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NEW YORK UNIVERSITY

DEPARTMENT OF PSYCHOLOGY
Application for Approval of Research with the Psychology Human Subjects Pool and Other Adults
Please Read These Instructions Carefully Before Completing the Application
(The application and other relevant forms and information are available at http://www.psych.nyu.edu/research/recruit.html)
Use this application for the Psychology Subject Pool, and if you plan to recruit participants from outside the Psychology Subject Pool for the same study.  (If you only want to recruit participants from outside the pool, use the University Committee on Activities Involving Human Subjects (UCAIHS) application.  Do not use this form.)  Prior to your first application of either kind, complete NYU’s on-line Human Subjects Tutorial, on the UCAIHS web site.

Complete this application and send it as a Word file to jim.uleman@nyu.edu, so that minor, and occasional major errors can be corrected before it is submitted to the UCAIHS.  Also send informed consent/assent, parental permission, and debriefing forms as separate Word files.  (No zip files please.)   THESE FORMS MUST BE TYPED in 11- to 12-point font.  Generally leave template formatting intact.  After you have received approval from Jim Uleman, submit this application electronically to apply.humansubjects@nyu.edu and “copy” your submission to jim.uleman@nyu.edu so that he knows what you have sent and when.  When submitting applications to the UCAIHS, be sure to email scales and obtain all required signatures.  Send the application signature page and the request for subject hours signature page as scanned pdfs.  Detailed instructions on electronic submissions are provided on the UCAIHS web site.
Most applications qualify for expedited review and are reviewed by the UCAIHS on a rolling basis, as they are received.  For details, please see the UCAIHS web site.  The UCAIHS may require you to modify your procedures before you gather any data.  Following UCAIHS full approval, you will receive as pdf attachments the date-stamped informed consent/assent, parental permission, and debriefing forms you must use in the study.  The subject pool administrator is listed as an investigator on the application form so that she will also receive these documents.  Your study will be entered into Sona and parental permission forms will be posted on the web for students to download.  Once your study has been entered in Sona, you may continue to run subjects in the fall semester, spring semester, and both summer sessions until your UCAIHS approval needs updating on Sona.  It is not necessary to submit a request for subject hours each semester.  You will receive from the UCAIHS and need to complete, as required by federal regulations, an annual request for continuing review for all projects.  Please send this report electronically directly to the UCAIHS at continue.humansubjects@nyu.edu.
Instructions for the Subject Pool Application
Be sure to read the “ResearcherGuide”at http://www.psych.nyu.edu/research/recruit.html  for further instructions. Because your application must also pass a review by UCAIHS, and because you may use subjects from outside the pool, you should consult the UCAIHS website. 
Introduction:  Students who participate in the subject pool are drawn from several psychology courses: Introduction to Psychology, Statistics, Core A and Core B courses.  Students in all these courses can gain a much clearer idea of how psychological knowledge is acquired by participating in studies, or alternatively by writing critiques of articles approved by the instructor.  Most students choose to participate in studies rather than write critiques.  Those in Introduction to Psychology must complete 7 hours of studies, and may complete as many as 4 more hours for extra course credit.  Those in the other courses must complete 2 hours of studies, and may (at the instructor’s option) do 1 more hour for extra course credit.  (Regardless of how many psychology course they are taking, no student can be required to complete more than 9 hours of studies in any single semester or 15 hours (not including hours completed for extra credit) during their degree program at NYU.)  Neither choice is graded – they are both pass-fail.  There will be a short essay on the final exam asking the student to describe one study in which they participated or one of the critiques that they wrote and relate it to other things learned in the course.  If neither option is completed by the end of the semester, an I (incomplete) will be recorded as the course grade until the requirement is completed.  (Any pool student may also participate in studies for money, usually at $10/hour.  However, no student may be offered or receive both credit and money for participation in a particular study; they must choose one or the other.) Non-pool subjects may be paid an incentive or not, as the investigator chooses.
There are potential risks of harm for students choosing the participation option over the critique option, and for non-pool subjects.  Thus our job as both instructors and investigators is to ensure that the procedures in these studies yield the anticipated benefits for subjects and at the same time pose no known, or at most, minimal risks.  First, there is the risk that subjects’ data might work to their disadvantage if made public.  Therefore, keeping their data secure and confidential is essential.  Second, whatever the benefits and risks, subjects’ (and their parents or guardians if the students are under 18 and in the pool) must be informed of these as fully as possible, so they can give truly informed consent.  Third, to ensure that participation by pool subjects promotes learning how knowledge in psychology is obtained, immediately after participating in a study students must be thoroughly debriefed (informed) about the nature of the study, the question under investigation, expected results, and their implications.

Rights and Welfare of Human Subjects in General, and as Applied to the Subject Pooltc "Rights and Welfare of Human Subjects " \l 3
Each research study proposing to use subjects from the pool or outside, must (like all other studies involving human participants, whether funded or not) meet the same basic standards designed to protect participants’ rights and welfare.  These standards deal with four central issues:

A) The possible benefits and risks of harm of a study for its participants must be appraised.  Whatever the benefits, participants must be at no known risk, or minimal risk of harm, as a consequence of research procedures.
B) The participants’ privacy must be assured by keeping participants anonymous (unnamed and otherwise unidentified) if possible and, otherwise, by keeping their data and records strictly confidential.
C) The only participants allowed into a study are those who participate voluntarily in full and un-coerced awareness of the benefits, risks, and degrees of privacy involved.  As evidence of this awareness, 
their or their legally authorized representative’s informed consent/assent to participate must be obtained in writing.

D) In addition, for all pool participants, a mandatory debriefing about the nature and implication of each study is essential, as part of the students’ education about how knowledge in psychology is discovered and formulated.

On the following Application Form, as well as the Informed Consent/Assent and Permission Form(s) and Debriefing Statement you must append to it for pool participants, you are asked to describe how your study meets these standards.  Therefore, please read carefully the information below about risk, privacy, informed consent, and debriefing before answering these questions.  Quotations are from the DHHS policy on the protection of human subjects (Federal Register Vol.  46. No. 16; Monday, January 26, 1981).  Copies of the DHHS and APA guidelines on treatment of human subjects are available in the Psychology Department office.

A.
Benefits & Potential Risks of Harm:  There are no direct benefits for students fulfilling course research requirements by participating in studies or for other subjects.  However, participation may provide pool participants with the educational benefit of becoming more aware of how knowledge is discovered or created in psychology.  It may also help the investigators reach their research goals.  Monetary payments, gifts, and course credits for participation in studies are technically “incentives,” not “benefits,” and should not be part of any description of benefits. The standard incentive rate is now $10 per hour.

Regarding potential harm, its complete absence in a study is obviously not a problem, but this can never be claimed with absolute certainty.  Therefore one should say “no known risk of harm beyond that of everyday life,” and then briefly justify that statement.  Some minimal risk of harm can be tolerated but only within limits.  These limits encompass “risks of harm anticipated in the proposed research [that] are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or test.”  In applying for the use of human subjects, the burden of proof falls on you to show that no risks greater than these are associated with the experimental manipulations, measurement techniques, or other aspects of your study.  Note, for example, that greater than minimal risks of harm could arise from the duration of a manipulation, exposure time to an fMRI measurement, type of word list studied, eye strain from computer use, and more generally any cognitive challenge, necessary misrepresentation, and/or mood induction conceivably arousing feelings of failure, depression, embarrassment or humiliation, threats to dignity, and resentment at having been deceived.  Thus, in your application you should show that greater than minimal risks do not exist in your study or, better yet, that you have taken steps to prevent or acceptably reduce any risks that might arise.
B.
Confidentiality:  Associating a participant’s data with his/her name makes it possible to use that information against the participant’s best interests - something that must be prevented.  But sometimes this association is necessary and justified.  If so, three things are required.  a) The justification must be spelled out to the human subjects committee.  b) The participant must agree to the association, as documented in a signed Informed Consent/Assent form.  And c) the confidentiality of the name-data association must be assured by making it available only to the primary researcher(s) conducting the study (and to the faculty sponsor).  

Otherwise, the data must not be associated with participants’ names. This can be done either by not recording participants’ names at all, or if the study includes more than one session, by assigning code names that track participants’ data from one session to another but are unrelated to participants’ true names.  (Do not use codes that include participants’ complete birthdates, phone numbers, social security or University ID numbers, because they could identify participants.)  Both methods achieve data anonymity, the ideal guarantor of confidentiality.  (Note, however, that participants are not anonymous, unless you never learn their names.  So it is usually best to omit any offer of anonymity.)  Finally, remember that participants have the basic right to explicitly permit the use of data gathered from them, or to withhold or withdraw it, regardless of how benign your use of their data might be.

Therefore you must ensure and explain on this application form exactly how you will maintain the anonymity, or at least the confidentiality of participants’ data, through coded identifiers and/or secure storage and restricted access to the data.  Describe where the data will be stored and to whom it will be available.  Describe how long you will keep the data (at least three years; or preferentially five years after publication as recommended by the American Psychological Association; or forever) and, if you dispose of it, how this will be done (normally by shredding or deleting computer files).

Special procedures for studies on which undergraduates collect or interpret other undergraduates' data
The Problem:  It is most important to ensure the confidentiality of an undergraduate participant’s data when the data are collected and processed by fellow undergraduates, who may know or come to know the participant in other contexts.  Because these data - particularly if collected in clinical and social research -may reveal relatively stable personal characteristics with evaluative implications (e.g. I.Q., psychopathology, or other personality traits), ensuring participants’ privacy is particularly important.

The Solution:  All studies in which undergraduates are involved in the collection or interpretation of data should be designed so that the undergraduate investigators cannot match such data with individual participants.  How this is done will depend on the particular study's design.  Here are several possibilities with relevance for many other situations as well:

i.
Names should not be obtained at all, unless they are necessary for contacting participants later.  Many studies involve one-shot data collection, so code numbers alone, assigned by the investigator at the time, ensure that all the data from one participant will be kept together.  If no names are registered or if codes are assigned that cannot later be converted back into names, the study meets the most stringent criterion for participant privacy, data anonymity.

ii.
If several testing sessions are involved, participants can be given a code number on a card that they keep, that only they know, and that they can use to identify their own data from session to session.  Or, because cards may be lost or forgotten, participants can be given a formula to generate a code number unique to themselves (e.g. the last two digits of your phone number, followed by the last two digits of your year of birth, followed by the first letters of your mother's and father's first names, etc.).

iii.
If protocols are collected from individual participants by undergraduate investigators who may recognize them, protocols should not be analyzed immediately after they are collected.  Instead, a large number should be accumulated, shuffled, and analyzed together, so that protocols and identities cannot be matched.

iv.
In some cases, none of the above procedures would solve the problem.  Suppose, for example, that the study calls for individual administration of the vocabulary subtest of the WAIS; the examiner and the participant are known to each other; and the examiner has enough experience with the test to be able to derive a clear estimate of the participant's I.Q. during administration.  In such studies, one might exclude participants known to the investigator, or have at least two investigators so that all participants can be tested by a stranger.

v.
State if the undergraduate will be using questionnaires included in the battery packet for his or her study.  It should be made clear that the data with which the undergraduate will work will have no identifiers on them.
No solutions will be foolproof, or cover all possible cases.  Use your judgment to decide what relatively stable characteristics have evaluative implications (intelligence is such a characteristic; paired-associate learning is not).  Most studies can be designed so that confidentiality is ensured.  The infrequent unclear or difficult cases will be handled on an individual basis by the Subject Pool Supervisor in consultation with the UCAIHS that ultimately reviews and must approve all proposals.

C.
“'Informed Consent/Assent' means the knowing consent of an individual and/or his/her legally authorized representative, so situated as to be able to exercise free power of choice without undue inducement or any element of force, fraud, deceit, duress, or other form of constraint or coercion.  The basic elements of information necessary to such consent include:

(1) A clear explanation of the procedures to be followed and their purposes; (2) Identification of any benefits reasonably to be expected;  (3) A description of any attendant discomforts and risks of harm reasonably to be expected;  (4) A disclosure of any appropriate alternative procedures that might be advantageous to the subject, if any;  (5) An instruction that the person is free not to participate, to withdraw consent and to discontinue participation in the project or activity at any time without prejudice to the subject; and (6) An offer to answer any inquiries concerning the procedures.”

These elements should be addressed in any consent/assent form participants and/or their legally authorized representatives are asked to review and sign before participation in your study.  Item (1) above should describe the purposes with some specificity, consistent with being brief and not revealing hypotheses you must conceal temporarily.  For example, rather than “concerned with decision making,” include what the decision making tasks are about.  Item (4) above is not usually an issue in psychology studies, and applies more clearly to therapeutic treatments.  If video- or audiotapes are involved, the consent form must indicate that the participant has the right to review all or any portion of the tape and request that it be destroyed.

You must obtain signed informed consent/assent forms from each participant before his or her participation in your study begins.  All participants get to keep a copy of the consent/assent form.  If they are under 18 years of age, you must also receive a signed permission form from their parents or legal guardians before they participate.  Students under 18 are responsible for getting their parents’ or guardians’ signatures by downloading the permission form for your study that we will post on http://www.psych.nyu.edu/research/required.html.  Template forms for pool participants’ consent/assent, and for minors’ parental or guardian permission are available at http://www.psych.nyu.edu/research/recruit.html.  You must use these templates to compose your forms, by downloading “InformedConsentAssent[Date]” and “ParentalPermission[Date].”  Consent/assent forms must be date-stamped by the UCAIHS and current; only copies of stamped consent/assent forms may be used with subjects.  All signed consent/assent and permission forms that you collect must be kept for at least three years or ideally, as recommended by the American Psychological Association, for five years after publication of the study.

 D.  Debriefing for Pool Participants or All Subjects if Deception Is Part of the Project:  Participation in several psychology studies is an engaging and effective way for pool students to learn something of how knowledge in various areas of psychology is gained – short of actually conducting studies themselves, a practical impossibility.  Therefore, immediately after each pool subject’s participation in a study, s/he must receive a verbal debriefing that fully explains the research, establishes an atmosphere of collaboration between researcher and participant and, in case of any necessary deceptions, clarifies their reasons.

Pool participants must also receive a similarly informative and educational written debriefing that, like the verbal debriefing, clearly explains (a) what the study hopes to find out or test and why, (b) how it was designed to achieve this aim, (c) whether and how the Introductory Psychology Battery was used to pre-select participants, and (d) what more general questions or phenomena it is related to.  If any deception was used, it should also describe (e) what the deception was and why it was necessary.  And it should include (f) a couple of references for further reading, and (g) a list of topics related to the study that students might find in the indices of their textbooks, so they can relate the study to their course work.  Since the students in Introductory Psychology are asked to write a 1-to-2 page essay on the final exam that describes the goals, design, and the hypothesized outcomes of one of the studies in which they participated, the language of your debriefing and the suggested readings must be informative and appropriate to these students’ comprehension level (e.g., N.Y. Daily News).

In a separate section labeled “For Advanced Students,” the debriefing should also formally (h) describe the study’s hypotheses, (i) list the independent and dependent variables, and (j) describe the statistical tests that will be performed on these variables to test the hypotheses.  This section addresses students in statistics and core A and B courses, and may use more technical language.

If there is no deception in your study, you are not required to give any non-pool participants a debriefing.  However, if deception was involved in the study, non-pool subjects must be similarly debriefed.  In all cases, keep a signed copy for yourself, as described below.
Your written debriefing must accompany this application.  It should be printed on department letterhead paper, and continue onto a second page if necessary.  It should be titled, “Debriefing for UNIQUESHORTNAME,” where UNIQUESHORTNAME is the name of the study given to participants.  Toward the bottom it must say in italics:

"I feel that I have been adequately debriefed about the nature of the study.  The investigator has explained the purposes of the research to me, and I feel that any questions I have asked were satisfactorily answered."



Participant's signature:  ________________________

Date ___________

If there is any deception in your study, you must obtain a second consent to use the data.  To do this, add the following section at the end of the debriefing:
“Because this study involved mild deception, as explained above, we have to get your explicit consent to use the data we collected from you.  If you give your consent, we will be able to use your data.  If you do not give your consent, we will not be allowed to use your data and will have to destroy it.  So please CHECK ONE:

_____
I DO give my consent for you to use my data.

_____
I DO NOT give my consent for you to use my data; destroy it instead.”
Keep the original of the debriefing for yourself.  Each pool participant in your study must sign and date a copy of the debriefing for you to keep for your records.  Non-pool participants may do so.  Give another copy of the debriefing, which need not be signed, to the participant.  Submit one copy of the debriefing with this application.  Administrator Catharine Lennon will make copies of your debriefing for distribution to all the TAs or instructors of relevant courses.  These are used to grade a final exam essay question for Introductory Psychology students, and for similar purposes as determined by instructors in other courses.  On their final exam, Introductory Psychology students are asked to describe one study of their choosing that they have participated in and its relevance to the broader course material.
Preparing Your Application and Forms
If you think applying is tedious and irritating, imagine what reviewing 10 or 20 of these applications is like.  So please follow these preparation suggestions, to make our task easier.

Use 11- or 12-point font.  Consent/assent and permission forms, and debriefings should be on “real” letterhead, i.e., with all the usual addresses and phone number(s).  Everything (except the checklist, which does not go to the IRB) should retain the template’s basic format.  When you copy approved consent/assent and debriefing forms for participants to use, they should be 2-sided, so that signatures end up on the same sheet as the rest of the information.  Before you submit your application with signatures, please send it (without scales, unless they might raise ethics concerns) as a Word file (no zip files please) to jim.uleman@nyu.edu.  Please send all consent, parental permission, and debriefing forms as separate Word files to Jim Uleman.  This is for the purposes of suggesting changes to make UCAIHS approval more likely, and making it quick and easy to correct occasional minor errors without slowing down the process.  But do not count on Jim Uleman for proofreading, etc.  Applications with too many errors will just get bounced back to you, with a request to “clean it up yourself.” After you get this back from Jim with corrections (if any), and have made the necessary revisions, “copy” Jim when you submit the application directly to the UCAIHS so he knows what you have submitted.







