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INSTITUTIONAL REVIEW BOARD (IRB) FOR THE PROTECTION OF HUMAN SUBJECTS
695 PARK AVENUE, ROOM E1426

PHONE (212) 650-3053 ¢ FAX (212) 650-3055

NEW YORK, NY 10021

http://www.hunter.cuny.edu/IRB

IRB PROTOCOL COVERSHEET

INSTRUCTIONS: This form must be reviewed and completed in its entirety. This form must be signed by the Principal Investigator, and if applicable,
the Faculty Advisor or Co-Principal Investigator(s). Attention to these elements will facilitate the IRB’s review of your protocol.

PLEASE TYPE OF PRINT LEGIBLY

PROTOCOL INFORMATION
TITLE
FUNDING
SOURCE
DOES THE FUNDING SOURCE REQUIRE NOTIFICATION OF THE IRB’S DECISION? |:|Yes|:|No
PRINCIPAL INVESTIGATOR (Pl) and FACULTY ADVISOR (if applicable) INFORMATION
1) PI NAME 2) PI NAME
DEPARTMENT DEPARTMENT
E-MAIL E-MAIL
ADDRESS ADDRESS
HOME HOME
ADDRESS ADDRESS
(necessary for (necessary for
mailing) mailing)
Faculty Hunter Graduate Undergraduate Faculty Hunter Graduate Undergraduate
Advisor Facullg_L/IStaff Student Student Other Advisor Facull_t_\LIIStaff Student Student Cﬁr
3) PI NAME 4) PI NAME
DEPARTMENT DEPARTMENT
E-MAIL E-MAIL
ADDRESS ADDRESS
HOME HOME
ADDRESS ADDRESS
(necessary for (necessary for
mailing) mailing)
Faculty Hunter Graduate | Undergraduate Faculty Hunter Graduate | Undergraduate
Advisor Student Student Other Adyisor

FamﬁStaﬁ

FacuﬁStaﬂ‘

Sﬁnt

Slﬁnt

Oﬁr

OTHER PROTOCOL INFORMATION

Will the study be administered in
a language other than English?
[No [ves
Be sure to attach translations of
all instruments, consent and/or
assent form(s), script(s) and
instrument(s) or submit these for
approval after the English version
has been approved.

How many participants will be
surveyed, interviewed, tested or
otherwise involved in the

project? # of
participants
How many:

# male # female

(estimate if doing a random

sample)

Will your sample include
participants from diverse
ethnic groups?

[CINo Yes

If yes, what are the groups
and their anticipated
proportions?

Does the
study involve
vulnerable
subjects?

[CINo [Jves

[CINo

Will participants have health
or mental health issues?

Yes

Is the health or mental health
of the participants the focus
of the research?|:|No Yes
If yes to either above, please
provide details in the
narrative.
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PIEASE CHECK THE BOX NEXT'TO EACH IITEM THATYO U HAVE ADDRESSED.

* SECTION 1 - TIEMS REQUIRED FORAN IRBPROTOCOL *

C O VERSHEET
[[] Did youcomplete and review thiscoversheet in its entire ty? You mustinclude all 12 pages of this coversheet
with yourapplic ation?

APPIICATION
[0 Did youcomplete the Hunter College Istitutional Review Board Application forApprovalto Use Human
Subjectsin Research (8 pages)? You must answerallquestions asked in the formatrequested. Not adhering
to the questionsorformat willresultin delays, asyourprwotocolwilbe retumed.

Did you summarize yourresearc h que stion(s) and theirsignificance? DO NOTATIACHYOURWHOIE
RESEARCH PAPER

Did you select the type of review requested (Expedited, Exempt or Full Re vie w)?

Did you provide only the originalcopy ofthe application? No copiesare necessary. Please do notstaple
individualsectionsofthe applic ation.

o OO0 O

Did you sign the protocolforms and obtain the signature ofthe Co-PrincipalInvestigatororFaculty Advisor?

KEY PERSO NNEL FO RM
[0 Did youcomplete a key personnelform? Key personnelare defined asany individual who willbe involved in
the design and conductofhuman subjectsresearch project. A copy ofthisform isavaiable on ourwebsite.

EVIDENCE OF TRAINING
[ Did youcomplete the Collaborative Institutional Training Iitiative (CIID) and attach a copy of the certific ate
forallkey personnel Taining can be completed at: www.citiprogram.org. ¥yourcertificate ison file atthe
IRBOffice, you do notneed to re-submit. Yourcettificate isvalid fora three-yearperiod. Afterthat time, you
must complete the CIlrefreshercourse. hformation about the training can be found on the IRBwebsite. We
cannotacceptothercertification programs to meet this re quire me nt.

CONSENT
[0 Did youfollow the template in Section 4 of this doc ument?

[0 Did youcopy the fistpage ofallconsent/assentdocumentson lettethead? Studiesconducted by Hunter
students, faculty orstaff mustbe on HunterCollege letterhead. fyou do not have HunterCollege
letterthead, please leave a 2inch margin atthe top ofthe document, and upon approvalit wilbe copied
onto HunterCollege letterhead.

INSTRUMENTS
[[] Did youinclude yourresearch instrument (questionnaire, interview protocol record review summary sheet,
etc.)? KFyourinstrumentisa questionnaire orinterview, be mindfulofthe way the study is presented to the
participants.

[[] Lthe language ofthe instrumentsto be used compatible with the reading/literacy levelofthe possible
research participant?

[C] Did youlabelallinstruments cleady?

[0 ¥youare using an online instrument, did you provide the online version of the instrument and review the
re quire me nts on the IRBwe bsite.
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IETTER FROM COOPERATING AGENCY
[0 Did youinclude a letterfrom an executive in the cooperating agency ororganization (ifapplicable)? I the

agency hasan IRB, the approvallettermustbe from the IRB. A sample of what this le tte rshould entail is
included on ourwebsite.

REC RUTIMENT

O

O

O

oo OO0

Did you provide rec ruitme nt ma te ria Is?

e Youcancontactparticipantsby use offlyers, postcards, advertise ments, pressreleases, broc hures,
verbalexchanges, and postingson the Intemet.

e TForwrtten contact(e-mail, letters, etc.) the recruitment script should be in the form ofa letter. For
some anonymous studies, researchersmay choose to combine the consent form and recritment
letter. (see Chapter8 ofthe Policies & Procedures Manual)

e Forin-personcontact,a recruitment script should be an introduc tion whic h the researc her will use
with potential participants to introduce the study.

e Fortelephone contact,a recruitment script should be a introduction thatthe researc herwill use with
potential participants to introduce the study. Researchershould establish that the participant fits the
group orclassofparticipantsyou are seeking, ie., "Are you/lassume you are...."

e TForflyersand advertisement did you include namesofthe researchersand contactinformation,
Huntersname and researchersaffiiation, purpose ofthe research, generaleligibility c rite ria,
accurate and honestdescription ofbenefitsand/orcompensation (free treatment, payment), a
statement thatitisa research study?

Did you indicate in the recruitment materalsthat you are conducting a research study?

Did you include a bref synopsis of the study, yourname, affiiation and contactinformation and crtera for
participation in yourrec ruitme nt ma te rials?

Did you specify how participantsare selected? Are you using an entire population? Are you using (number)
potentialparticipants from (number) of the available population? kita random orsystematic (5% person out
ofevery 10 people) sample? Are participantsfrom a public list?

Did youinclude language on how you wilobtain yoursubjectpool?

Did youdescrbe the challengesto privacy and c onfidentiality in the study and describbe how you wiladdress
them?

Were you sensitive to actualorperceived coercion?

In descrbing yourrecruitment in the namative, did you describe how you willeliminate orminimize actualor
perceived coercion?

REFERRAIS

O ad

Fyourstudy involves more than minimalrisks, did you provide specific contactinformation forrefemals? This
includesa contactperson within an agency and a direct phone number. e.g.,Jane Doe, North General
Hospital (212) 595-1234.

Did youinclude a listofreferralsto help participantsdeal with unexpected outc omes, if partic ipants should
need them, which are approprate to yourresearch?

Fitisanagencybased research did you provide in agency and outofagency refemals?

KFyourstudy involves more than minimalrisks, doesthisreferralagency have specific expertise in the area of
risk?
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FO R EXEMPT STUDIES O NLY
[ Did youexplain which exemptcategory yourprotocolqualifiesforand justify why yourpmtocolmeets the
exempt criteria?

Forreview ofrecords, did you attach a copy ofthe toolthat wilbe used to transferthe data?
Forreview ofrecords, did you provide a modelrecord which willbe reviewed?

Forreview ofrecordsfrom an agency, doesthe letterfrom the official state that you have permmission to use
the data?

Forreview of recordsfrom an agency, doesthe letterfrom the official state how the data canbe used?

o0 OoOod

Forreview existing data, did you provide detailsabout how the originaldata wasobtained? Did you supply
aletterof RBapproval?

#* SECTION 2 - OTHERTIEMS THATMAY BE NECESSARY * |

PERMISSION TO AUDIOTAPE OR VIDEO TAPE
[0 pid youcomplete a Video Recording orAudio Recording Release Consent Form if you willaudio orvideo
record participants? You should selectthe optionsthatare approprate foryourstudy. A copy of this form is
available on ourwebsite. You must use this format.

UNAFFIIIATED INVESTIG ATO R FORM
[ Fyouare a non-CUNYperson, did you indicate a Hunter College faculty contactand complete the
Unaffiiated InvestigatorAgreement Form? A copy ofthisform isavailable on the IRBwebsite.

DATA USE AGREEMENT
[0 ¥yourstudyinvolvesthe use ofexisting data and itiscreated by orobtained fom a HIPAA covered e ntity,
you must provide a data use agreement. Thisform iscompleted by an officialin the institution granting
accessto the data and specifieshow the data may be used. Did you provide this form?

TRANSIATIONS
[0 Did youattach translationsof allinstruments, c onsent and/orassent form(s), script(s) and nstrume nt(s) if your
study isin a language otherthan English?
OR
[0 Willyou submit the translationsonce the English version isapproved?

* SECTION 3 - OTHERISSUES %

RESFARCH WITH MINORS
Federalregulations specify that minorsdeserve specialcare and protection ashuman subjects. Thisincludesall
children underthe age of18. Allofthese research projectsrequire fullcommittee review.

[] Did youprovide an assentform? Assentisrequired forchidren age 5and up. It should be inlanguage
approprate forthe age group. Fyou are using a range ofagesyou wilneed separate assent forms.
Tpically you should group ages5-6,7-9, 10-12 and 13-17.

Did you provide a consent form forthe parent/guardian allowing theirchild to participate in the study?

Isthe assent form written in language the child can understand?

Did you provide thislanguage in the assent form?
"You do not have to participate even if yourparent gave pemnission foryou to do so."

O 0O 00

Did you provide thislanguage in the parental consent form?
"My c hild willalso be asked to participate. He /she doesnot have to panticipate, orhe [she can
withdraw at any time, even if lhave given my permission.”

[0 Did yourememberthatresearch involving participantsat New York City public schools, mustbe approved by
the NYC Department of Educ ation IRB?

Please note thatthe conceptof“passive consent” is notacceptable. Passive consentis providing pare nts with
information regarding the study and asking them to retum a form only if they do not want the irc hild to participate
with instruc tions that say that if the form isnot retumed the c hid willparticipate in the research.
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RESEARCH WITH C O GNINIVELY O R MENTAILY IMPAIRED PERSONS

Federalregulations specify thatcognitively ormentally impaired adults deserve specialcare and protection as
human subjects. The category of cognitively ormentally impaired includes, butisnot limited to, people suffering
from mentalretardation, neurlogicaldise ases and disabilitie s a ffe c ting judgment, mentaldisorders producing

delusion orconfusion, and/ordementia. Allofthese research projectsrequire fullcommittee review.

[[] Doesthe informed consentprmocessaddressthe need to preserve participant decision-making autonomy?

] Did you show thatyou have made every possible attempt to seekthe informed consentofthe participantas
wellas the informed consent ofthe participant's proxy? Asa generalrule, alladultsregardless of their
diagnosisorcondition, should be presumed competentto consent unlessthere isevidence of serious mental
disability that would impairre asoning orjudgme nt?

O OO O

Did you assure that potential participants are fully nformed about the voluntary nature oftheirparticipation,
and thatthey remain free to withdraw atany time, even when proxy consent hasbeen obtained?

Are both participants and their proxies fully nformed about the risks, c osts, and risk/benefit ratio of the study?

Fthere isevidence of seious mentaldisability that would impairreasoning orjudgment, did you explain how
you willassesscompetency?

Did youinclude a description of appropriate psychologicalormedicalscreening crteria forcompetency

and indicate how and when you will use them?

RESFA RC H WITH PRISO NERS

Federalregulations specify thatresearch which nvolves prisonersdeserve specialcare and protection ashuman
subjec ts. At Hunter, the category of prisonersincludes, butisnot limited to, prisoners, parleesand those on
probation. Allofthese research projectsrequire fullcommittee review.

The following research isnomally pemissible :

a. Study ofthe possble causes, effects,and processesofincarceration, and of ciminalbehavior, provided
that the study presents no more than minimalrsk and no more than inconvenience to the participants;

b. Study of prisons as institutional struc turesorofprisonersasincarcerated persons, provided that the study
presents no more than minimalrisk and no more inconvenience to the participants.

c. Research on conditions particulady affecting prisonersasa class.

d. Researchon practices, both innovative and accepted, which have the intent and reasonable
probability of inproving the health orwell-being ofthe participant.

The following criteria mustbe met:

O

ana

O

Are any possible advantagesaccruing to the prisonerthrough his’herparticipation in the research,
when compared to the generalliving conditions, medicalcare, quality of food, amenities and
opportunity foreamingsin the prison, of such a magnitude that his’herability to weigh the risks o f the
research against the value of such advantagesin the limited choice envimnment ofthe prison
impaired?

Are the risksinvolved in the research commensurate with risks that would be accepted by non-
prisonervo lunte e 1s?

** Forprsoners, minimalrisk is the probability and magnitude of physical orpsychological hamm that
isnomally encountered in the daily ivesorin the routine medical dentalorpsychological
examination of healthy persons.

Are the procedures forthe selection of participants within the prison fairto all prisoners and immune
from arbitrary intervention by prison authorties orprisoners? Unless the principalinvestigatorprovide s
justific a tion in writing to the IRBforfollowing some otherprocedures, controlsubjects mustbe
selected randomly from the group of avaiable prisoners who meetthe charactersticsneeded for
thatparticularresearch project.

Isthe information presented in language which isunderstandable to the subject population?

Are there adequate assurancesthatpamle boards willnottake into accounta prisoners
participation in the research in making decisionsregarding pamle; each prisoneris cleary nformed
in advance thatparticipation in the research wilhave no effecton hisorherpamle?

Did you add to the consent form a statement that participants should not discussopen cases? 'This
includescases pending in the c riminaljustic e/judicial system asthey may be subjectto subpoena.

* Note: Research thatis conducted or supported by HHS must be certified by OHRP. The IRB Office will
aid in certification, afterthe protocolis approved.
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HEATLIH INSURANCE PORTABILITY AND ACCOUNTABILITY ACT(HIPAA)

[0 Do you use individually identifiable health nformation created by a covered entity? [ JNo [JYes

[0 Do youuse ordisclose health information thathasbeencreated by orobtained from HIPAA-covered entities,
such ashospitals, physicians' offices,orsocialservice and mentalhealth agencies?

[CNo [dYes

Fyouanswered yesto the last question, have you attached a HIPAA WaiverApplication ora HIPAA
Research Authorization? [INo []Yes

Are you using key personnelthatare notaffiiated with CUNY? [JNo []Yes

KFyouanswered yesto the previous question, have you attached a Subject Information Confid e ntia lity
Agreementforeach non-CUNYkey peronnel? [JNo []Yes

Do you have a completed and signed Data Use Agreementbetween yourself and the covered entity? (see
Section 2 on Data Use Agreeme nts)

O OO0 O

SPEC JA L REIA TIO NSHIPS
Clients, studentsorstaff of HunterCollege orany otheragency orinstitution may feelthey HAVETO or MUST
participate in a study if theirpractitioner, teacherorsupervisorasksthem. kisrecommended thatteachers
notuse classtime to complete interviewsorquestionnaires. Itisalso preferable, if possible, to avoid having
teachers, staff orprac titione s re ¢ ruit theirown workers, students orclients direc tly foryourstudy. ¥you are
asking staff/teachersto recruit participantson yourbehalf, itis preferable forthe staff/teachernotto know if
theirworker students have actually participated. Here are waysto handle that:

a) theycould provide information to the clients/stude nts asking them to contactthe researcherdirectly;
e 'Theycould get pemmission from the client/studentsto give client namesto researcher. You, the
researcher, would then contactthem directly;

b) IKstaffmustorcannothelp but know who participates, it mustbe stated in the recruitment script and
consent form that the participant's participation is still vo luntary, and there wilbe no withdrawalof
servicesorotherpenaltiesifthey choose notto participate.

e Be sensitive to the impactofgroup pressure when recruiting participantsin a group session,
public meeting orclass setting. Tb minimize, the researcher(orsomeone else) could distribute
cardsto the potential subjects, asking people interested in participating to write down their
contactinformation, and then the researchercan contactthem. Collectthe cardsfrom
everyone so no one in the group willbe overtly aware of who volunteered. Alte matively, the
researchercan distrlbute a recruitment flyer, whic h asks the potential subjec ts, in writing, to
contactthe researcher.

RESEARCH WITH G RO UPS
isimportantto convey to the participantsin focus groups, that they should not disc uss whatissaid in the group
outside ofthe group.

[0 Did youinclude the following statement orsimilarapproprate language to the consent form:
“T> protectthe privacy ofthe group members, please refrain from spe aking to othersabout what is said
within the group.”

O pid youinclude a statementthat group members willknow what the subjectsaysand therefore
confidentiality cannotbe guaranteed?

ANONYMITY AND CONFIDENTIAIITY
Anonymity is the state ofa person being anonymousorunidentified. The identity ofthe person isnot known to the
researcher.

When a researcherpromises c onfidentiality to participants, they have agreed to a bond of trust. The researcher
knows who the participantsare but hascommitted to and hasthe responsibility to keep the information private.

Confidentiality doesnot mean the participantsare anonymous. These wordsare notinterchangeable.
Confidentiality me ans that the researchercan identify the participantsand/orthe responsesofthe participants. A
study canbe conducted where the data isconfidentialbut not anonymous. Conversely, if the data isanonymous, it
more than likely wilbe keptconfidential

T determine if you should use the term anonymous, asa rule of thumb, ask yourself, “WillTknow who participated in
the study?” Kthe answerisyes, the study isnot anonymo us.
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% SECTION 4 - CONSENTINFORMATION AND TEMPIATE *

e Valid informed consent re quire s:
(1) Disclosure ofrelevant information to prospective participants about the researc h;
(2) theircomprehension of the information, and
(3) theirvoluntary agreement, free of coercion and undue influence, to research participation.

e Consentformsshould be in the second person voice. Listed below are elementsthatshould be
included. The modelthatappearsusesa blockformatto make iteasierto read, though thisformatisnot
mandatory. The following elements must be included in the consent form.

e 'Thistemplate usesstandard language fornomaladults with a relatively high literacy level (8t Grade).
Forsome populations (cognitively ormentally impaired, c hildren, non-native English speakers and those
with lowerliteracy levels) you wilneed to alterthe language.

e Ifyoualterthe standard language, please be sure to explain how and why thiswas done.

e Youcancheckthe rrading levelofa documentin Microsoft Word. (Clickon ol, then Options, then the
Speling & Grammartab, then click the box ‘Show readability statistics” Checkthe documentasyou
nomally would and the readability statistics wilappear.)

EIEMENT EXAMPIE

Purpose And Bac kground

This se ¢ tion should present the introduc tion to the study, indic ating who is conduc ting the research, stating the aim
ofthe study, giving a brief summary ofthe background orreason forthe project, and explaining why the individual
hasbeen asked to participate.

* Who isthe researcher? Sarah Bownisa graduate studentin the Department of Health

e Whatisthe researc hers affilia tion with Sciencesat HunterCollege. She isconducting a study about
HunterCollege? how nurses dealwith stress. Youare being asked to participate in

e Whatthe study is about? a study which exploreshow nursesexperience and cope with

stressin theirroles. You have been identified asa possble
participantbecause you are a nurse who hasworked in the field
e How did the researcherfind and/orselect | forfive yearsormore and you are overthe age of 18. kis

this partic ipant? anticipated that 30 individuals willparticipate in this study.
e NumberofAnticipated Paticipants Participation in this study is voluntary, and refusalto patticipate
willinvolve no penalty orlossofbenefitsto which you are entitled.

e Crterion forParticipation

o A statementofvoluntary participation

Procedures

Each procedure should be discussed preferably in the sequence in which it occurs. Ifthe study involve s sc re e ning
procedures, these should be mentioned first and identified as teststhat willdetemmine eligibility to participate in the
study. This sec tion should cleady state what wilbe done to the individualasa result of participation in the study,
and, where approprate, how this differs from standard treatmentorpractice orwhat would happen to the
individualif he/she did not participate in the study.

e Whatwillthe participantsbe asked to do? | You are being asked to participate in an in-person inte rvie w.

Willit be interviews, focus groups, etec. During the interview you willbe asked questionsabout yourday-
e Where willit take place? to-day experiencesasa nurse. The interview willtake place at
a mutually agreed upon public location and willtake about

o Expected duration of the participant’s

participation. How long will it take ? one hour.

Risks and/orDiscomforts

The risksand/orpossible discomfortsofallstudy proceduresshould be listed and explained in thissec tion. kisbest
to describe the risksofeach procedure in a separate pointand amange them according to severty and the
likeihood ofoccumrence. Where approprate, the precautionsthat wilbe taken to avoid certain outcomes from
occuming should be indicated and whatwilbe done should theyoccur. Eisimportantto considerthe emotional
impactofthe research on the people who are yourresearch participants, even if the study isofa seemingly
impersonal subject matter. PIEFASENOTE: There isalways the possibility of harm to the participants, even if remo te
and minor. Examplesoftypesofrisksto participantsare: Physical-rnskofheartattackifprojectinvolves
participants working outon a treadmill; Psychological—survey questions remind participantsoftraumatic or
emotionalevents; Social —disclosure ofindividualresponsescould lead to a lossofcommunity standing; legal-
survey questionsmay be self-inc iminating ; Economic —disclosure ofindividualresponsescould resultin lossof
employment.
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e Indicate risks The study may raise diffic ult issues about stressin yourlife. In the

event thatthishappens, the researcherhasa listofresources
thatyoumay contactforassistance should youneed them.
Youcanchoose to notanswerany particularquestion. You
may also stop the interview processat any time.

e Indicate what the participant should do if
he/she isbothered orupsetasa resultof
participation.

e Include a statementaboutthe
participant's ability to not answerany
q ue stion.

Be ne fits

Any potentialdirect benefits to the participant should be described. lhbehavioralresearch there typically are no
dire c t benefits.

o Indicate the Benefit(s) to the participant.
Note thataccumulating knowledge that
might help to understand a problem or
change a policy in the future isnota
benefit to the participant and should not
be advertised assuch.

There are no directbenefits. However, participating in the study
may increase yourknowledge ofstressasitrelatesto nurses.

Altemative s

This se ¢ tion should discuss any altemativesto participation in the study. I the study involves only nommal, he althy
volunte ers, and thusthe only altemative isto decline participation in the study, thisneed notbe mentioned in a
separate section because the individualsright to choose notto participate wilbe made clearin the lastsection
ofthe form. If the study involvesthe use ofa student’sclasstime, altematives that the child wilbe given if they
choose notto participate mustbe detailed.

e Indicate Alte mative None

Financial Conside rations

This se c tion should state the totaldollaramount thatthe participant wilbe paid forparticipation in the study, and
should give any otherrelevant information such aspro-rating if a participantdoesnotcomplete the study. If
approprate,a paymentschedule should be included in this sec tion. Participants should notbe required to
complete the entire study in orderto be reimbursed.

Participants should be informed how payment wilbe made (e.g.,incash, by check) and when they willbe paid
(e.g.,immediately afterthe interview, approximately six weeksaftercompletion ofthe study orone-third upon
completion ofthe first of three phasesofthe study). kisimportant that thisinformation be clearand complete. I
there wilbe no paymentorreimburse ment to participants forstudy partic ipation, this information should be stated
in this se ¢ tio n.

o hdicate Payment You willreceive $10 foryourparticipation. Even if you do not

complete the entire interview, you will still re c eive the $10.

Privacy and Confide ntiality

Indic ate how confidentiality in the study wilbe maintained. fthere are limits to c o nfid e ntia lity this must be spelled
out.

e Tellparticipantshow the data willbe The researcherwilltape record the interview with your

collected.

Explain how and where the data willbe
handled and stored.

State when and how data wilbe destioyed.

Tllparticipants what wilhappen to the
data thatiscollected.
Indic ate if anyone will know if they have

participated in this study, and if so, who will
know.

pemission. You willbe given a separate form to indicate your
pemmission. No one butthe researcherand herfaculty advisor
willlisten to the tapes. The tapes willuse id e ntifying codes. Your
name wilnotappearon the transcripts. Tapeswillbe
destroyed afterinterviews are transcribed. No personal
identifierscan be linked to the data. Allmateralswilbe keptin
a locked file cabinetin the faculty advisorslocked office to
which only the researcherand herfaculty advisorhave access.
The data willbe stored fora minimum ofthree years. Afterthat,
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Brie fly describe how the c onfidentiality of
private information wilbe protected, ie.,
coding ofrecords, imiting accessto the
study records, not using any individual

id e ntifie 1s in public ations orre p o rts re sulting
from the study.

Limits to c onfid e ntiality — This language is
necessaryin almost allinstancesregardless
ofsubject matter. “Fthe researcher
becomesconcemed thatyou are a
dangerto yourself orothers, she/he wil
alert (counselor,agency directorpolice,
etc.).”

< IKyouare talking to professionalsorkey
informants about theirfeelings, this
language isrequired.

X3

4

You need notuse thislanguage with
professionals orotherkey informants if
you are asking aboutorganizationalor
professionalpractices. Instead, use
the phrase, “The information you
disclose willbe keptconfidentialto the
fil extend permitted by law.”

< Do notuse thislanguage if you are
using anonymo us surveys.

allmaterialsmay be destonyed. Aslong asthe data exists it will
be keptsecured. The information wilbe used to produce a
paperfora graduate research project. Only aggregate data
willbe reported in any reportsorpublications derved from this
research. Allidentifying information about you and others who
participated wilbe omitted ordisguised. The researcheris
mandated to report to the properauthorities suspected child
abuse,and any indicationsthatyou are in imminent dangerof
haming yourself orothers.

Withdrawal

The following statement must appearin the consent form:

Include a statement about disc o ntinuing
the study

You may disc ontinue participation at any time without penalty
orlossofbenefitsorservicesto which you are entitled.

ContactInformation

The contactinformation should read asfollows:

“¥you have questions about the study,
youcan contactthe researcher, (name of
researc herat (xxx) xxx-xxxx or his/her
faculty advisor(name offaculty advisor) at
(xxx) xxx-xxxxX. You should contactthe
HunterCollege IRBOffice at (212) 650-
3053, if you have questionsregarding your
rightsasa subjectorifyoufeelyou have
experienced a researc h-related injury.”
Oraltemately
“KFyou have questions about the study,
youcancontactthe researcher, (name of
researc herat (xxx) xxx-xxxx or his’her
faculty advisor(name offaculty advisor) at
(xxx)xxx-xxxx. “You should contact the
HunterCollege IRBOffice at (212) 650-
3053, if you have questionsregarding your
rightsasa subjectorifyoufeelyou have
been hamed asa result of your
participation in thisresearch.”

Fyou have questionsaboutthe study, youcan contactthe
researcher, Sarah Brown at (555) 555-5555 orherfaculty advisor
Joe Black (555)555-5577. You should contactthe Hunter
Colege IRBOffice at(212) 650-3053, if you have que stions
regarding yourrightsasa subjectorifyou feelyou have
experienced a researc h-related injury.
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Signature s

e Fora waiverofsigned consent
(ie.,use of an nformation Sheetrather
than a consent form)
The last paragraph should read:
"The information you provide is
anonymous. No one willknow how you
responded to these questions. Please do
not put yourname orotheride ntifying
information on the que stionnaire to assure
anonymity. By completing and retuming
the instrument you are gwing consent”

e Fora signed consent form

o The lastparagraph should read:
“IThave read (orhave had read to me) the
contentsofthis consent form and have
beenencouraged to ask questions. IThave
recewed answersto my questions. Igwe
my consent to participate in this study. I
have recewed (orwillrecewe) a copy of
this form formy records and future
reference.” (Note: this state ment should
be in the first person.)

e 'Thisshould be followed by lines forthe
participant’s printed name, hisorher
signature and the date of signature.

o 'Thisshould be follbowed with the signature
of person obtaining consent. Thisprovides
participants with a record of who
explained the study to them. This should
include the printed name ofthe spec ific
individualobtaining consent, hisorher
signature and the date ofsignature.

Thave read (orhave had read to me) the contentsofthis
consent form and have beenencourmged to ask questions. I
have recewed answersto my questions. Igiwe my consent to
parnticipate in this study. Thave recewed (orwillrecewe) a copy
ofthisform formy records and future reference.

Parnticipant’s Name Signature Date

Researchers Name Sig nature Date
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PIEASE INDICATE WHICH ITEMS YOU HAVEINCIUDED WIIH YO UR APPIICATION

|:| CONSENTFORM(S) # |:| ASSENTFO RM(S)
|:| REC RUIMENT FLYER/ IETIER/ EMAIL |:| PARENTAL PERMISSIO N
|:| FORM FOR PERMISSION TO AUDIO TAPE |:| HIPAA RESFARC H AUTHO RZATO N
|:| FORM FOR PERMISSION TO VIDEO TAPE |:| DEBRIEFING SC RIPT
|:| INTERVIEW PROTOCOL |:| REC RUIIMENT O RALSC RIPT
|:| DATA TRANSFER SHEET |:| SAMPIE REC ORD
(FOR SIUDIES INVO LVING USE O FEXISTING DATA) (FOR STUDIES INVO LVING USE O F EXISTING DATA)
|:| IETTER FROM C O O PERATING AGENCY orIRBAPPROVAL |:| REFERRA LS/ RESO URC E LIST
FROM ANO THER INSTIMUTION
|:| UNAFFIUATED INVESTIG ATO R FORM |:| SUBJRC TINFO RMATIO N C O NFIDENTAILTY AG REEMENT
DDA’IA USE AG REEMENT |:| OTHER:
|:| INSIRUMENTS) # _______
LISTTIEMS :

Icenify thatIhave read, completed and addressed allite ms in the IRB Protocol Coversheet.

Principal Investigator Co-Principal Investigator Faculty Advisor
Date: Date:
Co-Principal Investigator Faculty Advisor Co-Principal Investigator Faculty Advisor
Date: Date:

** JRBProtocol Forms, Manuals and FAQs may be downloaded from:
http://www.hunter.cuny.edu/IRB
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