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INVESTIGATOR INITIATED RESEARCH PROTOCOL TEMPLATE

The following template is a working tool that may be revised as needed by the research team. The template addresses the general areas typically seen in research protocols.   Keep in mind that through the information provided (e.g. in the protocol, consent, application etc.) the IRB must be able to ascertain that all regulatory criteria for approval are met.   
Examples responses for some sections of the template are provided in Appendix B. 
If the IRB application forms calls for information that is already fully described in the protocol you may make reference in the application to the specific protocol page(s).  If the IRB application asks for additional details that are not fully described in the protocol, provide that information.  Review all documents carefully for consistency before submitting to the IRB.    
Cover pages bearing information such as study title, name and department of principal investigator, address information, names of co-investigators may be added to this template at the user’s discretion.  If used, the cover page must be revised when there are changes to personnel listed on it.  
INFORMATION REGARDING THE REGULATORY CRITERIA FOR APPROVAL

All research projects must be developed with the following regulatory criteria for approval in mind:

1.  Minimization of Risk
Risk to participants must be minimized: 

· by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk

· by using procedures already being performed on the participants for diagnostic or treatment purposes

2.  Reasonableness of Risk
Risk to participants must be reasonable in relation to anticipated benefits, if any, to participants, and the importance of the knowledge that may reasonably be expected to result.

3.  Selection of Participants
Selection of participants must be equitable taking into account:

· the purposes of the research,

· the setting in which the research will be conducted,

· the special problems of research involving vulnerable populations,

· the selection criteria; and

· the recruitment procedures. 

Information regarding recruitment is also solicited within the IRB application.  Documents must be consistent.  

4.  Safety Monitoring 
When appropriate, the research plan makes adequate provisions for monitoring the data collected to ensure the safety of participants.  When appropriate is generally interpreted by the IRB as follows: 
· The IRB may require that a plan be in place for minimal risk studies, but does not generally do so, and for studies presenting a slight increase over minimal risk for which does generally do so.  

· The IRB will generally require that a data safety monitoring board (DSMB) or independent monitor be in place for moderate to high risk studies.  The DSMB or independent monitor may be internal or constituted by the sponsor.  In determining whether an internal board or independent monitor is required the IRB will take into consideration the length of the study, the number of subjects to be enrolled in the study, overall subject exposure and other mechanisms for monitoring already in place, e.g. adverse event reporting requirements, access to information from safety divisions etc.   

· Issues that should be addressed within the area of data safety monitoring include the frequency of the monitoring, who will conduct the monitoring, what data will be monitored, how the data will be interpreted and analyzed, what actions will be taken upon the occurrence of specific events or end points, and how communication from the DSMB to the IRB will occur.

5.  Privacy
There are adequate provisions to protect the privacy of participants, inclusive of protecting privacy during any screening activities.  Note, privacy refers to the individual being.  Information regarding subject privacy is solicited within the IRB application and the protocol template.  Documents must be consistent.  
6. Confidentiality
There are adequate provisions to maintain the confidentiality of the data, inclusive of data collected during any screening activities. Note, confidentiality refers to the information collected from/about the individual.  Information regarding plans to protect confidentiality of data is solicited within the IRB application and the protocol template.  Documents must be consistent
7.  Vulnerable Populations – Populations Afforded Additional Protections 
When some or all of the participants are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled, persons or economically or educationally disadvantaged persons, additional safeguards are included in the study to protect the rights and welfare of these participants.  When such populations are to be included, the additional information is solicited on additional forms that are required to be submitted to the IRB as part of the submission. 
8.  Consent 
For non-exempt research provisions are in place for seeking the informed consent of the participant or the participant’s legally authorized representative (LAR).  Unless waived or altered by the IRB, the consent process and form should address the following: 

· sufficient time the participant or LAR to consider participation

· the minimization of undue influence or coercion

· information to be provided in a language understandable to the participant or LAR

· that there is no exculpatory language through which the participate or LAR is made to waive or appear to waive any legal rights
· the informed consent does not release or appear to release the researcher, the sponsor, the institution or its agents from liability for negligence

· the required elements of consent
Information regarding the process of consent is also solicited within the IRB application.  Documents must be consistent. 

HIPAA Regulation:

In addition to the noted regulatory criteria for approval, investigators must also ensure that research projects, inclusive of the recruitment phase, comply with the HIPAA regulation when protected health information is utilized. Conflict of Interest must also be addressed.  
Funding Agencies:

Various funding entities may impose further requirements with which investigators must comply (e.g. the National Institute of Health, Department .of Defense, Environmental Protection Agency, Department of Energy, National Institute of Justice, Federal Bureau of Prisons).  

For clinical trials* also complete and submit Appendix A 
*Per NIH a clinical trial is a research study in which one or more human subjects are 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 health related outcomes.
[Prior to submission delete brackets and all instructional text within the brackets]  
PROTOCOL VERSION # AND/OR DATE:          
[The protocol version should be revised each time a modification is submitted to the IRB to change the protocol. You may refer to the cover page if the information is provided there. ]
Title: [The title should accurately reflect the purpose of the study.  Provide the complete full-length title for the study]:       
Background: [This section constitutes the scientific justification (rationale) for the study; i.e., the need for the research and how it will contribute to generalizable knowledge. Describe the nature of the problem your project will address and why is it important.  This rationale should be placed within the context of existing research or within your own experience and/or observation.  Knowledge of the literature surrounding this topic should be demonstrated or, if none is available, a statement should be made to that effect. If there is other work which has covered this area, show how this project will build on and add to the existing knowledge.]:       
Hypotheses or Research Question, Aims and Objectives: [A hypothesis is a tentative explanation for some occurrence that is to be further explored by investigation. It may be thought of as a supposition, a reasonable guess, a suggested answer to a problem or a prediction of expected outcomes.  A research question is the question that the research project sets out to answer.  The aim is the overall driving force/goal of the research.  The objectives are the means by which you intend to achieve the aims. These must be clear and succinct.]: 
· Hypothesis/Question:       
· Aims / objectives      
Study Design:  [Describe your proposed study design (e.g. retrospective or prospective, comparison groups, randomization, blinding, placebo controlled. This section also needs to include details about sample size, and methods of analysis.)] 
· Study design:       
· Sample size and justification [For studies limited to retrospective review of data indicate the number of records you expect to review]:       
· Explain on what basis it is reasonable to assume that the sample size will be obtained:       
· Method(s) of data analysis:       
Subject Characteristics:  [Describe subject characteristics, inclusion/exclusion criteria.  For studies involving retrospective chart reviews, describe the characteristics of the individuals' chart to be reviewed, and for  inclusion criteria include information such as ICD codes that will be used to pull the charts, relevant time frames,  etc. (e.g. patients seen by Dr. A between date and date with ICD code(s) of 111.11 )] 
· Age:        
· Ethnicity:       
· Gender:       
· Other characteristics (e.g. pregnant women, prisoners, children, decisionally impaired):       
· Inclusion Criteria:       
· Exclusion criteria:       
Study Procedures:  [Describe the procedures involved in the research (e.g. screening procedures, blood draw, surveys, interviews, x-rays, chart reviews, administration of study drug, use of research device, etc.), who will perform them and where.  This section should be quite detailed and comprehensive.  For clinical trials (e.g. a Phase I, II or III clinical trial) also complete Appendix A of this form.  Study procedures must be designed in a way that minimizes risks to participants, for example by using procedures already being done for clinical reasons and using the least risky option available]:  
· Screening Procedures, who will perform them, where:       
· Study Procedures, who will perform them, where:       
· Describe length of subject’s participation in the study including number of visits, frequency of visits, and length of visits:       
Recruitment:  [All methods to be used must be described in detail. For example, describe materials to be used and how they will be distributed, how subjects will be identified, who will first approach a potential subject and when, and any relationship between the researchers and potential subject.  If ICD codes will be used to generate mailing labels to send out recruitment material, that should be described (e.g. mailing labels will be generated for patients seen by Dr. A between date and date with ICD code(s) of xxx.xx ) For studies limited to retrospective review of data, provide a statement to that effect]:  
· All Recruitment Methods and Materials:       
Consent Process:  [Note:  Persons authorized to obtain consent must be listed on the application.  Describe in detail the process for obtaining consent.  For example, the description should indicate when /how subjects will be approached for consent, (e.g., after potential participants have made a phone call to the recruiters in response to a flyer, or in response to a poster/ad, after diagnosis). Describe where the consent process will take place, giving consideration to the need for privacy of the subject. The estimated time allotted for discussion, and how it will be ensured that subjects must have enough time to consider their decision regarding participation prior to consenting. If enrolling subject who may lack capacity, describe plans for assessing capacity.  For exempt studies that involve intervention/interaction with subjects consent is not applicable under the regulations, but the IRB will likely require a consent process and information sheet that contains the basic elements of consent.  If you are requesting a waiver of consent, or alteration to elements of provide a brief statement to indicate the type of waiver/alteration requested.  The applicable form to request the waiver/alteration must also be completed and attached to the submission.]:  
· Process for Obtaining Consent (timing, location, length of discussion, time for consideration):       
· Who will Provide Consent (e.g. subject, legally authorized representative):       
· Assessment of Capacity:       
· Request for Waiver/Alteration of Consent:       
Privacy of Subjects [describe plans for protecting the privacy of the subject, e.g. consent, procedures, interviews in private rooms] 
· Privacy of subject:       
Confidentiality of Data: [describe plans for protecting the confidentiality of the data, e.g. use of codes, passwords, encryption, storage plans, certificates of confidentiality etc.]
· Confidentiality of Data:       
Budget / resources:  [You need to think about what you will need for your research and whether those resources are available to you.  The IRB will want to know that you have thought carefully about what resources are needed and from where you expect to obtain these, and whether or not a budget workbook needs to be completed. Some types of research are more resource intensive/expensive than others and you will have to consider this when deciding upon your research method.]:       
Dissemination [Describe how you intend to disseminate the results of your research, e.g. dissertation, presentation, web site, journal article.]:        
Additional Information:  [Use this are to describe any additional information unique to your protocol.]:        
References / Literature Review:        
APPENDIX A 
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Additional Details Pertaining to Study Design for Clinical Trials
Appendix A must be completed for investigator/student initiated research projects that require review by the convened board.  For example, studies that use investigational test articles, that present more than minimal risk to subjects, or that involve prisoners, must be reviewed by the convened board.   

Note that for studies requiring review by the convened board the full board application must be completed, data safety monitoring must be addressed (e.g. by completion of Appendix B to the main application) and the Investigator Brochure and /or package insert must also be submitted if available. 
1. For a clinical trial (e.g. a Phase I, II or III study), the use of the intervention must be fully described e.g., the treatment regimen for use of drugs, placebo, medical device etc.  Also include plans for receipt of test article, storage, dispensing and reconciliation.        
2. Provide a description of known adverse events due to the intervention and the plan to deal with such adverse events (e.g. does reduction, removal of device, removal from trial.):       
3. 
Describe circumstances that may lead to a subject being removed from the trial by the PI, e.g. due to failure to follow study procedures, and the process for doing so:       
4.
Describe any stopping rules for the study:       
5.
Additional Comments by PI:        
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APPENDIX B
FOR INFORMATION ONLY - DO NOT SUBMIT THIS APPENDIX TO THE IRB
EXAMPLE RESPONSES:

Hypotheses:

A hypotheses is a logical supposition, a reasonable guess, or a suggested answer to a problem.  A  hypotheses may provide further direction for the research effort by setting forth a possible explanation for an occurrence. 
Example of Hypotheses for one study: 

· The proportion of immunization rates in children between the ages of 19 and 35 months living in the United States at the time of the National Immunization Survey (NIS) conducted by the Center for Immunizations and Respiratory Diseases (NCIRD) in 2012 will be 90% or higher.
Research Question
Research questions are generally used in lieu of hypothesis.  Sometimes the use of research questions indicates that the research project is not experimental and does not lend itself to the formulation of hypotheses.   The research question is specific as to topic and population. 

Example of a research question for one study: 
· Are childhood immunization rates in the United States remaining stable at high levels?
Goal

This is a concise statement about what you aim to demonstrate by conducting this project.

*Example Goal for one study: (*http://www.cdc.gov/nchs/nis/nis_faq.htm#PURPOSE)

· “The goal of the National Immunization Survey (NIS) is to monitor the immunizations of children across the country.”

· “By monitoring immunization across the country, the Centers for Disease Control and Prevention will be able to assess the extent to which the country, States, and certain metropolitan areas are reaching the immunization goals of the Childhood Immunization Initiative.”
Specific Objectives
The specific objectives reflect the study milestones to be reached to achieve the primary goal.  They should be a concise description of what is to be determined, identified, compared, or confirmed.  Each specific objective implies interpretation of the data, and the objectives overall represent the main goal of the study. 
*Example Objectives for one study:   (*http://www.cdc.gov/nchs/nis/nis_faq.htm#PURPOSE)

· “The study will collect data by interviewing households in all 50 States, the District of Columbia, and selected large urban areas. The interviews will be conducted by telephone with households selected by random chance.”

· “The National Immunization Survey (NIS) data will provide current, population-based, State and local area estimates of vaccination coverage produced by a standard methodology.  Each quarter, estimates of vaccination coverage levels will be calculated and valid comparisons of State efforts to deliver vaccination services will be made.” 

· “As well as evaluating progress towards national vaccination goals, the Centers for Disease Control & Prevention (CDC) will use the NIS data to identify States with the highest and lowest rates.”

· “To assure the accuracy and precision of the estimates, immunization data for surveyed children will also be collected through a mail survey of their pediatricians, family physicians, and other health care providers. The parents and guardians of NIS-eligible children are asked during the telephone interview for consent to contact children’ vaccination providers.”
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