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Protocol Development Outline
A protocol is a detailed summary of the investigational plan.  Investigators conducting independent studies (those that are not sponsored by pharmaceutical companies or research cooperative groups) must develop their own protocols.  The protocol should be between 3 and 10 pages in length.
1.  
Cover Page

· Title

· Principal Investigator and Sub-Investigator/s

· Version and date of protocol

2.
Background  (why is this study being done?)

· Review published papers that support this study. 
· What is missing or limiting in prior studies?
· How will this study fill the gap?
· Include literature review references and citations.
3.
Objectives of Study (what will this study hope to find?)

· What are the objectives?
· State the hypothesis if applicable
4.
Study Population (who is involved in this study?)

· Number and discussion of participants, including choice of control groups if applicable
· Participant Inclusion Criteria

· Participant Exclusion Criteria 

· Withdrawal and termination criteria (for prospective studies only)
· How long will the participant’s participation last? (for prospective studies only)
5.
Study Methods and Procedures (how and where is this study being done?)
· Discussion of overall study design and plan  (Investigational Plan)
· Prospective/Retrospective

· Observational/Interventional (randomized groups/non-randomized groups)
· Cross-sectional vs. longitudinal 

· Descriptive/exploratory vs. confirmatory
· How will these participants be recruited?
· Consent and Enrollment procedures
· Will participants be consented? 
· If so, explain how and by whom. 

· If not, explain rationale for Waiver of Consent.

· Will Legally Authorized Representatives be requested to allow for surrogate consenting if the participants cannot consent for themselves? (for prospective studies only)
· What exactly will the participants do during participation? 
· Treatments/Intervention

· Selection of investigational products and doses

· Treatments administered (including controls)

· Methods of assigning subjects to treatment groups

· Blinding (unblinded/blinded/double blinded)

· Prior and concomitant therapy

· Treatment compliance
· Total expected duration of study 
6.
Risks and Benefits
· Expected/potential benefits to participants (include that there may be no direct benefit)
· Risks to participants
· Describe procedures for protecting against or minimizing any potential risks (physical, psychological, social, confidentiality).
· Expected adverse events

i. Categorization of severity of adverse events (serious vs non-serious)

7.
Clinical Data Management (include copies of forms and tools in appendix)

· State every source from which data will be collected? (device, questionnaire, interview, EMR, etc.)

· Include all reporting forms and measurement Tools

· How will data be managed/protected?
· Where and how do you plan to present your results?
8.
Statistical Methods and Planned Analysis
· Describe the primary and secondary endpoints
· Explain how the measurement tools (surveys, questionnaires, data points, etc.) will be used in the study.

· Explain the estimated sample size and how the data will be analyzed (assistance from research statistician or data analyst is available).

9.
Literature References
10.
Appendices (i.e. list of data points, surveys, questionnaires, etc.)
 Version and Date of Protocol:

