Touro College Institutional Review Board

INSTRUCTIONS FOR FILLING OUT IRB PROPOSAL FORM

Items that are explained are in BOLD type.

Explanations are in italic type.
On p.1:

Put your name next to the space for Principal Investigator.

Put the name of your advisor next to the space for Research Advisor.
Write the title of your thesis next to the space for Project Title.
The rest of p.1 is self-explanatory.

On p.2:

Sign your name in the space marked P.I.’s Signature.

Write a brief, but detailed, summary of the proposed research.  This will be used to assess the benefits and risks of the project.  Make sure that the concise statement is written in layman’s terms.

On p.3-7:

Please read through all questions (1-10).  If the answer to the question is no, move on to the next question.  If the answer is yes, answer the other portions of the question (i.e. if the answer to question 1 is yes, answer a-l). 

Attached to this packet is a sample of the required Informed Consent form. Please make sure that these forms are included with the research proposal.

On p.8:

Retype this page, including your name next to the space for Principal Investigator.

Also put the title of the proposal next to the space for Project Title.

On p.9:

This page is a continuation of p.8.  

Place your signature on the line that is marked Signature of Principal Investigator.  

Place the Date next to your signature.

Have the research advisor sign on the line that is marked Signature of Advisor.
Have the research advisor place the Date next to his/her signature.

Please address the following questions regarding your project.  Answer as briefly as possible, but in detail.  Remember that some reviewers are not specialists in your field.  Word your answer so that an educated layperson will be able to understand.  Use a separate page(s) for each question.

Question 1.
Who will the subjects be and how will they be selected?
__________________________________________________________________

You will need to address the following points:

a.
Specify the pool from which the subjects will be selected and how they will be selected.

b.
If pertinent, include specifics regarding the person who will provide the pool.

c. Detail the mechanism for access to the pool.

d. Obtain the signed consent of the institution from which the subject pool is obtained.

e. Identify criteria for selection.

e.g. age, sex, handedness

f. Identify criteria for exclusion.

g. How will the subjects be assigned to groups?

h. Describe how you will communicate with the subject and obtain the consent form.

__________________________________________________________________

Question 2.
Where will the research be performed?  Who will be your approved supervisor? 

__________________________________________________________________

a. The location of the study has to be given.

b. Describe how the subjects will get to and from the experimental location.

c. The experimental environment should be specified.  

e.g. private room or gym, time of day

Detail whether the subjects will be alone or in the presence of others.

d. If the project will be done in a Touro facility, such as a Research Lab, you must have a Touro faculty supervisor.

e. If the project will be done elsewhere, you must have authorization from the Director of your Department to use a supervisor in that facility.  Attach a copy of the authorization.

__________________________________________________________________

Question 3.
What precisely will be done with the participants?  Describe in fairly complete detail.  If a questionnaire will be used, please enclose a copy.


__________________________________________________________________

a. If equipment is to be used, it must be described.  

Use a picture, which may be from a catalog or a photograph, if necessary.  This should include all identifying label details.  The mode of application of the equipment and of any restraints must be given.  Photographs are helpful here as well.

b. All time variables, frequency and number of sessions, the total duration of individual sessions and of the project have to be specified.

c. For example, if the project involves exercise, you must state the number of repetitions, sets, and weights used.

d. Are subjects going to be tested individually or simultaneously?

e. If a separate control group will be used, under what conditions will they participate?

__________________________________________________________________

Question 4.
How will subject anonymity and confidentiality be guaranteed?

__________________________________________________________________



No personal data should be shared with anyone without their consent.


__________________________________________________________________

Question 5.
Will the project require subjects to be uninformed, misled or misinformed in any way? 



(e.g. sham treatment, placebo effects)


__________________________________________________________________

If yes, discuss the rationale for this approach and what measures are being taken to remove the deception at the earliest possible moment.


__________________________________________________________________

Question 6.
In your judgment, will the project involve discomfort, stress or risk to the subject?


__________________________________________________________________

If yes, describe all risks.  Discuss the rationale for the approach selected and what measures are being taken to minimize or remove the discomfort, stress or other risk.

a.
In a study where discomfort is expected, the subject must be warned to avoid any activity that would aggravate discomfort.

b.
Include a copy of the list of specific precautions or instructions you will give to the subject.

c.
What specific precautions will you be taking?


__________________________________________________________________

Question 7.
If a written consent form will be obtained from the subjects, please attach a copy.  If your project is a survey, please attach the cover letter and questionnaire.  Generally, surveys will not require a separate consent form.

__________________________________________________________________

The following information must be included in the consent form or cover letter:

a. Full disclosure of who is doing the research and why.

e.g. Jane Doe, a physical therapy student at the Touro College School of Health Sciences, in partial fulfillment of the requirements for a Master’s Degree.

b. Location of the study.

c. Supervised by (on site supervisor’s name).

d. Rationale for the study.

e. Description of procedure, including number of sessions and duration of each session.

f. Statement of risks.

g. Liability disclosure.

h. Assurance of anonymity.

i. Questions are to be addressed to: Give name and phone number.  DO NOT give the Touro College number.
j. Assurance that the subject may withdraw at any time without prejudice.

k. Make sure the consent letter adequately addresses all items previously covered.

l. The consent form/cover letter should be written in language that can be understood by a layperson with an 8th grade education.  Avoid using technical terms.

__________________________________________________________________

Question 8.
What benefits may there be to the subject(s) and/or society?

__________________________________________________________________



It is not sufficient to say that you will receive a degree.

Refer to the hypothesis, the theoretical issue, the social dilemma and what part of society will benefit.


__________________________________________________________________

The attached material is submitted for review and approval to the Touro College Institutional Review Board for the protection of human subjects.

_________________________________________


__________________


Signature of Principal Investigator




Date


__________________________________________________________________

Sign your name here.





Today’s date

__________________________________________________________________

_________________________________________


__________________


Signature of Advisor






Date


__________________________________________________________________


Have your advisor sign here.





Today’s date

__________________________________________________________________

Please ask your advisor to READ ALL of your IRB form prior to signing it.

Please hand in TWO typewritten copies of your answers to the above questions to the Chairman of the IRB Committee.  The two IRB certification pages should be stapled to the front of each copy.  Allow a minimum of THREE weeks for processing the forms, unless expedited review is requested.  *You may be asked to elaborate on or revise some portions of your submitted forms.  When you are approved, you, your advisor and your supervisor will get a letter to that effect.  You may NOT begin your project unless you have IRB approval.  If your project changes substantially after you receive IRB approval, you must resubmit it to the committee.


__________________________________________________________________

*Expedited review can be requested for non-experimental projects.

Touro College School of Health Sciences

Name of Program

SAMPLE INFORMED CONSENT FORM

Name/Code of Potential Subject: _____________________________________________

Name of Researcher: ______________________________________________________

Name of Agency: _________________________________________________________

As the principle investigator of an approved research study I am asking people to participate as subjects in the project.  You were selected as a potential subject with the following understanding:

Your participation is completely voluntary.  Should you wish to participate you will be asked to (full disclosure where appropriate).

The length of the study is __________ (hours/sessions/days/weeks).

Your participation may result in the following risks/benefits to you directly, or to society overall such as: list possible benefits.

Any information that you supply me, such as your name, is strictly confidential, and I have taken the following steps to insure this:

Your participation is completely voluntary.  Should you wish to participate, and then withdraw, there will be no effect upon any other services that you enjoy.

If, at any time, you have any questions about the study or your rights, please ask.

The researcher may elect to end your participation at any time without your consent.

You have _____ days to decide to participate.  If you agree to participate, based upon having read the above, having had it read to you, having been represented with/by legal guardian in the reading and discussion of the above information please complete either A or B below (subject or legal guardian):

Name (Print clearly): _____________________________________________________, I agree to participate in the project described to me above.  I am aware of the anticipated risks and benefits.  If the subject is under 18 years of age, parent or authorized representative must sign and date this statement below.

____________________________________________

__________________


(Signature of subject/representative)




(Date)

____________________________________________

__________________


(Principal Investigator)





(Date)
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