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The following information needs to be provided using the category headings given below.  NOTE: For headings proceeded by *** see Appendices A, Consent Form.
10. GENERAL PURPOSE

[Type Here: Describe the general purpose of this study.]
11. BACKGROUND/RATIONALE

[Type Here: Describe the rationale for this study and provide references to support this rationale. Also, if a procedure or physical therapy device is being used, describe any results from previous animal or human studies, including risks and benefits observed. If a questionnaire is being used, include information supporting its validity and reliability.]
12. SPECIFIC AIMS AND HYPOTHESIS

[Type Here: List the hypothesis of the study and what the specific aims (goals) of the study are.]
13. PREVIOUS EXPERIENCE

[Type Here: Describe the previous experience of the investigator(s) in this type of study and the responsibilities of each investigator in this study.]
14. EXPECTED GROUPS

[Type Here: Describe the expected groups (control, experimental, etc.) which will comprise this study.]
15. NUMBER OF PARTICIPANTS
[Type Here: Give the number of participants anticipated for each group.]
16. INCLUSION CRITERIA

[Type Here: Outline the inclusion criteria for the participants in each group.  Justify the inclusion of any special groups of citizens as discussed in question 6 above include location of this form (Ex: See Appendix B).]
17. EXCLUSION CRITERIA

[Type Here: Outline the exclusion criteria for participants in the study.]  

18. PARTICIPANT RECRUITMENT

[Type Here: Describe the methods of participant recruitment such as media ads, mailing lists, classroom announcements, clinic surveillance, etc., which will be used throughout this study.]
19. PARTICIPANT ASSIGNMENT
[Type Here: Describe the method of how participants will be assigned to each group (randomization technique, sequential assignment, double blind, etc.).]
20. ***ROLE OF PARTICIPANTS

[Type Here: Describe in detail the role of participants in the investigation (chiropractic procedure trials, medical device studies, follow-up visits or tests, questionnaires, use of body fluids, observation, etc.)]
21. ***PARAMETERS

[Type Here: Describe the parameters to be measured and how and when these measurements will be made.]
22. EXPECTED DURATION

[Type Here: Describe the expected duration of the total study and the duration of each participant’s participation.]
23. DATA ANALYSIS

[Type Here: Describe how the data analysis will be accomplished (statistical tests, consultation with statisticians, etc.)]
24. ***RISKS TO PARTICIPANT
A. Physical

[Type Here: Describe any foreseeable Physical risks to the participant which might arise from participation in the study, including risks which might result from loss of confidentiality. Include known incidences of risk and the steps to be taken to minimize risk.]



B. Psychological

[Type Here: Describe any foreseeable Physical risks to the participant which might arise from participation in the study, including risks which might result from loss of confidentiality. Include known incidences of risk and the steps to be taken to minimize risk.]



C. Social

[Type Here: Describe any foreseeable Physical risks to the participant which might arise from participation in the study, including risks which might result from loss of confidentiality. Include known incidences of risk and the steps to be taken to minimize risk.]

D. Economic 

[Type Here: Describe any foreseeable Physical risks to the participant which might arise from participation in the study, including risks which might result from loss of confidentiality. Include known incidences of risk and the steps to be taken to minimize risk.]

E. Legal 

[Type Here: Describe any foreseeable Physical risks to the participant which might arise from participation in the study, including risks which might result from loss of confidentiality. Include known incidences of risk and the steps to be taken to minimize risk.]

F. Other

[Type Here: Describe any foreseeable Physical risks to the participant which might arise from participation in the study, including risks which might result from loss of confidentiality. Include known incidences of risk and the steps to be taken to minimize risk.]
25. ***BENEFITS TO PARTICIPANT
[Type Here: Describe the possible benefits to the participant.]
26. ***BENEFITS TO SOCIETY

[Type Here: Describe the possible benefits to society, in general.]
27. ***ALTERNATIVE PROCEDURES AND THERAPIES

[Type Here: If this project involves treatment of a physical or psychological condition please describe any acceptable alternative procedures or therapies which are available to the participant, including the alternative of non-participation.]
28. OTHER INFORMATION

[Type Here: Include any other information about the project (e.g., unusual procedures, type of participation by other institutions, etc.) that the Institutional Review Board (IRB) might need to make an informed decision about this proposal.]
29. INFORMED CONSENT
[Type Here: Describe how informed consent will be obtained.  Indicate who will discuss risks, benefits and alternatives with the participant, where and when this discussion will occur and the measures taken to assure the participant understands the study. Include where the Consent Form is located (Ex: See Appendix A]
30. ***PARTICIPANT CONFIDENTIALITY

[Type Here: Describe how participant confidentiality will be maintained.  Indicate the measures employed to protect the identity of the participant, how records will be protected, and who will have access to the confidential information.]
APPENDICES

Append a copy of the following:
A. Consent Form
· Append a copy of the Consent Form.  Use the model contained in the publication: Information for Investigators in Preparation of Human Research Protocols for IRB Review available from the Basic Science Office (S104).  Follow the directions stated at the top and throughout the Model, also include all information from the headings proceeded by *** in this document. Enough information about the purpose and procedures must be provided in everyday language so the participant will have adequate comprehension of the hazards and benefits of participation.  Statements of rights and alternatives assure the volunteer nature of consent and participation. Thorough justification is required if you choose not to cover all the elements of informed consent or choose not to have a Consent Form at all.
B. Inclusion Criteria Form

C. Exclusion Criteria Form

D. Any/All similar full proposals prepared by you or your sponsor

E. Any/All research instruments (questionnaires, letters to institutions and prospective participants, materials to be read or seen by participants, advertising)

F. Bibliography, if not provided in “Appendix D”.

G. Pertinent literature

H. Letters of cooperation from outside institutions

I. Letters of permission to use prepared surveys, questionnaires, etc.

J. References
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