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SITES WHERE THE STUDY WILL BE PERFORMED:
























PROJECT  TITLE:

EXPECTED LENGTH OF STUDY:
                 
       NUMBER OF EXPERIMENTAL SUBJECTS INVOLVED:                       
The purpose of the study may be briefly stated as follows:
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RISKS
Human subjects may be exposed to the following short term and long term risks by participation in the study.
Physical risks:






























Psychological risks:






























































Financial risks: 






























Legal risks:  






























BENEFITS
Summary of Expected Benefits
Direct subject benefit:





























































Value of knowledge to be gained:












































Confidentiality of Data Collected and Publication of Results

Does the investigation require the disclosure of information by the subject concerning his or her past or present behavior?  
If so, attach a copy of all inquiries, which will be directed to the subject.  (If this information is contained in the methodology, 
a cross-reference to the pertinent pages of the methodology will suffice.) 
What use may be made of this information and other results obtained in the study?
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Before data concerning the results of the study or the subject's history or past or present behavior may be published or otherwise disseminated in such a manner that the identity of the subject may be disclosed, the subject's specific written consent for publication of identifiable information shall be obtained using a Committee-approved consent form.  A checklist to be followed in constructing an informed consent document is included with this packet.  

Will this information be kept confidential?
( NO
( YES    If yes, what procedure will be used to maintain the confidentiality of this information?

Expense to the Subject

If there will be any expenses to the subject as a result of participation (such as for transportation, etc.), explain them below and give the approximate dollar amount of the costs to be paid by the subject.  


ESTIMATED COST OF PARTICIPATION IN THIS STUDY?  




SPECIAL POPULATIONS/SAFEGUARDS AGAINST UNDUE INFLUENCE OR COERCION

· Are any of the subjects involved in this research either your students or your employees at the University of Louisville or one of its affiliated institutions?
( NO
( YES   If yes, please explain in detail: 
























· Will any minors be involved in this study (less than 18 years of age?).

( NO
(YES

· Are any of the subjects in the proposed investigation prisoners?

( NO
(YES

· Are any of the subjects in the proposed investigation cognitively impaired?
( NO
( YES
NO MINORS, PRISONERS OR COGNITIVELY IMPAIRED SUBJECTS MAY BE ENTERED INTO STUDIES WITHOUT SPECIFIC COMMITTEE APPROVAL.


When Committee approval is given for the participation of minors or cognitively impaired subjects, it is understood that it is 
the 
responsibility of the investigator to ensure that informed consent is obtained in accordance with the law.

PAYMENT OR CREDIT FOR PARTICIPATION

Will volunteers be paid for their participation?
( NO
( YES   If so, explain the amount to be paid, how the amount 
will 
be pro-rated if the subject withdraws before study completion, and/or if there is any other type of compensation for 
participation, (e.g., class credit, grades, coupons, raffles, etc.).
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Qualifications of the Research Investigator(s):
1.
Curriculum Vita(e) should be attached for the first study submitted.

2.
A personal interview may be requested by either the investigator(s) or the Committee for the purpose of establishing the preparedness of the investigator(s) to undertake the project.

Evaluation of general study design

Department heads, through appropriate procedures established within their respective departments, are responsible for reviewing research proposals/protocols for ethical considerations as well as scientific merit.  To this end, an approval letter from the Department Chair of each department involved is required.  

INFORMED CONSENT

Research investigators are responsible for obtaining informed consent in accordance with 45 CFR 46.116, and for ensuring that no human subject will be involved in the research prior to the obtaining of the consent.   Unless otherwise authorized by the IRB, research investigators are responsible for ensuring that legally effective informed consent shall:  (1) be obtained from the subject or the subject's legally au​thorized representative; (2) be in a language understandable to the subject or the rep​resentative; (3) be obtained only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether the subject should or should not participate and that minimize the possibility of coercion or undue influence; and (4) not include exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the research investigator, the sponsor, the institution or its agents from liability for negligence.

*NOTE: Telephone and/or oral research consent is not permitted in any Risk vs. Benefit research study.

Research investigators shall be responsible for ensuring that informed consent is documented by the use of a written consent form approved by the IRB and signed and dated by the subject or the sub​ject's legally authorized representative, unless this requirement is specifically waived by the IRB.  The informed consent document should be prepared using the IRB "Checklist" as a guide to ensure incorporation of the basic and additional elements, as appropriate.  Research investigators shall ensure that each person signing the written consent form is given a copy of that form.
Research investigators are responsible for maintaining in their files the original of each signed consent document.  These docu​ments shall be retained for at least three (3) years after ter​mination of the last IRB approval period.  These files will be available for inspection by the IRB or appropriate governmental officials.

Explain the procedure that will be used to obtain informed consent: 










































RECRUITING STUDY SUBJECTS

The IRB is required to ensure that appropriate safeguards exist to protect the rights and welfare of research subjects.  In fulfilling these responsibilities, an IRB is expected to review all the research documents, advertisements, and activities that bear directly on the rights and welfare of the subjects of proposed research. The methodology and the consent form are examples of documents the IRB must review.  The IRB should also review the methods that investigators propose to use to recruit subjects.

Direct advertising for research subjects, i.e., advertising that is intended to be seen or heard by prospective subjects, is not in and of itself an objectionable recruitment practice.  Direct recruiting advertisements should be seen as part of the informed consent and subject selection processes.  IRB review is necessary to ensure that the information in the advertisement is not misleading to subjects.  This is especially critical when a study may involve subjects who are likely to be vulnerable to undue influence.
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When direct advertising is to be used, the IRB should review the information contained in the advertisement and the mode of its communication, to determine that the procedure for recruiting subjects is not coercive and does not state or imply a certainty of favorable outcome or other benefits beyond what is outlined in the consent document and the methodology.  The committee should review the final copy of printed advertisements to evaluate the relative size of type used and other visual effects.  When advertisements are to be taped for broadcast, the IRB should review the final audio/video tape or text of the recording.  The IRB shall review and approve the wording of the advertisement prior to taping to preclude re-taping because of inappropriate content. The review of a taped message prepared from IRB approved text may be accomplished through the Expedited Review procedure.  National media advertisements and internet recruitment homepages are also subject to Human Studies Committees approval.  

If an investigator decides to begin advertising for subjects after the study has received IRB approval, the advertising may be considered as an amendment to the ongoing study.  When such advertisements are easily compared to the consent, the IRB may choose to review and approve the advertisement using the Expedited Review procedure.  

Generally, any advertisement to recruit subjects should be limited to the information the prospective subjects need to determine their eligibility and interest.  When appropriately worded, the following items should be included in advertisements.  Our local IRB requests the following information in advertisements:

1.
The name and address of the investigator and/or the research facility;

2.
The condition under study and/or the purpose of the research;

3.
In summary form, the criteria that will be used to determine eligibility for the study;

4.
A brief list of participation benefits, if any (e.g., course credit for participating in a research study)

5.
The time or other commitment required of the subjects; and

6.
The location of the research and the person or office to contact for further information.  

Indirect advertising for a research study may be completed by making a classroom announcement or posted written announcement about a research study.  The announcement should include a statement concerning the location where the student(s) can receive more information about the study should they be interested.  All the information outlined in points 1-6 above should be included in a classroom announcement.  A copy of the consent form for the study would be made available to the student who would then make a decision about whether or not to participate.  

*NOTE:
Direct advertising is not allowed for your own students.  Rewrite the advertisement in the third person and post it on a bulletin board.

INFORMATION ON HOW TO PREPARE A CONSENT FORM

Research investigators are responsible for obtaining informed consent in accordance with 45 CFR 46.116, and for ensuring that no human subject will be involved in the research prior to the obtaining of the consent.  A consent form must contain the information outlined in the Consent Form Checklist.  A copy of the consent form must be presented to the subject upon entrance into the study.  The form should usually be written in second person and in 'lay language'.  Please ensure that no technical terms appear in the informed consent form that have not first been defined.  Define all abbreviations (e.g. WAIS-R, MMPI, etc.) and terms such as 'cognitively impaired', etc.  If technical language is necessary, define the term in question on first usage.  Consent forms must be written on a sixth grade level.

Unless otherwise authorized by the Institutional Review Board, research investigators are responsible for ensuring that legally effective informed consent shall:

· be obtained from the subject or the subject's legally authorized representative;

· be in a common lay language understandable to the subject or the representative;

· be obtained under circumstances that offer the subject or the representative sufficient opportunity to consider whether the subject should or should not participate; and

· not include exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject's legal rights, or releases or appears to release the research investigators, the sponsor / the department, the institution or its agents from liability for negligence.  (Please note that this item is included to assist in the preparation of consent forms; do not include this information in the consent form.)

NOTE: You may obtain consent using one of three methods: signed informed consent; consent letter; or preamble.  All consents must contain the standards outlined in the consent form checklist. Attached are templates of the three options.

Research investigators are responsible for maintaining in their files the original of each signed consent document.  These docu​ments shall be retained for at least three (3) years after ter​mination of the last IRB approval period.  These files will be available for inspection by the IRB or appropriate governmental officials.

*NOTE: Telephone and oral consent are not permitted.

Conflict of Interest Declaration 

This form must be filled out for all key personnel involved with this project.  Only applicable for sponsored studies!

CONFLICT OF INTEREST (Answer ALL questions, you MUST explain any questions answered YES)
Do you have a proprietary or financial interest in the test product such as a patent, trademark, copyright, or licensing agreement?  YES   FORMCHECKBOX 
   NO  FORMCHECKBOX 
 






Have you entered into or expect to enter into any financial arrangement with study sponsor whereby compensation for conducting the study could be influenced by the outcome of the study? YES FORMCHECKBOX 
  NO FORMCHECKBOX 

(This includes, for example, an equity interest in the sponsor or compensation tied to sales of the product, such as a royalty interest.) 

Do you have a significant equity interest in the sponsor of the study?  YES   FORMCHECKBOX 
  NO    FORMCHECKBOX 

(This would include, for example, any ownership, stock options, or other financial interest whose value cannot be easily determined through reference to public prices.  It also includes an equity interest in a publicly traded company exceeding $50,000 during the period of the study and 1 year thereafter). 

Have you received or expect to receive significant payment of other sorts from the sponsor?  YES   FORMCHECKBOX 
   NO  FORMCHECKBOX 
 [ (This does not include the cost of conducting clinical studies.  This would include, for example, payments made to the investigator or the institution to support activities that have an aggregate monetary value greater than $25,000 (i.e. a grant to fund ongoing research, compensation in the form of equipment, retainers for ongoing consultation or honoraria.)] 

Will you be financially rewarded, directly or indirectly, for the enrollment or participation of subjects? YES   FORMCHECKBOX 
   NO  FORMCHECKBOX 
 
Will you or your department be paid or compensated for subjects enrolled?  YES   FORMCHECKBOX 
     NO  FORMCHECKBOX 
  

Is the funding level contingent upon the number of subjects enrolled?          YES   FORMCHECKBOX 
     NO    FORMCHECKBOX 








Will enrollment of subjects generate medical fees, which will directly or indirectly benefit you or your department?


YES   FORMCHECKBOX 
     NO    FORMCHECKBOX 
 

Study Number: 



Study Title 













































Research Personnel’s Title 










By Signing below, you certify that the above information is complete and accurate, and you agree to promptly update the above information if any relevant changes occur to your answers.

Research Personnel’s Signature  









Date:  






SUBMISSION CHECKLIST

RETURN THIS CHECKLIST WITH YOUR SUBMISSION PACKET
RETURN THIS CHECKLIST WITH YOUR SUBMISSION PACKET

(UNCOLLATED PACKETS WILL BE RETURNED VIA CAMPUS MAIL)

Please use the checklist provided below to prepare and submit your materials to the appropriate Human Studies Committee.  See list of Submission Deadlines for deadlines and for the date of the following committee meeting.  ALL SUBMISSIONS MUST BE RECEIVED BY NOON OF THE DEADLINE DATE.  Submissions received after the noon cut off will be accepted only for submission for the following month’s meeting date.

1.  
 Submission Checklist










(
2.    IRB Review Certification Form








(
3.
 Final Protocol (Drafts are not acceptable)







(
 Guidance on writing a protocol is on our website

4.
 Application for Risk vs Benefit Study


 





(
5.
 Consent Form











(
6.
 Consent Form Checklist with each item location in consent appropriately referenced

(
(found on the forms page on our website)

7.
 Advertisement to be used to recruit subjects (If applicable) 




(
8.   Conflict of Interest Form  (if applicable)







(
10.  Copy of the training certificate/letter for each key personnel on the study or 


(


a letter of all personnel listed with the dates of certification

  11.  Curriculum Vitae 










(
  12.
Chairman’s/Dean’s  Letter of Support









(
13.
  Study Synopsis











(
Your submission to the Committee should contain TWO packets of everything on the checklist and be collated in the above order.







