MEDICAL IRB RESEARCH PROTOCOL
 To ensure an effective review by the Medical IRB, Investigator-initiated research involving the use of human subjects must be submitted for review in the following format. (Adapted from the PHS 398 Grant Application, including page limitations and the need to be succinct). 
 For protocols developed and issued by the sponsor (pharmaceutical companies, industry, and federal and non-federal agencies), submit the sponsor’s written protocol and the Investigator’s Brochure. The research activity may be initiated only after final approval is given by the IRB in writing. Exceptions to the preceding require administrative approval of the Chair of the IRB. The protocol, the Research Review Submission Form (RRSF), and all other required documents listed on the RRSF must be submitted to the IRB Office together as a complete packet. 
____________________________________________________________________________
NAME OF PRINCIPAL INVESTIGATOR AND TITLE OF RESEARCH ACTIVITY:
 RESEARCH PROTOCOL (See http://grants.nih.gov/grants/funding/phs398/phs398.html for further guidance).
· Specific Aims - State the specific scientific objectives of the research. 
· Background and Significance - Briefly sketch the background leading to the present proposal. Describe the contributions that the study will make to the health of human beings and/or the scientific data base, using documentation from the literature where appropriate. 
· Preliminary Studies - Summarize preliminary studies conducted by the investigator pertinent to this proposal.  State "none" if applicable. 
· Investigator Experience - Provide a brief synopsis of the principal investigator's expertise, experience, and capability to perform this research. 
· Experimental Design and Methods - Detailed protocol or patient-related studies:

· Methods and Procedures - Describe the procedure(s) in sequential detail.  Clearly identify any experimental element of the study.  Include a thorough description of any investigational drugs, therapeutic procedures, monitoring techniques, test procedures or medical devices.  The description of investigational medical devices should include information on each important component, ingredient, principle of operation, and anticipated developmental changes in the device. 
· Data Analysis and Data Monitoring - Describe plans for statistical analysis of data when appropriate.  If a data monitoring committee is appropriate to protect the safety and/or welfare of subjects, describe its operation (e.g., membership, stopping rules and frequency of review).
· Data Storage and Confidentiality - Describe where the research data will be stored during the study and how it will be secured.  The investigator must take necessary steps to maintain confidentiality of data.  This includes coding data and choosing an appropriate and secure data storage mechanism which will prevent unauthorized access to data.  State who will have access to the data.  If data with subject identifiers will be released, specify the person(s) or agency to whom the information will be released and the purpose of the release. 
· Setting - Describe briefly where the study will be conducted, e.g., private outpatient clinics, physicians offices.
· Laboratory methods and facilities - Indicate where specific laboratory tests will be performed; e.g., hospital chemistry laboratory, investigators' laboratory. 
· Estimated Period of Time to Complete the Study - Describe both the periods of time for subjects and the study overall.  
· Human Subjects - Describe the characteristics of the research population:

  
· Description of subjects is to include the projected sample size, plans for the selection of subjects, and inclusion and exclusion of criteria. 
· Sample Size - Up to ____ patients will be enrolled in this study at this site.  Approximately ____ patients at ____ sites in the U.S. will be enrolled in the study. 
· Describe both Inclusion/Exclusion Criteria 
· Describe intended gender, the age range, intended racial and ethnic distribution, and  if vulnerable subjects (e.g., those with limited autonomy or those in subordinate positions) are included, justification must be provided. 
· Identify the source from which you will obtain your study population. 
· Describe plans for recruitment of subjects.  Promotional advertisements to be used for recruiting subjects must be submitted to the IRB for review. 
· Risk/Benefit Assessment
· Describe the level of risk, and if more than minimal, describe how this research holds the prospect of a direct benefit for the subjects; 
· Describe how the anticipated benefit justifies the risk; 
· Describe how the anticipated benefit of this research is at least as favorable to the subjects as that to be received by available alternative approaches for the subjects;


If the risk is more than minimal, you must:  (See 45 CFR 46.102 (i)) 

· Describe how this research represents an increase over minimal risk; 
· Describe how this research presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected everyday life situations; 
· Describe how this research may yield generalizable knowledge about the subject's disorder or condition that is of vital importance for the understanding or amelioration of the subject's disorder or condition.  In either situation, please document that the consent of parents or guardians will be obtained, and the assent of the child who is a subject will be obtained. 
· Describe any potential RISKS OR DISCOMFORTS in detail.  Use evidence from clinical and/or animal studies to evaluate the level of potential hazards associated with participation in the research protocol.  Indicate the methods for detecting adverse reactions.  Describe the procedures for protecting against or minimizing potential risks; e.g., confidentiality, pregnancy and the fetus, etc., and assess their effectiveness.  Discuss why the risks to the subjects are reasonable in relation to proposed benefits to mankind. 
· Payment - Describe any financial remuneration for subject participation. 
· Subject Costs - Describe any anticipated costs to the research subject. 
· Consent Form - The CONSENT FORMS IS TO BE A SEPARATE DOCUMENT.  It is important that this form follows the IRB prescribed format and includes all the required elements and certain other elements when appropriate. 
· Literature Cited - The references should be limited to relevant and current literature pertinent to the proposed research. 

