
Research Protocol Template – 07/01/13
A well written protocol is the prologue to well conducted research and as such, a protocol should include, at a minimum, the following sections: brief background/rationale, study objectives, expected risks/benefits, eligibility, subject enrollment, study design/procedures, data collection and management, data analysis, quality control and quality assurance, statistical considerations,  informed consent procedures, privacy issues, unanticipated problems,  and references.  The following pages describe a template suitable for use. A few thoughtful sentences in each section are preferred to large chunks of information cut-and-pasted from other documents.  

Please note that although the protocol should contain information from a grant proposal, a grant proposal is not an acceptable protocol.

Delete this instruction box by selecting all of the text within the box and hitting “delete”.

Instructions:

1. Text in [   ] gives directions.  Replace directions with specific information about your protocol, as applicable. Delete brackets and grey area before finalizing the document.  

2. Bulleted text provides guidance as to what information should be included in each section.  Replace the bulleted text with specific information about your protocol. 
[Insert Protocol Title]
Principal Investigator:

[Include name, affiliation, and contact information]
Co-Investigators:

[Include name, affiliation, and contact information]
Study Location(s): [Name, title, and address of study location(s)]
Sponsor: [Name and contact information - Delete if not applicable]
IND/IDE: [Include IND and/or IDE number - Delete if not applicable]
Version: [Insert Version Number]
Date: [Insert Date]
[The Table of Contents can be updated by going to the “References” menu in the toolbar, then “Update Table”.]
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List of Abbreviations 
[Add frequently used abbreviations here.  Delete any abbreviations that are not applicable to your research.]
COI


Conflict of Interest

DHHS


Department of Health and Human Services

DMC


Data Monitoring Committee

DSMB


Data and Safety Monitoring Board

DSMP


Data and Safety Monitoring Plan

FERPA

Family Educational Rights and Privacy Act

FDA


Food and Drug Administration

GCP


Good Clinical Practice

HIPAA

Health Insurance Portability and Accountability Act

IBC


Institutional Biosafety Committee

ICD


Informed Consent Document

ICH


International Conference of Harmonization

IDE


Investigational Device Exemption

IDS


Investigational Drug Service

IND


Investigational New Drug 

IRB


Institutional Review Board

LAR


Legally Authorized Representative

OHRP


Office of Human Research Protections

OPRS


Office for the Protection of Research Subjects

PHI


Protected Health Information

PI


Principal Investigator

PPRA


Protection of Pupil Rights Amendment

QA/QI


Quality Assurance/Quality Improvement

SAE


Serious Adverse Event

SOP


Standard Operating Procedure

1.0
Project Summary/Abstract

· Orients the reviewer to the project.

· Provide a summary of the proposed activity that should be informative to other persons working in the same or related fields and insofar as possible understandable to a scientifically or technically literate lay reader.

· Schemas are welcomed and often provide a nice visual reference for the project.
2.0
Background/Scientific Rationale 
· Describe the research problem and provide rationale for the research. 

· Briefly summarize prior experience and/or history relevant to the research.
· For research involving the testing of drugs, biologics, or devices:
· Identify any investigational agents, drugs, devices, or biologics that will be administered or implanted into subjects.
· Summarize relevant preclinical data

· Summarize relevant clinical data to date

· Provide a rationale for the dosing or use of the device, risks to subjects, and potential benefits to subjects

· Discuss briefly any literature important to the study and include references in Section 14.  

3.0
Objectives/Aims

· This section helps to clarify the questions the researcher expects to answer

· Identify hypotheses being tested/primary endpoints/primary purpose of the protocol

· Describe secondary endpoints (if applicable)
· Substudy endpoints (if applicable)
· Study duration
4.0
Eligibility

· Identify the subject population being evaluated by the protocol.

· Indicate the source of subjects.
· Identify who will assess and determine subject eligibility. 

· Indicate how and where eligibility will be documented.
· Attach an eligibility checklist to the protocol. 

4.1 Inclusion Criteria

· List inclusion criteria.

4.2 Exclusion Criteria

· List exclusion criteria.

4.3 Excluded or Vulnerable Populations

· Describe specifically and state the justification for any vulnerable populations (i.e., minors) or any excluded populations (i.e., non-English speaking subjects). 

5.0
Subject Enrollment
· Describe screening and enrollment.

· Describe from where subjects will be recruited and any advertising or recruitment materials that will be used. 

· Describe what happens with screen failures and any data obtained from screen failures.
· Describe the methods to minimize coercion and undue influence on the subjects.  

· Describe the procedures to separate clinical responsibilities and influence from research responsibilities and influence.
6.0
Study Design and Procedures

· List any collaborating sites where human subjects research will be performed, and describe the role of those sites and collaborating investigators in performing the proposed research (if applicable).
· Describe the study design.  The description should be capable of meeting the study objectives.  

· Provide a thorough description of all study procedures, assessments and subject activities in a logical and sequential format. 

· Indicate what study activities happen when and where, including, when applicable, a study schedule that notes number and length of study visits for subjects, such as any of the following:
· Screening for eligibility
· Enrollment/baseline
· Treatment/Intervention period
· Follow-up
· Final study visit
· Early termination visit

· Unscheduled visits

· Indicate which procedures are standard of care and which procedures are being done for research purposes.

· Consider including a table or flow diagram for clarity.

For particular types of studies, the following information should be considered and provided:

For Specimen Collection Studies [Delete if not applicable]
· Describe the specimens to be collected.

· Describe aliquoting and any plans for retention specimens.

· Describe tracking and labeling system.

· Describe where the specimens be stored and who will be responsible for care of specimens during storage.

· Describe how long the specimens will be kept.

· Describe how specimens will be destroyed at study completion.

· If specimens will be banked for future use, describe what the process is for providing investigators with access to the bank.  

· Describe how such requests and access with be tracked.

· Describe how specimens will be analyzed (type and state of development of assay, controls, etc.)

Behavioral Intervention Studies [Delete if not applicable]
· Describe how the behavioral intervention will be developed or adapted for use. 

· Describe how fidelity of the intervention process will be assured. 

· Describe how competence or compliance with fidelity will be demonstrated.

· Describe how fidelity and competence will be maintained and demonstrated throughout the study.

· Describe how compliance with intervention will be ascertained.

· Describe what will be done with any audio or video tapes after the study is completed.

For Studies that Collect Existing or Prospective Data [Delete if not applicable]
· Describe the source of the information.

· Describe whether data are to be collected prospectively (come into existence after the protocol submission).

· Describe whether data are collected retrospectively (exist at the time of the protocol submission).

· Describe the time period of the medical information under review.

· Describe who will have access to collected information.

· Describe how long the information will be kept. 

· Describe plans for destroying the data or other handling once the study is completed.

· Describe any plans for de-linking, coding, or de-identifying collected information. 

Focus Group Requirements [Delete if not applicable]
· Describe qualifications of facilitator or individual supervising facilitation.  Expectations include:

· Prior experience facilitating groups

· Adequate knowledge of the topic

· Understands the purpose of group 

· Provide script or discussion questions that will be used in focus group.

· Describe any literacy or foreign language concerns or accommodations.

· Describe how information will be captured.

· Describe how information from focus group will be presented and used.  

· How will focus group responses be summarized and integrated?

· How will contradictory responses be handled?

· Will there be thematic or qualitative coding of transcribed discussions?

· Will focus group responses be used to guide the development of education materials, measures, interventions or other research procedures, publication, or inform study design?

· Describe whether information drawn from focus group will be shared with group subjects.

· Describe what will be done with any audio, image, video or digital records after the study is completed.


Survey studies [Delete if not applicable]
· Describe interview methodology.
· Describe development or selection of questionnaire.
· Describe any literacy or foreign language concerns or accommodations.

· Indicate whether questionnaire is validated.
· Describe how questionnaire will be tested (e.g., piloted). 

· Describe how missing or incomplete information will be handled in analysis. 

Studies involving use of product [Delete if not applicable]
· Name and description of product.

· Route of administration, dosing, dosage regimen and duration.

· Describe how compliance with product will be ascertained.

· Include information on how product will be obtained, stored, and tracked.

· Describe how any adverse events or serious adverse events will be handled.

· List/describe the expected adverse events based on the product label.
7.0
Expected Risks/Benefits

· Include expected risks and benefits to subjects and/or society. NOTE: Risks can be psychological, physical, social, economic, or legal. 

· Describe the expected frequency, degree of severity, and potential reversibility of the risks.

· Describe any dose modifications as a results of adverse events, as applicable.

· NOTE:  This information will be used to determine whether an event is “Expected” and therefore not an unanticipated problem requiring expedited reporting. 

8.0
Data Collection and Management Procedures
· Outline the process for data procurement.

· Describe source documents and how data will be collected from source documents and incorporated into the database.

· Describe the methods in which the data will be collected and stored (i.e., electronic, hard copy, specimens, artifacts, etc.).

· Describe where each method of data will be stored and how each method will be maintained in a secured manner (i.e., encryption, password protection, use of Qualtrics or REDCap, etc.).

· Describe who will have access to each method of data and how each method of data will be transferred to any collaborators. 

9.0
Data Analysis

· Describe arrangements for data analysis. 

10.0
Quality Control and Quality Assurance
· Describe how data will be evaluated for adherence with the protocol and for accuracy in relation to source documents.

· Describe who is responsible for the evaluation of data quality and how frequently this will be done.  

· For multi-site studies, describe who is responsible for the monitoring of the research, the evaluation of the data quality, etc.

11.0
Data and Safety Monitoring
· Addresses how problems/side effects will be identified and handled.
· For studies that are minimal risk, describe how potential problems will be monitored and handled (e.g., breaches of confidentiality, emotional upset).

· For research involving more than minimal risk to subjects, describe:

· Who will monitor adverse events (AEs) and unanticipated problems (UPs) involving risks to subjects or others and when events will be assessed.

· How AEs or UPs will be recorded and communicated amongst research team members and who is responsible for making the reports.

· The composition of the Data and Safety Monitoring Board (DSMB) and how frequently the DSMB meets, if one has been formed for the study.

· Identify how often AEs and UPs will be monitored and what events will be reported to the sponsor and/or the IRB.

· Describe stopping rules for the study.

· Describe what occurs if a subject withdraws prematurely.
12.0
Statistical Considerations

· If a study incorporates qualitative rather than quantitative methods, indicate this and describe qualitative analysis and disregard the rest of this section.

· Describe how the data will be examined and statistically analyzed to answer the objectives.

· Provide a brief sample size calculation or description of sample size calculation.  Include methods and assumptions such as loss to follow-up, as appropriate.  
13.0
Regulatory Requirements
13.1
Informed Consent 

· Describe how informed consent will be obtained and who will obtain it.

· Describe the training that will be completed by each member of the research team prior to being delegated to obtaining informed consent.

· Describe where the informed consent document will be stored and who will have access to the informed consent documents.

· If research involves minors, describe assent process, as applicable.

· If research involves non-English speaking subjects, describe the consenting process, as applicable.
· Describe the use of any waivers, if applicable.
13.2
Subject Confidentiality 

· Describe how the subject’s confidentiality will be maintained.

· Describe who will have access to the data.
· Describe whether the data will be de-identified, coded, or retain identifiers. 
· Describe plans for the destruction of any identifiers. 
· Provide justification for use of personally identifiable data or private health information (PHI). 

· Describe whether a Certificate of Confidentiality will be required.  See https://grants.nih.gov/policy/humansubjects/coc.htm.
13.3
Unanticipated Problems
· Describe process for reporting any unanticipated problems to IRB, sponsor (if applicable), and FDA (if an FDA-regulated study).     

14.0
References

· Cite supporting material organized in a standardized bibliographical manner.

Appendices
[Add appendices to your protocol here.  Delete any appendices that are not applicable to your research.]
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