Indirectly -- linked to data record but stored separately (e.g., name, initials, phone number, SSN, or medical record number linked to data record but stored separately)
· Explain the necessity for collection or maintaining data linked to subjects’ identities.  

Example: Patient identifiers are necessary to obtain study data from medical records and collect demographic information

9. Protected Health Information/HIPPA
25-1 Proected Health Information/HIPAA
a. Explain why PHI is the minimum necessary to conduct the study
Example: The study is a retrospective chart review of PHI data – the study could not be done without accessing PHI
b. Will HIPPA authorization for access to the PHI be obtained for all or some subjects?
Example: HIPPA authorization will not be obtained from any subjects.
c. If HIPPA authorization for access to PHI will not be obtained indicate what alternatives will be used:

Example: Request for full or partial waiver of HIPPA authorization

25-2 HIPPA Authorization Waiver Requests
a.  Describe the plan to protect patient-subject identifiers from improper use or disclosure

Example: The identifier link will only be assessable to the research team and will be maintained on a password protected computer file in a locked office
b.  Describe the plan to destroy patient-subject identifers, at what point they will be destroyed or justification for retaining identifiers

Example: The filing linking identifiers will be deleted following data entry for analysis (or after paper is published)
c.  Provide assurance this information will not be reused or disclosed 
Example: The information will not be reused or disclosed to any other person or entity, except required by law, for authorized oversight of the research study, or for other research which the IRB has granted a waiver of the HIPPA authorization.
d. Why could this research not practicably be conducted without HIPAA waiver

Example: To obtain a written HIPPA waiver/consent from subjects would increase the risk of breach of confidentiality
e. Why could this research not practicably be conducted without access to PHI

Example: The PHI provides the basis for the data needed to complete the project

· How long will the identifiers be retained?
The identifiers will be retained for 2 years following the approval to market the device, or when at least 2 years have elapsed since the formal discontinuation of clinical development of the device. 

10. Data Retention and/or Data Destruction Plan

i. How long will you keep subject data?
ii. If you plan to destroy the data, how will you destroy it?
11. Statistical Design (You don’t have to write like a statistician for this section.  Simply use your aims to determine if you will use descriptive statistics, frequencies, tests of significance, regression, etc.; List all tests you will use.  If you are unsure, list the possible tests that you may use.  Example:  “We will use descriptive statistics such as mean and standard deviation. A variety of tests may be used  to test for significant difference including, but not limited to, chi-square, ANOVA, and t-tests)
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