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INSTRUCTIONS: use in conjunction with the online Initial 
Review Application form when no sponsor authored 
protocol is available. 

• Remove italicized instructions and subheadings prior to submission. 

• Depending on the nature of what you are doing, some sections may not 

be applicable to your research. If so mark as “NA” or delete. For 

simple research, such as a retrospective chart review, less than a page 

may be necessary to address the relevant sections. 

• When you write a protocol, keep an electronic copy. You will need to 

modify this copy when making changes. 

1) Protocol Title 

Title:  include the full protocol title as listed on the application form 

Protocol Version Date:       

2) Objectives 

Describe the purpose, specific aims, or objectives. 

State the hypotheses to be tested. 

3) Background 

Describe the relevant prior experience and gaps in current knowledge. 

Describe any relevant preliminary data. 

Provide the scientific or scholarly background for, rationale for, and 

significance of the research based on the existing literature and how will it 

add to existing knowledge. 

4) Inclusion and Exclusion Criteria 

Describe how your individuals will be screened for eligibility. 

Describe the criteria that define who will be included or excluded in your 

final study sample. 

Indicate specifically whether you will include or exclude each of the 

following special populations: (You may not include members of the above 

populations as subjects in your research unless you indicate this in your 

inclusion criteria.) 

• Adults unable to consent 

• Individuals who are not yet adults (infants, children, teenagers) 

• Pregnant women 

• Prisoners 
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5) Study Timelines 

Describe: 

• The duration of an individual subject’s participation in the study. 

• The duration anticipated to enroll all study subjects. 

• The estimated date for the investigators to complete this study 

(complete primary analyses) 

6) Study Endpoints 

Describe the primary and secondary study endpoints. 

Describe any primary or secondary safety endpoints. 

7) Procedures Involved 

a) Describe and explain the study design. 

Provide a description of all research procedures being performed and 

when they are performed, including procedures being performed to 

monitor subjects for safety or minimize risks. 

Provide a description of the procedures being performed already for 

diagnostic or treatment purposes. 

Describe: 

• Procedures performed to lessen the probability or magnitude of risks. 

• All drugs and devices used in the research and the purpose of their 

use, and their regulatory approval status. 

• The source records that will be used to collect data about subjects. 

(Attach all surveys, scripts, and data collection forms.) 

• What data will be collected including long-term follow-up. 

• Describe how much blood is being drawn and how often 

8) Data and/or Specimen Management and Confidentiality 

If you answered “No” in the “Data Confidentiality” section of the Initial 

Application Form and/or are collecting specimens describe the 

procedures for maintenance and confidentiality: 

• The data analysis plan, including any statistical procedures 

• Provide a power analysis 

• Describe any procedures that will be used for quality control of 

collected data and/or specimens 

• What identifiers will be included or associated with the data and/or 

specimens? 

• Where and how will data and/or specimens be stored (e.g. password 

protection, encryption, physical controls)? 
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• How long will the data and/or specimens be stored? 

• What training on HIPAA and confidentiality will individuals who have 

access to the data and/or specimens receive? 

• If the data and/or specimens will be transported (e.g. from subjects 

home to researcher lab), what precautions will be followed during the 

transport?  

• What process will be followed for receipt or transmission of the data 

and/or specimens? 

 

If data and/or specimens will be transported to an outside entity (e.g. 

study sponsor, registry, etc…): 

• How will data and/or specimens be transported?  

• Who is responsible for receipt of the data and/or specimens? 

• What information will be included in that data and/or associated with 

the specimens? 

• Where and how will the data and/or specimens be stored? 

• How long will the data and/or specimens be stored? 

• Who will have access to the data and/or specimens? 

9)  Data and/or Specimen Banking 

If data will be banked for future uses address the following questions: 

 

• What data will be banked? 

• What identifiers will be included in that data? 

• For what purpose will the data be used? 

• Where and how will data be stored? 

• How long will the data be stored? 

• Describe the procedures to release data, including: the process to 

request a release, approvals required for release, who can obtain 

data or specimens, and the data to be provided with specimens. 

 

10) Provisions to Monitor the Data to Ensure the Safety of Subjects 

This is required when research involves more than Minimal Risk to 

subjects. 

The plan might include establishing a data monitoring committee and a 

plan for reporting data monitoring committee findings to the IRB and the 

sponsor. 

Describe: 
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• The plan to periodically evaluate the data collected regarding both 

harms and benefits to determine whether subjects remain safe. 

• What data are reviewed, including safety data, untoward events, and 

efficacy data. 

• How the safety information will be collected (e.g., with case report 

forms, at study visits, by telephone calls with participants). 

• The frequency of data collection, including when safety data collection 

starts. 

• Who will review the data. 

• The frequency or periodicity of review of cumulative data. 

• The statistical tests for analyzing the safety data to determine whether 

harm is occurring. 

• Any conditions that trigger an immediate suspension of the research. 

11) Withdrawal of Subjects 

Describe anticipated circumstances under which subjects will be 

withdrawn from the research without their consent. 

Describe any procedures for orderly termination. 

Describe procedures that will be followed when subjects withdraw from 

the research, including partial withdrawal from procedures with 

continued data collection. 

12) Risks to Subjects 

List the reasonably foreseeable risks, discomforts, hazards, or 

inconveniences to the subjects related the subjects’ participation in the 

research. Include as may be useful for the IRB’s consideration, describe 

the probability, magnitude, duration, and reversibility of the risks. 

Consider physical, psychological, social, legal, and economic risks. 

If applicable, indicate which procedures may have risks to the subjects 

that are currently unforeseeable. 

If applicable, indicate which procedures may have risks to an embryo or 

fetus should the subject be or become pregnant. 

If applicable, describe risks to others who are not subjects. 

13) Potential Benefits to Subjects 

Describe the potential benefits that individual subjects may experience 

from taking part in the research. Include as may be useful for the IRB’s 

consideration, the probability, magnitude, and duration of the potential 

benefits. 

Indicate if there is no direct benefit. Do not include benefits to society or 

others. 
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14) Multi-Site Research 

If this is a multi-site study where you are the lead investigator, describe 

the processes to ensure communication among sites, such as: 

• All sites have the most current version of the protocol, consent 

document, and HIPAA authorization. 

• All required approvals have been obtained at each site (including 

approval by the site’s IRB of record). 

• All modifications have been communicated to sites, and approved 

(including approval by the site’s IRB of record) before the 

modification is implemented. 

• All engaged participating sites will safeguard data as required by 

local information security policies. 

• All local site investigators conduct the study appropriately. 

• All non-compliance with the study protocol or applicable requirements 

will reported in accordance with local policy. 

Describe the method for communicating to engaged participating sites: 

• Problems. 

• Interim results. 

• The closure of a study 

15) Community-Based Participatory Research 

Describe involvement of the community in the design and conduct of the 

research. 

Note: “Community-based Participatory Research” is a collaborative 

approach to research that equitably involves all partners in the research 

process and recognizes the unique strengths that each brings. Community-

based Participatory Research begins with a research topic of importance 

to the community, has the aim of combining knowledge with action and 

achieving social change to improve health outcomes and eliminate health 

disparities. 

16) Sharing of Results with Subjects 

Describe whether results (study results or individual subject results, such 

as results of investigational diagnostic tests, genetic tests, or incidental 

findings) will be shared with subjects or others (e.g., the subject’s primary 

care physicians) and if so, describe how it will be shared. 

17) Prior Approvals 

Describe any approvals that will be obtained prior to commencing the 

research. (E.g., school, external site. funding agency, laboratory, 

radiation safety, or biosafety approval.) 
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18) Provisions to Protect the Privacy Interests of Subjects 

Describe the steps that will be taken to protect subjects’ privacy interests. 

“Privacy interest” refers to a person’s desire to place limits on whom they 

interact or whom they provide personal information. 

Describe what steps you will take to make the subjects feel at ease with the 

research situation in terms of the questions being asked and the 

procedures being performed. “At ease” does not refer to physical 

discomfort, but the sense of intrusiveness a subject might experience in 

response to questions, examinations, and procedures. 

Indicate how the research team is permitted to access any sources of 

information about the subjects. 

19) Compensation for Research-Related Injury 

If the research involves more than Minimal Risk to subjects, describe the 

available compensation in the event of research related injury. 

Provide a copy of contract language, if any, relevant to compensation for 

research-related injury. 

20) Economic Burden to Subjects 

Describe any costs that subjects may be responsible for because of 

participation in the research. 

21) Drugs or Devices 

If the research involves drugs or device, describe your plans to store, 

handle, and administer those drugs or devices so that they will be used 

only on subjects and be used only by authorized investigators. 

☐ I confirm that all investigational drugs will be received by the Investigational 

Drug Service (IDS).  The IDS will store, handle, and administer those drugs so 

that they will be used only on subjects and be used only by authorized 

investigators. 

 

☐ I confirm that all investigational devices will be labelled in accordance with 

FDA regulations and stored and dispensed in such a manner that they will be 

used only on subjects and be used only by authorized investigators. 

 
22) ClinicalTrials.gov Registration 

 

FDAAA 801 establishes penalties for Responsible Parties who fail to comply 

withClinicalTrials.gov registration or results submission requirements. Penalties 

include civil monetary penalties and, for federally funded studies, the 

withholding of grant funds. 

 

https://clinicaltrials.gov/ct2/manage-recs
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For additional information on registration and results submissions requirements 

click here.  

If registration is necessary the following are required: 

 

• Registration and, in some instances, submission of results at Clinicaltrials.gov 

• Specific clinicaltrials.gov language in the consent form for this research. The 

language can be found in HRP 502 Template Consent under the heading 

“What happens to the information collected for the research?” 

 

Complete each section below. If you finish a section indicating the research must 

be registered on Clinicaltrials.gov is required you do not have to complete the 

remaining sections.  

 

Section 1:  NIH Funded Studies 

If yes to BOTH, the study must be registered on Clinicaltrials.gov. 
Yes  

 This study is funded by the NIH. (If this study is not funded by NIH, go to 

Section 2.) 
 One or more human subjects will be prospectively assigned to one or more 

interventions (which may include placebo or other control) to evaluate the effects 

of those interventions on health-related biomedical or behavioral outcomes. 

 

Section 2:  Studies subject to FDA jurisdiction 

If yes to ANY the study must be registered on Clinicaltrials.gov. 
Yes  

 

This is a prospective clinical study of health outcomes in human subjects that 

compares an intervention with an FDA-regulated device against a control. This 

is not a small clinical trial to determine the feasibility of a device, or a clinical 

trial to test prototype devices where the primary outcome measure relates to 

feasibility and not to health outcomes. 

 
This is a pediatric postmarket surveillance of a device as required under section 

522 of the Federal Food, Drug, and Cosmetic Act. 

 

This is a controlled clinical investigation, other than a phase I clinical 

investigation, of a drug subject to section 505 of the Federal Food, Drug, and 

Cosmetic Act or to section 351 of the Public Health Service Act. 

To view a flowchart describing applicable clinical trials subject to FDA jurisdiction click 

here. 

 

Section 3: Publishing the results 

If yes to BOTH the study must be registered on Clinicaltrials.gov. 
Yes  

 This study prospectively assigns people or a group of people to an intervention, 

with or without concurrent comparison or control groups, to study the cause-and-

effect relationship between a health-related intervention and a health outcome. 

https://clinicaltrials.gov/ct2/manage-recs
https://www.nih.gov/institutes-nih/list-nih-institutes-centers-offices
https://grants.nih.gov/clinicaltrials_fdaaa/docs/Flow_chart-ACT_only.pdf
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 The PI has access to and control over all the data from the clinical trial and has 

the right to publish the results of the trial and plans to publish the results in a 

journal that follows the ICMJE recommendations.  

This requirement includes studies of behavioral interventions. 

 

Section 4: Registration on Clinicaltrials.gov is not required 

Yes  
 I have read sections 1-3 above and registration on clinicaltrials.gov is not required 

for this research.  

 

 

http://icmje.org/journals-following-the-icmje-recommendations/

