
RESEARCH PROTOCOL TEMPLATE

TITLE:
INVESTIGATORS: 


RESEARCH PLAN
A.
Specific Aims

List the broad, long-term objectives and describe concisely and realistically what the specific research described in your proposal is intended to accomplish, and the hypothesis to be tested. 


Hypothesis:  
B.
Background and Significance 

Briefly give the background to the present proposal, critically evaluate existing knowledge, and specifically identify the gaps which the project is intended to fill.  Cite literature and include a list of references at the end of the protocol.

C.
Preliminary Studies


Provide an account of the PI's preliminary studies pertinent to the protocol and/or any other information that will help to establish the experience and competence of the PI to pursue the proposed project.  The titles and complete references to appropriate publications and manuscripts submitted or accepted for publication may be listed.
D.
Research Design and Methods 

Describe the research design and the procedures to be used to accomplish the specific aims of the project.  Include the means by which the data will be collected, analyzed, and interpreted.


1.
Describe any new methodology and its advantage over existing methodologies.


2.
Discuss potential difficulties and limitations of the proposed procedures and alternative approaches to achieve the aims.  


3.
Provide a tentative sequence or time table for the study.


4.
Specify procedures, situations, or materials that may be hazardous to personnel and the precautions to be taken to ensure safety.


5.
Provide justification of the sampling procedure and sample size.  


6.
Describe the composition of the study population together with a rationale for its choice ((in terms of gender and racial/ethnic group, by age distribution, risk factors, incidence/prevalence, etc.)  


7.
Identify all drugs and devices to be used, if applicable. If the drug or device is investigational under FDA policy, list the actual IND/IDE number and respective source, supplier, and/or sponsor.  If an IND/IDE has been assigned provide the FDA stage status.  Note the proposed dosage related information including instructions for administering, adverse effects, compatibility in infusions, and stability.

8.
Identify all procedures that will be used for the purpose of this research.  If blood is to be drawn, indicate amount to be withdrawn per single withdrawal, and the total amount of blood to be drawn.  If transfusions are anticipated, include assurance that the volume of blood removed for research purposes will not necessitate a transfusion. 

a. If the protocol involves “usual care,” clearly differentiate the research intervention(s) from “usual care” (whether the “usual care” is limited to one arm of the study or is being delivered to all study subjects.) Subjects must be able to identify which procedure is research and which is usual care and know who (the researcher or the subject’s health care provider) is responsible for the following with regard to each procedure:
· Explaining risks and benefits to the subject

· Providing the treatment, service or procedure

· Monitoring the procedure as applicable

· Defining whether adverse events result from usual care or research

· Alerting the subject if there is a problem with a procedure or treatment

· Documenting the subject’s clinical course while receiving the treatment/service/procedure
9. 
Identify study endpoints.

E.
Study Population

1.
Describe the characteristics of the subject population; include the anticipated number of normal volunteers, age ranges, sex, ethnic background, and health status. Identify the criteria for inclusion or exclusion (especially women and/or minorities). Explain the rationale for the use of special classes of subjects, such as fetuses, pregnant women, or others who are likely to be vulnerable, especially those whose ability to give voluntary informed consent may be questionable.

F.
Human Subjects (Risks & Benefits)


1.
Identify sources of research material obtained from individually identifiable living human subjects in the form of specimens, records or data.  Indicate whether the material or data will be obtained specifically for research purposes or whether use will be made of existing specimens, records or data.  Subjects with specific diseases or conditions are often identified as potential subjects through some type of record (e.g., medical records, patient charts, registries for cancer cases, surgical or X-ray log books, school records).   Controls may come from the same population as the subjects (always the case in a randomized clinical trial), be persons with unrelated conditions or be volunteers from the general population.  


2.
Describe plans for recruitment of subjects and the consent procedures to be followed; include the circumstances under which consent will be sought and obtained, who will seek it, who will give consent, the age range of the individuals who will give consent, the nature of the information to be provided to prospective subjects, payment for participation (if applicable), and the method of documenting consent. (State if you are requesting a 'waiver of consent process and/or documentation' from the IRB and why.)

G.
Risks and Side Effects:


1.
Describe any potential risks to subjects or others --physical, psychological, social, legal, or other and assess their likelihood and seriousness.  Describe the alternative treatments and procedures that might be advantageous to the subjects.


2.
Describe the procedures for protecting against or minimizing any potential risks, including risks to confidentiality, and assess their likely effectiveness.  Discuss provisions for insuring necessary medical or professional intervention in the event of adverse effects to the subjects.  Describe the provisions for monitoring the data to insure the safety of subjects.

3. Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and in relation to the importance of the knowledge that may reasonably be expected to result.

4. List all risks that are more than minimal (no greater probability or magnitude than those ordinarily encountered in daily life or during routine medical tests).  Include physical, psychological, social, economic, legal or other risks, where present.
5. Describe the severity and probability of all material risks, and the implications, in understandable terms.  Use a table for Common (21-100/100), Occasional (5-20/100) and Rare (<5/100) risks sorted by Immediate (1-2 days of treatment), Prompt (within 2-3 weeks before next course), Delayed (any later time during treatment) and Late (after completion of treatment) onset wherever possible.
6. If the study involves more than minimal risk, explain the provisions for monitoring the data for the safety of the participants.
H.
Benefits:  

1. The risks must be reasonable in relation to anticipated benefits, if any, to subjects, and to the importance of the knowledge reasonably expected to result.  
2. The use of modest compensation for the burdens imposed by the research may be permitted, especially if benefits are minimal, but should be incremental and not conditioned on completion of the entire study.  
3. Explain the expected benefits, if any, and their likelihood.  If none, say so. 

4. You may mention general benefits for science, or for other persons, if any.

I.
Setting of the Research 


Describe the setting of the research. If the research will be conducted at both PVAMC and OHSU state explicitly what will be conducted at each institution, identify it  as a multi-site study and indicate whether VA or OHSU will be the coordinating site.
J.
Resources Available to Conduct the Human Research 
  

Describe the resources available to conduct the research, including clinic space, office space, PI time, and study coordinator time (if applicable). If the PI or coordinator are working on multiple studies, address why there are enough resources to add this study.
K.
Costs To Subjects:

The Research Plan and the consent documents must describe the costs to such compensation plans in detail, including the provision of free care or medicines related to the study.

Example: Children's Hospital will give you the medicine used in this study for free. You will not be charged for anything else we do that is part of the study.  You will still have to pay for any medical care that is not part of the study.  

L.
Subject Compensation: 

The Research Plan must describe such compensation plans in detail, including the provision of free care or medicines related to the study.

M.
Confidentiality:

Include appropriate provisions to protect the privacy of subjects and maintain the confidentiality of data and safeguards to protect the rights and welfare of vulnerable subjects or those who may be susceptible to coercion or undue influence.
N.
Data Management

Explain how the data will be managed. Include statements on where electronic and hard copy data will be stored (be as specific as possible). If data will be maintained outside the PVAMC, address which institution will maintain data, specifically how the data will get there, whether or not such transfer is addressed in the informed consent form and if applicable, the HIPAA authorization, for what purpose it will go to the other institution, and who will view the data at the other institution.
O.
Data and Safety Monitoring Plan

Describe the data and safety monitoring plan.  

For interventional studies, include, at a minimum, the following:

1. What safety information will be collected including serious adverse events and unanticipated problems involving risk?

2. How will the safety information be collected, e.g., case report forms, at study visits, by telephone, etc.?

3. How frequently will data be collected and when will safety data collection begin?

4. How frequently will cumulative safety data be reviewed?
5. Will there be a Data and Safety Monitoring Committee (DMC)? (A DMC should be considered if there are multiple clinical sites, the study is blinded, interventions are high-risk, vulnerable populations are included or when required by the funding organization, FDA, sponsor or other relevant entity,)

6. If there will not be a DMC, and if applicable, what statistical tests will be used to analyze safety data and determine if harm is occurring?

7. Who will oversee safety data?

8. What conditions would trigger an immediate suspension of the research, if applicable.
For retrospective studies, including studies involving pre-existing data and biological specimens, include a discussion of potential study outcomes that may have an effect on the subject’s health or well-being and a procedure to determine when and how to notify individual subjects or their health care providers of findings that may affect the subjects’ health.  

P.
References & Literature Cited 



Compile a judicious list of relevant literature citations.  Each literature citation must include the title, names of authors, book or journal, volume number, page numbers, and year of publication.

Q.
Appendix 







Attach case report forms, questionnaires, scales, tables, charts, diagrams, manufacturer’s brochures, etc. in this section.

	
PLEASE REMEMBER TO ADD A FOOTER WITH THE DATE AND PAGE NUMBER ON EACH PAGE OF THE ENTIRE DOCUMENT
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