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Instructions:  
 A protocol describing the study plan is necessary for submission to the 

Institutional Review Board.  
 The study protocol should have the following components although each 

component may not be applicable to every type of study.  
 The IRB has the authority may request additional information.  
 The Investigator may submit a protocol authored by the study sponsor or other 

funding agency / grant application in lieu of the Protocol.  
 
The Protocol Template may assist you in the development of your study plan. 
 

Protocol Template 
1.  General Information: 
Version Number / Date         /      
Principal Investigator                   
Protocol Title                          

2. Background:  
 Provide the scientific or scholarly background and rational for the research 

based on the existing literature  
 Describe the relevant prior experience and gaps in current knowledge 
 Describe any relevant preliminary data and results of related studies 
 Explain the purpose of this study 
 Explain the significance of the research and how it will add to existing knowledge 
 Describe the importance of the knowledge expected to result from this study 

3.  Study Location / Research Setting: 
 Describe the location / setting where the research will be conducted, identify the 

study site(s).  
 Explain any site-specific regulations or customs affecting the study if applicable 

and if they differ from the US (if applicable) 
 Describe the local scientific and ethical review structure 
 Describe the composition and involvement of any community advisory board (if 

applicable) 
 Provide the Principal Investigator’s experience conducting research at study 

site(s) and familiarity with local culture and society 
 Potential for recruiting the required number of suitable subjects within the study 

duration 
 Site staff qualification in conducting research  
 Facilities to be used in conducting research 
 Availability of resources that may be needed for subjects as a consequence of  the 

human research (i.e. medical, psychological)  
4. Study Objectives: 

 Describe the purpose, specific aims or objectives of the Human Research 
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 State the hypotheses 
5.  Study Design: 

 Study design (i.e. placebo-controlled, crossover, double blind, parallel, 
observational, retrospective chart review) 

 Primary and secondary endpoint(s) 
 Primary safety endpoint (study stopping rules) 
 Study duration 

6. Participant selection and withdrawal: 
 Source of patients, where, when and how potential subjects will be recruited 
 Procedures for obtaining informed consent 
 Early withdrawal/drop out of participants this may be participant initiated or 

investigator initiated (when and how to withdraw participants, data collection and 
follow up for withdrawn/drop out participants) 

 Justification for using vulnerable populations if applicable and safeguards to 
protect their rights. 

 Presence of special community attitudes that may affect study participation 
 Methods to be used to identify potential subjects 
 Materials that will be used to recruit subjects ( include a copy of these documents 

or final audio/video advertisement with the IRB application)  
 The total number of subjects to be recruited 
 Inclusion and exclusion criteria 

7. Investigational Product (i.e. Drug, Device) or Investigational Intervention 
 Description of the investigational product or intervention 
 Describe the treatment regimen (if study is a dosing determination; include 

expected maximum and duration of exposure). 
 Compare treatment to local standard of care 
 Participant compliance monitoring, if any changes are presented to a patient 

regime, such as a washout period provide adequate safeguards and monitoring 
 Packaging of investigational product (if applicable) 
 Blinding of investigational product and plans to break code in emergency 

situation 
 Receiving, storing, dispensing and returning investigational product 

8. Study Procedures 
 Describe each study visit; including procedures/tests involved at each visit (i.e. 

blood test, x rays, questionnaires, physical exams ) 
 Describe all measures taken to monitor test article effectiveness, observations, 

measurements made during study and efforts to minimize risk to study participant 
(vital signs, questionnaire, survey, diary) 

 Outline each follow up evaluations 
9. Statistical Plan 

 Describe the statistical methods and efforts made to reduce bias 
 Describe the sample size determination (Include power calculations or provide 
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justification for their absence, i.e. pilot or feasibility study) 
 Outline the participant population for analysis and description of study 

withdrawals, rescue therapy if applicable and potential confounding 
 Describe the data and safety monitoring to ensure subject safety 

10. Foreseeable Risks and Potential Benefits 
 Discuss any complications of study procedures 
 List all drug side effect , toxicities or device malfunctions 
 Discuss psychosocial and non-medical risks, discomforts, inconveniences 
 Outline radiation exposure 
 Describe potential benefits to individual participants 
 Describe potential benefits to a class of patients, community, country or society 

11. Safety Assessment 
 Discuss safety parameters 
 Define an adverse event and what will be considered a serious adverse event 
 Describe what will considered a protocol violation  

12. Data Handling and Record keeping 
 Confidentiality (how and where is data stored and who will have access?) 
 List of source documentation that is used to capture date (i.e. hospital records, 

clinical and office charts, laboratory reports, memos, subject diaries or evaluation 
checklists, pharmacy dispensing records) 

 Record retention (where and for how long) 
13. Sending / Receiving Specimens / Data To./ From Research Collaborators 
Outside of MMC 

 Specimens / data to be sent and /or received 
 Who will send and or receive data 
 How will specimen / data be transported? 

14. Study Finance and Insurance 
 If the manufacturer is charging for the investigational product the anticipated cost 

and availability should be described  
 Funding source(s) 
 Investigator financial conflicts of interest if any? 
 Payments to participants 
 Research related injury. 

16. Dissemination of Results 
 Publication Plan 
 Plan to share individual and or aggregate results with participants. 

17. References 
18. Attachments 
 


