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HUNTER COLLEGE 
INSTITUTIONAL REVIEW BOARD (IRB) FOR THE PROTECTION OF HUMAN SUBJECTS 

695 PARK AVENUE, ROOM E1426 
NEW YORK, NY 10021 

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

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 (PI) and FACULTY ADVISOR (if applicable) INFORMATION 

 

1)  PI NAME  

DEPARTMENT  
E-MAIL 
ADDRESS  
HOME 
ADDRESS 
(necessary for 
mailing) 

 

 
Faculty 

Advisor 

 

Hunter 

Faculty/Staff 

 

Graduate 

Student 

 

Undergraduate 

Student 

 

_____________ 

Other 

 
 

2)  PI NAME  

DEPARTMENT  
E-MAIL 
ADDRESS  
HOME 
ADDRESS 
(necessary for 
mailing) 

 

 
Faculty 

Advisor 

 

Hunter 

Faculty/Staff 

 

Graduate 

Student 

 

Undergraduate 

Student 

 

_____________ 

Other 

 
 

  

3) PI NAME  

DEPARTMENT  
E-MAIL 
ADDRESS  
HOME 
ADDRESS 
(necessary for 
mailing) 

 

 
Faculty 

Advisor 

 

Hunter 

Faculty/Staff 

 

Graduate 

Student 

 

Undergraduate 

Student 

 

______________ 

Other 

 
 

4) PI NAME  

DEPARTMENT  
E-MAIL 
ADDRESS  
HOME 
ADDRESS 
(necessary for 
mailing) 

 

 
Faculty 

Advisor 

 

Hunter 

Faculty/Staff 

 

Graduate 

Student 

 

Undergraduate 

Student 

 

_____________ 

Other 

 
 

 
OTHER PROTOCOL INFORMATION 

 
Will the study be administered in 
a language other than English? 
r  No r  Yes 
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?  

 No r   Yes 
If yes, what are the groups 
and their anticipated 
proportions? 
 
_____________________ 

Does the 
study involve 
vulnerable 
subjects? 

 No r  Yes  
 

Will participants have health 
or mental health issues? 

 No r   Yes 
Is the health or mental health 
of the participants the focus 
of the research?  No r   Yes  
If yes to either above, please 
provide details in the 
narrative. 
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PLEASE CHECK THE BOX NEXT TO EACH ITEM THAT YOU HAVE ADDRESSED. 

 

  SECTION 1 - ITEMS REQUIRED FOR AN IRB PROTOCOL   

 

COVERSHEET 

 Did  yo u c o mp le te  a nd  re vie w this c o ve rshe e t in its e ntire ty?   You must inc lude  a ll 12 pa g e s of this c ove rshe e t 

with your a pplic a tion?  

 

 

APPLICATION 

 Did  yo u c o mp le te  the  Hunte r Co lle g e  Institutio na l Re vie w Bo a rd  App lic a tio n fo r Ap p ro va l to  Use  Huma n 

Sub je c ts in Re se a rc h (8 p a g e s)?   Yo u must a nswe r a ll q ue stio ns a ske d  in the  fo rma t re q ue ste d . No t a d he ring  

to  the  q ue stio ns o r fo rma t will re sult in d e la ys, a s yo ur p ro to c o l will b e  re turne d . 

 

 Did  yo u summa rize  yo ur re se a rc h q ue stio n(s) a nd  the ir sig nific a nc e ?   DO NOT ATTACH YOUR WHOLE 

RESEARCH PAPER. 

 

 Did  yo u se le c t the  typ e  o f re vie w re q ue ste d  (Exp e d ite d , Exe mp t o r Full Re vie w)?  

 

 Did  yo u p ro vid e  o nly the  o rig ina l c o p y o f the  a p p lic a tio n?   No  c o p ie s a re  ne c e ssa ry. Ple a se  d o  no t sta p le  

ind ivid ua l se c tio ns o f the  a p p lic a tio n. 

 

 Did  yo u sig n the  p ro to c o l fo rms a nd  o b ta in the  sig na ture  o f the  Co -Princ ip a l Inve stig a to r o r Fa c ulty Ad viso r?  

 

 

KEY PERSONNEL FORM 

 Did  yo u c o mp le te  a  ke y p e rso nne l fo rm?   Ke y p e rso nne l a re  d e fine d  a s a ny ind ivid ua l who  will b e  invo lve d  in 

the  d e sig n a nd  c o nd uc t o f huma n sub je c ts re se a rc h p ro je c t.  A c o p y o f this fo rm is a va ila b le  o n o ur we b site . 

 

 

EVIDENCE OF TRAINING 

 Did  yo u c o mp le te  the  Co lla b o ra tive  Institutio na l Tra ining  Initia tive  (CITI) a nd  a tta c h a  c o p y o f the  c e rtific a te  

fo r a ll ke y p e rso nne l. Tra ining  c a n b e  c o mp le te d  a t: www.c itip ro g ra m.o rg .  If yo ur c e rtific a te  is o n file  a t the  

IRB Offic e , yo u d o  no t ne e d  to  re -sub mit.  Yo ur c e rtific a te  is va lid  fo r a  thre e -ye a r p e rio d .  Afte r tha t time , yo u 

must c o mp le te  the  CITI re fre she r c o urse . Info rma tio n a b o ut the  tra ining  c a n b e  fo und  o n the  IRB we b site .   We  

c a nnot a c c e pt othe r c e rtific a tion prog ra ms to me e t this re quire me nt.   

 

 

CONSENT 

 Did  yo u fo llo w the  te mp la te  in Se c tio n 4 o f this d o c ume nt?  

 

 Did  yo u c o p y the  first p a g e  o f a ll c o nse nt/ a sse nt d o c ume nts o n le tte rhe a d ?   Stud ie s c o nd uc te d  b y Hunte r 

stud e nts, fa c ulty o r sta ff must b e  o n Hunte r Co lle g e  le tte rhe a d .  If yo u d o  no t ha ve  Hunte r Co lle g e  

le tte rhe a d , p le a se  le a ve  a  2 inc h ma rg in a t the  to p  o f the  d o c ume nt, a nd  up o n a p p ro va l it will b e  c o p ie d  

o nto  Hunte r Co lle g e  le tte rhe a d . 

 

 

INSTRUMENTS 

 Did  yo u inc lud e  yo ur re se a rc h instrume nt (q ue stio nna ire , inte rvie w p ro to c o l, re c o rd  re vie w summa ry she e t, 

e tc .)?   If yo ur instrume nt is a  q ue stio nna ire  o r inte rvie w, b e  mind ful o f the  wa y the  stud y is p re se nte d  to  the  

p a rtic ip a nts. 

 

 Is the  la ng ua g e  o f the  instrume nts to  b e  use d  c o mp a tib le  with the  re a d ing / lite ra c y le ve l o f the  p o ssib le  

re se a rc h p a rtic ip a nt?  

 

 Did  yo u la b e l a ll instrume nts c le a rly?  

 

 If yo u a re  using  a n o nline  instrume nt, d id  yo u p ro vid e  the  o nline  ve rsio n o f the  instrume nt a nd  re vie w the  

re q uire me nts o n the  IRB we b site . 
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LETTER FROM COOPERATING AGENCY 

 Did  yo u inc lud e  a  le tte r fro m a n e xe c utive  in the  c o o p e ra ting  a g e nc y o r o rg a niza tio n (if a p p lic a b le )?   If the  

a g e nc y ha s a n IRB, the  a p p ro va l le tte r must b e  fro m the  IRB.  A sa mp le  o f wha t this le tte r sho uld  e nta il is 

inc lud e d  o n o ur we b site . 

 

 

RECRUITMENT 

 Did  yo u p ro vid e  re c ruitme nt ma te ria ls?  

• Yo u c a n c o nta c t p a rtic ip a nts b y use  o f flye rs, p o stc a rd s, a d ve rtise me nts, p re ss re le a se s, b ro c hure s, 

ve rb a l e xc ha ng e s, a nd  p o sting s o n the  Inte rne t. 

• Fo r writte n c o nta c t (e -ma il, le tte rs, e tc .) the  re c ruitme nt sc rip t sho uld  b e  in the  fo rm o f a  le tte r.  Fo r 

so me  a no nymo us stud ie s, re se a rc he rs ma y c ho o se  to  c o mb ine  the  c o nse nt fo rm a nd  re c ruitme nt 

le tte r. (se e  Cha p te r 8 o f the  Po lic ie s & Pro c e d ure s Ma nua l) 

• Fo r in-p e rso n c o nta c t, a  re c ruitme nt sc rip t sho uld  b e  a n intro d uc tio n whic h the  re se a rc he r will use  

with p o te ntia l p a rtic ip a nts to  intro d uc e  the  stud y. 

• Fo r te le p ho ne  c o nta c t, a  re c ruitme nt sc rip t sho uld  b e  a  intro d uc tio n tha t the  re se a rc he r will use  with 

p o te ntia l p a rtic ip a nts to  intro d uc e  the  stud y.  Re se a rc he r sho uld  e sta b lish tha t the  p a rtic ip a nt fits the  

g ro up  o r c la ss o f p a rtic ip a nts yo u a re  se e king , i.e ., "Are  yo u/I assume  yo u are ...." 

• Fo r flye rs a nd  a d ve rtise me nt d id  yo u inc lud e  na me s o f the  re se a rc he rs a nd  c o nta c t info rma tio n, 

Hunte r’ s na me  a nd  re se a rc he r’ s a ffilia tio n, p urp o se  o f the  re se a rc h, g e ne ra l e lig ib ility c rite ria , 

a c c ura te  a nd  ho ne st d e sc rip tio n o f b e ne fits a nd / o r c o mp e nsa tio n (fre e  tre a tme nt, p a yme nt), a  

sta te me nt tha t it is a  re se a rc h stud y?  

 

 Did  yo u ind ic a te  in the  re c ruitme nt ma te ria ls tha t yo u a re  c o nd uc ting  a  re se a rc h stud y?  

 

 Did  yo u inc lud e  a  b rie f syno p sis o f the  stud y, yo ur na me , a ffilia tio n a nd  c o nta c t info rma tio n a nd  c rite ria  fo r 

p a rtic ip a tio n in yo ur re c ruitme nt ma te ria ls?  

 

 Did  yo u sp e c ify ho w p a rtic ip a nts a re  se le c te d ?   Are  yo u using  a n e ntire  p o p ula tio n?   Are  yo u using  (numb e r) 

p o te ntia l p a rtic ip a nts fro m (numb e r) o f the  a va ila b le  p o p ula tio n?   Is it a  ra nd o m o r syste ma tic  (5th p e rso n o ut 

o f e ve ry 10 p e o p le ) sa mp le ?   Are  p a rtic ip a nts fro m a  p ub lic  list?  

 

 Did  yo u inc lud e  la ng ua g e  o n ho w yo u will o b ta in yo ur sub je c t p o o l?  

 

 Did  yo u d e sc rib e  the  c ha lle ng e s to  p riva c y a nd  c o nfid e ntia lity in the  stud y a nd  d e sc rib e  ho w yo u will a d d re ss 

the m?  

 

 We re  yo u se nsitive  to  a c tua l o r p e rc e ive d  c o e rc io n?  

 

 In d e sc rib ing  yo ur re c ruitme nt in the  na rra tive , d id  yo u d e sc rib e  ho w yo u will e limina te  o r minimize  a c tua l o r 

p e rc e ive d  c o e rc io n?  

 

 

REFERRALS 

 If yo ur stud y invo lve s mo re  tha n minima l risks, d id  yo u p ro vid e  sp e c ific  c o nta c t info rma tio n fo r re fe rra ls?   This 

inc lud e s a  c o nta c t p e rso n within a n a g e nc y a nd  a  d ire c t p ho ne  numb e r.  e .g ., Ja ne  Do e , No rth G e ne ra l 

Ho sp ita l, (212) 595-1234. 

 

 Did  yo u inc lud e  a  list o f re fe rra ls to  he lp  p a rtic ip a nts d e a l with une xp e c te d  o utc o me s, if p a rtic ip a nts sho uld  

ne e d  the m, whic h a re  a p p ro p ria te  to  yo ur re se a rc h?  

 

 If it is a n a g e nc y b a se d  re se a rc h d id  yo u p ro vid e  in a g e nc y a nd  o ut o f a g e nc y re fe rra ls?  

 

 If yo ur stud y invo lve s mo re  tha n minima l risks, d o e s this re fe rra l a g e nc y ha ve  sp e c ific  e xp e rtise  in the  a re a  o f 

risk?  
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FOR EXEMPT STUDIES ONLY 

 Did  yo u e xp la in whic h e xe mp t c a te g o ry yo ur p ro to c o l q ua lifie s fo r a nd  justify why yo ur p ro to c o l me e ts the  

e xe mp t c rite ria ?  

 Fo r re vie w o f re c o rd s, d id  yo u a tta c h a  c o p y o f the  to o l tha t will b e  use d  to  tra nsfe r the  d a ta ?  

 Fo r re vie w o f re c o rd s, d id  yo u p ro vid e  a  mo d e l re c o rd  whic h will b e  re vie we d ?  

 Fo r re vie w o f re c o rd s fro m a n a g e nc y, d o e s the  le tte r fro m the  o ffic ia l sta te  tha t yo u ha ve  p e rmissio n to  use  

the  d a ta ?  

 Fo r re vie w o f re c o rd s fro m a n a g e nc y, d o e s the  le tte r fro m the  o ffic ia l sta te  ho w the  d a ta  c a n b e  use d ?  

 Fo r re vie w e xisting  d a ta , d id  yo u p ro vid e  d e ta ils a b o ut ho w the  o rig ina l d a ta  wa s o b ta ine d ?   Did  yo u sup p ly 

a  le tte r o f IRB a p p ro va l?  

 

 

  SECTION 2 - OTHER ITEMS THAT MAY BE NECESSARY   

 

PERMISSION TO AUDIOTAPE OR VIDEOTAPE 

 Did  yo u c o mp le te  a  Vid e o  Re c o rd ing  o r Aud io  Re c o rd ing  Re le a se  Co nse nt Fo rm if yo u will a ud io  o r vid e o  

re c o rd  p a rtic ip a nts?   Yo u sho uld  se le c t the  o p tio ns tha t a re  a p p ro p ria te  fo r yo ur stud y.  A c o p y o f this fo rm is 

a va ila b le  o n o ur we b site .  Yo u must use  this fo rma t. 

 

UNAFFILIATED INVESTIGATOR FORM 

 If yo u a re  a  no n-C UNY p e rso n, d id  yo u ind ic a te  a  Hunte r Co lle g e  fa c ulty c o nta c t a nd  c o mp le te  the  

Una ffilia te d  Inve stig a to r Ag re e me nt Fo rm?   A c o p y o f this fo rm is a va ila b le  o n the  IRB we b site . 

 

DATA USE AGREEMENT 

 If yo ur stud y invo lve s the  use  o f e xisting  d a ta  a nd  it is c re a te d  b y o r o b ta ine d  fro m a  HIPAA c o ve re d  e ntity, 

yo u must p ro vid e  a  d a ta  use  a g re e me nt.  This fo rm is c o mp le te d  b y a n o ffic ia l in the  institutio n g ra nting  

a c c e ss to  the  d a ta  a nd  sp e c ifie s ho w the  d a ta  ma y b e  use d .  Did  yo u p ro vid e  this fo rm?  

 

TRANSLATIONS 

 Did  yo u a tta c h tra nsla tio ns o f a ll instrume nts, c o nse nt a nd / o r a sse nt fo rm(s), sc rip t(s) a nd  instrume nt(s) if yo ur 

stud y is in a  la ng ua g e  o the r tha n Eng lish?  

   OR 

 Will yo u sub mit the  tra nsla tio ns o nc e  the  Eng lish ve rsio n is a p p ro ve d ?  

 

 

  SECTION 3 - OTHER ISSUES   

 

RESEARCH WITH MINORS 

Fe d e ra l re g ula tio ns sp e c ify tha t mino rs d e se rve  sp e c ia l c a re  a nd  p ro te c tio n a s huma n sub je c ts.  This inc lud e s a ll 

c hild re n und e r the  a g e  o f 18.  All o f the se  re se a rc h p ro je c ts re q uire  full c o mmitte e  re vie w.  

 

 Did  yo u p ro vid e  a n a sse nt fo rm?   Asse nt is re q uire d  fo r c hild re n a g e  5 a nd  up .  It sho uld  b e  in la ng ua g e  

a p p ro p ria te  fo r the  a g e  g ro up .  If yo u a re  using  a  ra ng e  o f a g e s yo u will ne e d  se p a ra te  a sse nt fo rms.  

Typ ic a lly yo u sho uld  g ro up  a g e s 5-6, 7-9, 10-12 a nd  13-17. 

 

 Did  yo u p ro vid e  a  c o nse nt fo rm fo r the  p a re nt/ g ua rd ia n a llo wing  the ir c hild  to  p a rtic ip a te  in the  stud y?  

 

 Is the  a sse nt fo rm writte n in la ng ua g e  the  c hild  c a n und e rsta nd ?  

 

 Did  yo u p ro vid e  this la ng ua g e  in the  a sse nt fo rm?  

 "Yo u do  no t have  to  partic ipate  e ve n if yo ur pare nt g ave  pe rmissio n fo r yo u to  do  so ." 

 

 Did  yo u p ro vid e  this la ng ua g e  in the  p a re nta l c o nse nt fo rm?  

"My c hild will a lso  b e  aske d to  partic ipate .   He /she  do e s no t have  to  partic ipate , o r he /she  c an 

withdraw at any time , e ve n if I have  g ive n my pe rmissio n."   

 
 Did  yo u re me mb e r tha t re se a rc h invo lving  p a rtic ip a nts a t Ne w Yo rk City p ub lic  sc ho o ls, must b e  a p p ro ve d  b y 

the  NYC De p a rtme nt o f Ed uc a tio n IRB?  
 

Ple a se  note  tha t the  c onc e pt of “pa ssive  c onse nt” is not a c c e pta ble .  Pa ssive  c o nse nt is pro viding  pare nts with 

info rmatio n re g arding  the  study and asking  the m to  re turn a  fo rm o nly if the y do  not want the ir c hild to  partic ipate  

with instruc tio ns that say that if the  fo rm is no t re turne d the  c hild will partic ipate  in the  re se arc h. 
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RESEARCH WITH COGNITIVELY OR MENTALLY IMPAIRED PERSONS 

Fe d e ra l re g ula tio ns sp e c ify tha t c o g nitive ly o r me nta lly imp a ire d  a d ults d e se rve  sp e c ia l c a re  a nd  p ro te c tio n a s 

huma n sub je c ts. The  c a te g o ry o f c o g nitive ly o r me nta lly imp a ire d  inc lud e s, b ut is no t limite d  to , p e o p le  suffe ring  

fro m me nta l re ta rd a tio n, ne uro lo g ic a l d ise a se s a nd  d isa b ilitie s a ffe c ting  jud g me nt, me nta l d iso rd e rs p ro d uc ing  

d e lusio n o r c o nfusio n, a nd / o r d e me ntia .  All o f the se  re se a rc h p ro je c ts re q uire  full c o mmitte e  re vie w. 

 Do e s the  info rme d  c o nse nt p ro c e ss a d d re ss the  ne e d  to  p re se rve  p a rtic ip a nt d e c isio n-ma king  a uto no my?  

 Did  yo u sho w tha t yo u ha ve  ma d e  e ve ry p o ssib le  a tte mp t to  se e k the  info rme d  c o nse nt o f the  p a rtic ip a nt a s 

we ll a s the  info rme d  c o nse nt o f the  p a rtic ip a nt’ s p ro xy?   As a  g e ne ra l rule , a ll a d ults re g a rd le ss o f the ir 

d ia g no sis o r c o nd itio n, sho uld  b e  p re sume d  c o mp e te nt to  c o nse nt unle ss the re  is e vid e nc e  o f se rio us me nta l 

d isa b ility tha t wo uld  imp a ir re a so ning  o r jud g me nt?  

 Did  yo u a ssure  tha t p o te ntia l p a rtic ip a nts a re  fully info rme d  a b o ut the  vo lunta ry na ture  o f the ir p a rtic ip a tio n, 

a nd  tha t the y re ma in fre e  to  withd ra w a t a ny time , e ve n whe n p ro xy c o nse nt ha s b e e n o b ta ine d ?   

 Are  b o th p a rtic ip a nts a nd  the ir p ro xie s fully info rme d  a b o ut the  risks, c o sts, a nd  risk/ b e ne fit ra tio  o f the  stud y?  

 If the re  is e vid e nc e  o f se rio us me nta l d isa b ility tha t wo uld  imp a ir re a so ning  o r jud g me nt, d id  yo u e xp la in ho w 

yo u will a sse ss c o mp e te nc y?  

 Did  yo u inc lud e  a  d e sc rip tio n o f a p p ro p ria te  p syc ho lo g ic a l o r me d ic a l sc re e ning  c rite ria  fo r c o mp e te nc y 

a nd  ind ic a te  ho w a nd  whe n yo u will use  the m?  

 
 

RESEARCH WITH PRISONERS 

Fe d e ra l re g ula tio ns sp e c ify tha t re se a rc h whic h invo lve s p riso ne rs d e se rve  sp e c ia l c a re  a nd  p ro te c tio n a s huma n 

sub je c ts. At Hunte r, the  c a te g o ry o f p riso ne rs inc lud e s, b ut is no t limite d  to , p riso ne rs, p a ro le e s a nd  tho se  o n 

p ro b a tio n.  All o f the se  re se a rc h p ro je c ts re q uire  full c o mmitte e  re vie w.  

 

The  fo llo wing  re se a rc h is no rma lly p e rmissib le : 

a . Stud y o f the  p o ssib le  c a use s, e ffe c ts, a nd  p ro c e sse s o f inc a rc e ra tio n, a nd  o f c rimina l b e ha vio r, p ro vid e d  

tha t the  stud y p re se nts no  mo re  tha n minima l risk a nd  no  mo re  tha n inc o nve nie nc e  to  the  p a rtic ip a nts; 

b . Stud y o f p riso ns a s institutio na l struc ture s o r o f p riso ne rs a s inc a rc e ra te d  p e rso ns, p ro vid e d  tha t the  stud y 

p re se nts no  mo re  tha n minima l risk a nd  no  mo re  inc o nve nie nc e  to  the  p a rtic ip a nts. 

c . Re se a rc h o n c o nd itio ns p a rtic ula rly a ffe c ting  p riso ne rs a s a  c la ss. 

d . Re se a rc h o n p ra c tic e s, b o th inno va tive  a nd  a c c e p te d , whic h ha ve  the  inte nt a nd  re a so na b le  

p ro b a b ility o f imp ro ving  the  he a lth o r we ll-b e ing  o f the  p a rtic ip a nt. 

The  following  c rite ria  must be  me t: 

 Are  a ny p o ssib le  a d va nta g e s a c c ruing  to  the  p riso ne r thro ug h his/ he r p a rtic ip a tio n in the  re se a rc h, 

whe n c o mp a re d  to  the  g e ne ra l living  c o nd itio ns, me d ic a l c a re , q ua lity o f fo o d , a me nitie s a nd  

o p p o rtunity fo r e a rning s in the  p riso n, o f suc h a  ma g nitud e  tha t his/ he r a b ility to  we ig h the  risks o f the  

re se a rc h a g a inst the  va lue  o f suc h a d va nta g e s in the  limite d  c ho ic e  e nviro nme nt o f the  p riso n 

imp a ire d ?  

 Are  the  risks invo lve d  in the  re se a rc h c o mme nsura te  with risks tha t wo uld  b e  a c c e p te d  b y no n-

p riso ne r vo lunte e rs?  

**  Fo r p riso ne rs, minima l risk is the  p ro b a b ility a nd  ma g nitud e  o f physic a l or psyc holog ic a l ha rm tha t 

is no rma lly e nc o unte re d  in the  d a ily live s o r in the  ro utine  me d ic a l, d e nta l o r p syc ho lo g ic a l 

e xa mina tio n o f he a lthy pe rsons. 

 Are  the  p ro c e d ure s fo r the  se le c tio n o f pa rtic ip a nts within the  p riso n fa ir to  a ll p riso ne rs a nd  immune  

fro m a rb itra ry inte rve ntio n b y p riso n a utho ritie s o r p riso ne rs?   Unle ss the  p rinc ip a l inve stig a to r p ro vid e s 

justific a tio n in writing  to  the  IRB fo r fo llo wing  so me  o the r p ro c e d ure s, c o ntro l sub je c ts must b e  

se le c te d  ra nd o mly fro m the  g ro up  o f a va ila b le  p riso ne rs who  me e t the  c ha ra c te ristic s ne e d e d  fo r 

tha t p a rtic ula r re se a rc h p ro je c t. 

 Is the  info rma tio n p re se nte d  in la ng ua g e  whic h is und e rsta nd a b le  to  the  sub je c t p o p ula tio n?  

 Are  the re  a d e q ua te  a ssura nc e s tha t p a ro le  b o a rd s will no t ta ke  into  a c c o unt a  p riso ne r’ s 

p a rtic ip a tio n in the  re se a rc h in ma king  d e c isio ns re g a rd ing  p a ro le ; e a c h p riso ne r is c le a rly info rme d  

in a d va nc e  tha t p a rtic ip a tio n in the  re se a rc h will ha ve  no  e ffe c t o n his o r he r p a ro le ?  

 Did  yo u a d d  to  the  c o nse nt fo rm a  sta te me nt tha t p a rtic ip a nts sho uld  no t disc uss o pe n c ase s?   This 

inc lud e s c a se s p e nd ing  in the  c rimina l justic e / jud ic ia l syste m a s the y ma y b e  sub je c t to  sub p o e na . 

 

* Note :  Re se a rc h tha t is c onduc te d or supporte d by HHS must be  c e rtifie d by OHRP.  The  IRB Offic e  will 

a id in c e rtific a tion, a fte r the  protoc ol is a pprove d. 
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HEALTH INSURANCE PORTABILITY AND ACCOUNTABILITY ACT (HIPAA) 

 Do  yo u use  ind ivid ua lly id e ntifia b le  he a lth info rma tio n c re a te d  b y a  c o ve re d  e ntity?  r  No  r  Ye s 

 Do  yo u use  o r d isc lo se  he a lth info rma tio n tha t ha s b e e n c re a te d  b y o r o b ta ine d  fro m HIPAA-c o ve re d  e ntitie s, 

suc h a s ho sp ita ls, p hysic ia ns' o ffic e s, o r so c ia l se rvic e  a nd  me nta l he a lth a g e nc ie s?   

 No  r  Ye s 

 If yo u a nswe re d  ye s to  the  la st q ue stio n, ha ve  yo u a tta c he d  a  HIPAA Wa ive r Ap p lic a tio n o r a  HIPAA 

Re se a rc h Autho riza tio n?  r  No  r  Ye s 

 Are  yo u using  ke y p e rso nne l tha t a re  no t a ffilia te d  with C UNY?   r  No  r  Ye s 

 If yo u a nswe re d  ye s to  the  p re vio us q ue stio n, ha ve  yo u a tta c he d  a  Sub je c t Info rma tio n Co nfid e ntia lity 

Ag re e me nt fo r e a c h no n-C UNY ke y p e rso nne l?   r  No  r  Ye s 

 Do  yo u ha ve  a  c o mp le te d  a nd  sig ne d  Da ta  Use  Ag re e me nt b e twe e n yo urse lf a nd  the  c o ve re d  e ntity?   (se e  

Se c tio n 2 o n Da ta  Use  Ag re e me nts) 

 

 

SPECIAL RELATIONSHIPS 

Clie nts, stud e nts o r sta ff o f Hunte r Co lle g e  o r a ny o the r a g e nc y o r institutio n ma y fe e l the y HAVE TO o r MUST 

p a rtic ip a te  in a  stud y if the ir p ra c titio ne r, te a c he r o r sup e rviso r a sks the m. It is re c o mme nd e d  tha t te a c he rs 

no t use  c la ss time  to  c o mp le te  inte rvie ws o r q ue stio nna ire s.  It is a lso  p re fe ra b le , if p o ssib le , to  a vo id  ha ving  

te a c he rs, sta ff o r p ra c titio ne rs re c ruit the ir o wn wo rke rs, stud e nts o r c lie nts d ire c tly fo r yo ur stud y.  If yo u a re  

a sking  sta ff/ te a c he rs to  re c ruit p a rtic ip a nts o n yo ur b e ha lf, it is p re fe ra b le  fo r the  sta ff/ te a c he r no t to  kno w if 

the ir wo rke r/ stud e nts ha ve  a c tua lly p a rtic ip a te d . He re  a re  wa ys to  ha nd le  tha t:  

 

a ) the y c o uld  p ro vid e  info rma tio n to  the  c lie nts/ stud e nts a sking  the m to  c o nta c t the  re se a rc he r d ire c tly;  

• The y c o uld  g e t p e rmissio n fro m the  c lie nt/ stud e nts to  g ive  c lie nt na me s to  re se a rc he r. Yo u, the  

re se a rc he r, wo uld  the n c o nta c t the m d ire c tly; 

 

b) If sta ff must o r c a nno t he lp  b ut kno w who  p a rtic ip a te s, it must b e  sta te d  in the  re c ruitme nt sc rip t a nd  

c o nse nt fo rm tha t the  p a rtic ip a nt's p a rtic ip a tio n is still vo lunta ry, a nd  the re  will b e  no  withd ra wa l o f 

se rvic e s o r o the r p e na ltie s if the y c ho o se  no t to  p a rtic ip a te . 

• Be  se nsitive  to  the  imp a c t o f g ro up  p re ssure  whe n re c ruiting  p a rtic ip a nts in a  g ro up  se ssio n, 

p ub lic  me e ting  o r c la ss se tting . To  minimize , the  re se a rc he r (o r so me o ne  e lse ) c o uld  d istrib ute  

c a rd s to  the  p o te ntia l sub je c ts, a sking  p e o p le  inte re ste d  in p a rtic ip a ting  to  write  d o wn the ir 

c o nta c t info rma tio n, a nd  the n the  re se a rc he r c a n c o nta c t the m.  Co lle c t the  c a rd s fro m 

e ve ryo ne  so  no  o ne  in the  g ro up  will b e  o ve rtly a wa re  o f who  vo lunte e re d .  Alte rna tive ly, the  

re se a rc he r c a n d istrib ute  a  re c ruitme nt flye r, whic h a sks the  p o te ntia l sub je c ts, in writing , to  

c o nta c t the  re se a rc he r. 

 

RESEARCH WITH GROUPS 

It is imp o rta nt to  c o nve y to  the  p a rtic ip a nts in fo c us g ro up s, tha t the y sho uld  no t d isc uss wha t is sa id  in the  g ro up  

o utsid e  o f the  g ro up . 

 

 Did  yo u inc lud e  the  fo llo wing  sta te me nt o r simila r a p p ro p ria te  la ng ua g e  to  the  c o nse nt fo rm: 

“To  pro te c t the  privac y o f the  g ro up me mbe rs, p le ase  re frain fro m spe aking  to  o the rs abo ut what is said 

within the  g ro up.”  

 Did  yo u inc lud e  a  sta te me nt tha t g ro up  me mb e rs will kno w wha t the  sub je c t sa ys a nd  the re fo re  

c o nfid e ntia lity c a nno t b e  g ua ra nte e d ?  

 

 

ANONYMITY AND CONFIDENTIALITY 

Ano nymity is the  sta te  o f a  p e rso n b e ing  a no nymo us o r unid e ntifie d .  The  id e ntity o f the  p e rso n is no t kno wn to  the  

re se a rc he r.  

 

Whe n a  re se a rc he r p ro mise s c o nfid e ntia lity to  p a rtic ipa nts, the y ha ve  a g re e d  to  a  b o nd  o f trust.  The  re se a rc he r 

kno ws who  the  p a rtic ip a nts a re  b ut ha s c o mmitte d  to  a nd  ha s the  re sp o nsib ility to  ke e p  the  info rma tio n p riva te . 

 

Co nfid e ntia lity d o e s no t me a n the  p a rtic ip a nts a re  a no nymo us.  The se  wo rd s a re  no t inte rc ha ng e a b le .  

Co nfid e ntia lity me a ns tha t the  re se a rc he r c a n id e ntify the  p a rtic ip a nts a nd / o r the  re sp o nse s o f the  p a rtic ipa nts.  A 

stud y c a n b e  c o nd uc te d  whe re  the  d a ta  is c o nfid e ntia l b ut no t a no nymo us.  Co nve rse ly, if the  d a ta  is a no nymo us, it 

mo re  tha n like ly will b e  ke p t c o nfid e ntia l. 

 

To  d e te rmine  if yo u sho uld  use  the  te rm a no nymo us, a s a  rule  o f thumb , a sk yo urse lf, “ Will I kno w who  p a rtic ip a te d  in 

the  stud y? ”   If the  a nswe r is ye s, the  stud y is no t a no nymo us. 
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  SECTION 4 – CONSENT INFORMATION AND TEMPLATE   

 

• Va lid  info rme d  c o nse nt re q uire s:  

(1) Disc losure  o f re le va nt info rma tio n to  p ro sp e c tive  p a rtic ip a nts a b o ut the  re se a rc h; 

(2) the ir c ompre he nsion o f the  info rma tio n, a nd   

(3) the ir volunta ry a g re e me nt, fre e  o f c o e rc io n a nd  und ue  influe nc e , to  re se a rc h p a rtic ip a tio n. 

• Co nse nt fo rms sho uld  b e  in the  se c o nd  p e rso n vo ic e .  Liste d  b e lo w a re  e le me nts tha t sho uld  b e  

inc lud e d .  The  mo d e l tha t a p p e a rs use s a  b lo c k fo rma t to  ma ke  it e a sie r to  re a d , tho ug h this fo rma t is no t 

ma nd a to ry. The  fo llo wing  e le me nts must b e  inc lud e d  in the  c o nse nt fo rm. 

• This te mp la te  use s sta nd a rd  la ng ua g e  fo r no rma l a d ults with a  re la tive ly hig h lite ra c y le ve l (8th G ra d e ).  

Fo r so me  p o p ula tio ns (c o g nitive ly o r me nta lly imp a ire d , c hild re n, no n-na tive  Eng lish sp e a ke rs a nd  tho se  

with lo we r lite ra c y le ve ls) yo u will ne e d  to  a lte r the  la ng ua g e . 

• If yo u a lte r the  sta nd a rd  la ng ua g e , p le a se  b e  sure  to  e xp la in ho w a nd  why this wa s d o ne . 

• Yo u c a n c he c k the  re a d ing  le ve l o f a  d o c ume nt in Mic ro so ft Wo rd .  (C lic k o n To o l, the n Op tio ns, the n the  

Sp e lling  & G ra mma r ta b , the n c lic k the  b o x ‘ Sho w re a d a b ility sta tistic s.’   Che c k the  d o c ume nt a s yo u 

no rma lly wo uld  a nd  the  re a d a b ility sta tistic s will a p p e a r.) 

ELEMENT EXAMPLE 

Purpose  And Bac kground  

 

This se c tio n sho uld  p re se nt the  intro d uc tio n to  the  stud y, ind ic a ting  who  is c o nd uc ting  the  re se a rc h, sta ting  the  a im 

o f the  stud y, g iving  a  b rie f summa ry o f the  b a c kg ro und  o r re a so n fo r the  p ro je c t, a nd  e xp la ining  why the  ind ivid ua l 

ha s b e e n a ske d  to  p a rtic ipa te . 

• Who  is the  re se a rc he r?   

• Wha t is the  re se a rc he r’ s a ffilia tio n with 

Hunte r Co lle g e ?  

• Wha t the  stud y is a b o ut?   

• Crite rio n fo r Pa rtic ip a tio n 

• Ho w d id  the  re se a rc he r find  a nd / o r se le c t 

this p a rtic ip a nt?  

• Numb e r o f Antic ip a te d  Pa rtic ip a nts 

• A sta te me nt o f vo lunta ry p a rtic ip a tio n 

Sa ra h Bro wn is a  g ra d ua te  stud e nt in the  De pa rtme nt o f He a lth 

Sc ie nc e s a t Hunte r Co lle g e .  She  is c o nduc ting  a  stud y a b o ut 

ho w nurse s d e a l with stre ss.  Yo u a re  b e ing  a ske d  to  pa rtic ipa te  in 

a  study whic h e xp lo re s ho w nurse s e xpe rie nc e  a nd  c o pe  with 

stre ss in the ir ro le s.  Yo u ha ve  b e e n ide ntifie d  a s a  po ssib le  

pa rtic ipa nt b e c a use  yo u a re  a  nurse  who  ha s wo rke d  in the  fie ld  

fo r five  ye a rs o r mo re  a nd  yo u a re  o ve r the  a g e  o f 18.  It is 

a ntic ipa te d  tha t 30 ind ividua ls will pa rtic ipa te  in this stud y.  

Pa rtic ipa tio n in this study is vo lunta ry, a nd  re fusa l to  pa rtic ipa te  

will invo lve  no  pe na lty o r lo ss o f b e ne fits to  whic h yo u a re  e ntitle d . 

Proc e dure s 

  

Ea c h p ro c e d ure  sho uld  b e  d isc usse d  p re fe ra b ly in the  se q ue nc e  in whic h it o c c urs.  If the  stud y invo lve s sc re e ning  

p ro c e d ure s, the se  sho uld  b e  me ntio ne d  first a nd  id e ntifie d  a s te sts tha t will d e te rmine  e lig ib ility to  p a rtic ip a te  in the  

stud y. This se c tio n sho uld  c le a rly sta te  wha t will b e  d o ne  to  the  ind ivid ua l a s a  re sult o f p a rtic ip a tio n in the  stud y, 

a nd , whe re  a p p ro p ria te , ho w this d iffe rs fro m sta nd a rd  tre a tme nt o r p ra c tic e  o r wha t wo uld  ha p p e n to  the  

ind ivid ua l if he / she  d id  no t p a rtic ip a te  in the  stud y.  

• Wha t will the  p a rtic ip a nts b e  a ske d  to  d o ?  

Will it b e  inte rvie ws, fo c us g ro up s, e tc . 

• Whe re  will it ta ke  p la c e ?   

• Exp e c te d  d ura tio n o f the  p a rtic ip a nt’ s 

p a rtic ip a tio n.  Ho w lo ng  will it ta ke ?  

Yo u a re  b e ing  a ske d  to  p a rtic ip a te  in a n in-p e rso n inte rvie w.  

During  the  inte rvie w yo u will b e  a ske d  q ue stio ns a b o ut yo ur d a y-

to -d a y e xp e rie nc e s a s a  nurse .  The  inte rvie w will ta ke  p la c e  a t 

a  mutua lly a g re e d  up o n p ub lic  lo c a tio n a nd  will ta ke  a b o ut 

o ne  ho ur. 

Risks and/ or Disc omforts  

 

The  risks a nd / o r p o ssib le  d isc o mfo rts o f a ll stud y p ro c e d ure s sho uld  b e  liste d  a nd  e xp la ine d  in this se c tio n. It is b e st 

to  d e sc rib e  the  risks o f e a c h p ro c e d ure  in a  se p a ra te  p o int a nd  a rra ng e  the m a c c o rd ing  to  se ve rity a nd  the  

like liho o d  o f o c c urre nc e . Whe re  a p p ro p ria te , the  p re c a utio ns tha t will b e  ta ke n to  a vo id  c e rta in o utc o me s fro m 

o c c urring  sho uld  b e  ind ic a te d  a nd  wha t will b e  d o ne  sho uld  the y o c c ur.  It is imp o rta nt to  c o nsid e r the  e mo tio na l 

imp a c t o f the  re se a rc h o n the  p e o p le  who  a re  yo ur re se a rc h p a rtic ip a nts, e ve n if the  stud y is o f a  se e ming ly 

imp e rso na l sub je c t ma tte r.  PLEASE NOTE: The re  is a lwa ys the  p o ssib ility o f ha rm to  the  p a rtic ip a nts, e ve n if re mo te  

a nd  mino r.  Exa mp le s o f typ e s o f risks to  p a rtic ip a nts a re : Physic a l – risk o f he a rt a tta c k if p ro je c t invo lve s 

p a rtic ip a nts wo rking  o ut o n a  tre a d mill; Psyc ho lo g ic a l – surve y q ue stio ns re mind  p a rtic ip a nts o f tra uma tic  o r 

e mo tio na l e ve nts; So c ia l –d isc lo sure  o f ind ivid ua l re sp o nse s c o uld  le a d  to  a  lo ss o f c o mmunity sta nd ing ; Le g a l – 

surve y q ue stio ns ma y b e  se lf-inc rimina ting ; Ec o no mic  – d isc lo sure  o f ind ivid ua l re sp o nse s c o uld  re sult in lo ss o f 

e mp lo yme nt. 
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• Ind ic a te  risks 

 

• Ind ic a te  wha t the  p a rtic ip a nt sho uld  d o  if 

he / she  is b o the re d  o r up se t a s a  re sult o f 

p a rtic ip a tio n. 

• Inc lud e  a  sta te me nt a b o ut the  

p a rtic ip a nt’ s a b ility to  no t a nswe r a ny 

q ue stio n. 

The  stud y ma y ra ise  d iffic ult issue s a b o ut stre ss in yo ur life .  In the  

e ve nt tha t this ha p p e ns, the  re se a rc he r ha s a  list o f re so urc e s 

tha t yo u ma y c o nta c t fo r a ssista nc e  sho uld  yo u ne e d  the m.  

Yo u c a n c ho o se  to  no t a nswe r a ny p a rtic ula r q ue stio n.  Yo u 

ma y a lso  sto p  the  inte rvie w p ro c e ss a t a ny time . 

Be ne fits  

 

Any p o te ntia l d ire c t b e ne fits to  the  p a rtic ip a nt sho uld  b e  d e sc rib e d .  In b e ha vio ra l re se a rc h the re  typ ic a lly a re  no  

d ire c t b e ne fits. 

• Ind ic a te  the  Be ne fit(s) to  the  p a rtic ip a nt.  

No te  tha t a c c umula ting  kno wle d g e  tha t 

mig ht he lp  to  und e rsta nd  a  p ro b le m o r 

c ha ng e  a  p o lic y in the  future  is no t a  

b e ne fit to  the  p a rtic ip a nt a nd  sho uld  no t 

b e  a d ve rtise d  a s suc h. 

The re  a re  no  d ire c t b e ne fits.  Ho we ve r, p a rtic ip a ting  in the  stud y 

ma y inc re a se  yo ur kno wle d g e  o f stre ss a s it re la te s to  nurse s. 

Alte rnative s 

 

This se c tio n sho uld  d isc uss a ny a lte rna tive s to  p a rtic ip a tio n in the  stud y.  If the  stud y invo lve s o nly no rma l, he a lthy 

vo lunte e rs, a nd  thus the  o nly a lte rna tive  is to  d e c line  pa rtic ip a tio n in the  stud y, this ne e d  no t b e  me ntio ne d  in a  

se p a ra te  se c tio n b e c a use  the  ind ivid ua l’ s rig ht to  c ho o se  no t to  p a rtic ip a te  will b e  ma d e  c le a r in the  la st se c tio n 

o f the  fo rm. If the  stud y invo lve s the  use  o f a  stud e nt’ s c la ss time , a lte rna tive s tha t the  c hild  will b e  g ive n if the y 

c ho o se  no t to  p a rtic ip a te  must b e  d e ta ile d . 

• Ind ic a te  Alte rna tive  No ne  

Financ ial Conside rations 

  

This se c tio n sho uld  sta te  the  to ta l d o lla r a mo unt tha t the  p a rtic ip a nt will b e  p a id  fo r p a rtic ip a tio n in the  stud y, a nd  

sho uld  g ive  a ny o the r re le va nt info rma tio n suc h a s p ro -ra ting  if a  p a rtic ip a nt d o e s no t c o mp le te  the  stud y. If 

a p p ro p ria te , a  p a yme nt sc he d ule  sho uld  b e  inc lud e d  in this se c tio n.  Pa rtic ip a nts sho uld  no t b e  re q uire d  to  

c o mp le te  the  e ntire  stud y in o rd e r to  b e  re imb urse d .  

Pa rtic ip a nts sho uld  b e  info rme d  ho w p a yme nt will b e  ma d e  (e .g ., in c a sh, b y c he c k) a nd  whe n the y will b e  p a id  

(e .g ., imme d ia te ly a fte r the  inte rvie w, a p p ro xima te ly six we e ks a fte r c o mp le tio n o f the  stud y o r o ne -third  up o n 

c o mp le tio n o f the  first o f thre e  p ha se s o f the  stud y). It is imp o rta nt tha t this info rma tio n b e  c le a r a nd  c o mp le te .  If 

the re  will b e  no  p a yme nt o r re imb urse me nt to  p a rtic ipa nts fo r stud y p a rtic ip a tio n, this info rma tio n sho uld  b e  sta te d  

in this se c tio n.  

• Indic ate  Payme nt Yo u will re c e ive  $10 fo r yo ur p a rtic ip a tio n.  Eve n if yo u d o  no t 

c o mp le te  the  e ntire  inte rvie w, yo u will still re c e ive  the  $10. 

Privac y  and Confide ntiality  

 

Ind ic a te  ho w c o nfid e ntia lity in the  stud y will b e  ma inta ine d .  If the re  a re  limits to  c o nfid e ntia lity this must b e  sp e lle d  

o ut. 

• Te ll p a rtic ip a nts ho w the  d a ta  will b e  

c o lle c te d . 

• Exp la in ho w a nd  whe re  the  d a ta  will b e  

ha nd le d  a nd  sto re d .  

• Sta te  whe n a nd  ho w da ta  will b e  de stro ye d . 

• Te ll p a rtic ip a nts wha t will ha p p e n to  the  

d a ta  tha t is c o lle c te d . 

• Ind ic a te  if a nyo ne  will kno w if the y ha ve  

p a rtic ip a te d  in this stud y, a nd  if so , who  will 

kno w. 

The  re se a rc he r will ta p e  re c o rd  the  inte rvie w with yo ur 

p e rmissio n.  Yo u will b e  g ive n a  se p a ra te  fo rm to  ind ic a te  yo ur 

p e rmissio n.  No  o ne  b ut the  re se a rc he r a nd  he r fa c ulty a d viso r 

will liste n to  the  ta p e s. The  ta p e s will use  id e ntifying  c o d e s.  Yo ur 

na me  will no t a p p e a r o n the  tra nsc rip ts.  Ta p e s will b e  

d e stro ye d  a fte r inte rvie ws a re  tra nsc rib e d .  No  p e rso na l 

id e ntifie rs c a n b e  linke d  to  the  d a ta .  All ma te ria ls will b e  ke p t in 

a  lo c ke d  file  c a b ine t in the  fa c ulty a d viso r’ s lo c ke d  o ffic e  to  

whic h o nly the  re se a rc he r a nd  he r fa c ulty a d viso r ha ve  a c c e ss.  

The  d a ta  will b e  sto re d  fo r a  minimum o f thre e  ye a rs.  Afte r tha t, 
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• Brie fly d e sc rib e  ho w the  c o nfid e ntia lity o f 

p riva te  info rma tio n will b e  p ro te c te d , i.e ., 

c o d ing  o f re c o rd s, limiting  a c c e ss to  the  

stud y re c o rd s, no t using  a ny ind ivid ua l 

id e ntifie rs in pub lic a tio ns o r re p o rts re sulting  

fro m the  stud y. 

• Limits to  c o nfid e ntia lity – This la ng ua g e  is 

ne c e ssa ry in a lmo st a ll insta nc e s re g a rd le ss 

o f sub je c t ma tte r.  “ If the  re se a rc he r 

b e c o me s c o nc e rne d  tha t yo u a re  a  

d a ng e r to  yo urse lf o r o the rs, she / he  will 

a le rt (c o unse lo r, a g e nc y d ire c to r/ p o lic e , 

e tc .).”  

 If yo u a re  ta lking  to  p ro fe ssio na ls o r ke y 

info rma nts a b o ut the ir fe e ling s, this 

la ng ua g e  is re q uire d . 

 Yo u ne e d  no t use  this la ng ua g e  with 

p ro fe ssio na ls o r o the r ke y info rma nts if 

yo u a re  a sking  a b o ut o rg a niza tio na l o r 

p ro fe ssio na l p ra c tic e s.  Inste a d , use  

the  p hra se , “ The  info rma tio n yo u 

d isc lo se  will b e  ke p t c o nfid e ntia l to  the  

fill e xte nd  p e rmitte d  b y la w.”  

 Do  no t use  this la ng ua g e  if yo u a re  

using  a no nymo us surve ys. 

a ll ma te ria ls ma y b e  d e stro ye d .  As lo ng  a s the  d a ta  e xists it will 

b e  ke p t se c ure d .  The  info rma tio n will b e  use d  to  p ro d uc e  a  

p a p e r fo r a  g ra d ua te  re se a rc h p ro je c t.  O nly a g g re g a te  d a ta  

will b e  re p o rte d  in a ny re p o rts o r p ub lic a tio ns d e rive d  fro m this 

re se a rc h.  All id e ntifying  info rma tio n a b o ut yo u a nd  o the rs who  

p a rtic ip a te d  will b e  o mitte d  o r d isg uise d .  The  re se a rc he r is 

ma nd a te d  to  re p o rt to  the  p ro p e r a utho ritie s susp e c te d  c hild  

a b use , a nd  a ny ind ic a tio ns tha t yo u a re  in immine nt d a ng e r o f 

ha rming  yo urse lf o r o the rs. 

Withdrawal 

 

The  fo llo wing  sta te me nt must a p p e a r in the  c o nse nt fo rm: 

• Inc lud e  a  sta te me nt a b o ut d isc o ntinuing  

the  stud y 

Yo u ma y d isc o ntinue  p a rtic ip a tio n a t a ny time  witho ut p e na lty 

o r lo ss o f b e ne fits o r se rvic e s to  whic h yo u a re  e ntitle d . 

Contac t Information 

 

The  c o nta c t info rma tio n sho uld  re a d  a s fo llo ws: 

• “ If yo u ha ve  q ue stio ns a b o ut the  stud y, 

yo u c a n c o nta c t the  re se a rc he r, (na me  o f 

re se a rc he r a t (xxx) xxx-xxxx o r his/ he r 

fa c ulty a d viso r (na me  o f fa c ulty a d viso r) a t 

(xxx) xxx-xxxx.  Yo u sho uld  c o nta c t the  

Hunte r Co lle g e  IRB O ffic e  a t (212) 650-

3053, if yo u ha ve  q ue stio ns re g a rd ing  yo ur 

rig hts a s a  sub je c t o r if yo u fe e l yo u ha ve  

e xp e rie nc e d  a  re se a rc h-re la te d  injury.”  

Or a lte rna te ly 

“ If yo u ha ve  q ue stio ns a b o ut the  stud y, 

yo u c a n c o nta c t the  re se a rc he r, (na me  o f 

re se a rc he r a t (xxx) xxx-xxxx o r his/ he r 

fa c ulty a d viso r (na me  o f fa c ulty a d viso r) a t 

(xxx)xxx-xxxx. “ Yo u sho uld  c o nta c t the  

Hunte r Co lle g e  IRB O ffic e  a t (212) 650-

3053, if yo u ha ve  q ue stio ns re g a rd ing  yo ur 

rig hts a s a  sub je c t o r if yo u fe e l yo u ha ve  

b e e n ha rme d  a s a  re sult o f yo ur 

p a rtic ip a tio n in this re se a rc h.”  

If yo u ha ve  q ue stio ns a b o ut the  stud y, yo u c a n c o nta c t the  

re se a rc he r, Sa ra h Bro wn a t (555) 555-5555 o r he r fa c ulty a d viso r 

Jo e  Bla c k (555)555-5577.  Yo u sho uld  c o nta c t the  Hunte r 

Co lle g e  IRB O ffic e  a t (212) 650-3053, if yo u ha ve  q ue stio ns 

re g a rd ing  yo ur rig hts a s a  sub je c t o r if yo u fe e l yo u ha ve  

e xp e rie nc e d  a  re se a rc h-re la te d  injury. 
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Signature s 

• Fo r a  wa ive r o f sig ne d  c o nse nt 

(i.e ., use  o f a n Info rma tio n She e t ra the r 

tha n a  c o nse nt fo rm) 

The  la st p a ra g ra p h sho uld  re a d : 

"The  info rmatio n yo u pro vide  is 

ano nymo us. No  o ne  will kno w ho w yo u 

re spo nde d to  the se  que stio ns. Ple ase  do  

no t put yo ur name  o r o the r ide ntifying  

info rmatio n o n the  que stio nnaire  to  assure  

ano nymity.  By c o mple ting  and re turning  

the  instrume nt yo u are  g iving  c o nse nt”  

 

• Fo r a  sig ne d  c o nse nt fo rm 

• The  la st p a ra g ra p h sho uld  re a d : 

“I have  re ad (o r have  had re ad to  me ) the  

c o nte nts o f this c o nse nt fo rm and have  

be e n e nc o urag e d to  ask que stio ns.  I have  

re c e ive d answe rs to  my que stio ns.  I g ive  

my c o nse nt to  partic ipate  in this study.  I 

have  re c e ive d (o r will re c e ive ) a  c o py o f 

this fo rm fo r my re c o rds and future  

re fe re nc e .”   (No te : this sta te me nt sho uld  

b e  in the  first p e rso n.) 

• This sho uld  b e  fo llo we d  b y line s fo r the  

p a rtic ip a nt’ s p rinte d  na me , his o r he r 

sig na ture  a nd  the  d a te  o f sig na ture . 

• This sho uld  b e  fo llo we d  with the  sig na ture  

o f p e rso n o b ta ining  c o nse nt.  This p ro vid e s 

p a rtic ip a nts with a  re c o rd  o f who  

e xp la ine d  the  stud y to  the m.  This sho uld  

inc lud e  the  p rinte d  na me  o f the  sp e c ific  

ind ivid ua l o b ta ining  c o nse nt, his o r he r 

sig na ture  a nd  the  d a te  o f sig na ture . 

 

 

 

 

 

 

 

 

 

 

 

 

 

I have  re ad (o r have  had re ad to  me ) the  c o nte nts o f this 

c o nse nt fo rm and have  be e n e nc o urag e d to  ask que stio ns.  I 

have  re c e ive d answe rs to  my que stio ns.  I g ive  my c o nse nt to  

partic ipate  in this study.  I have  re c e ive d (o r will re c e ive ) a  c o py 

o f this fo rm fo r my re c o rds and future  re fe re nc e . 

 

 

__________________          __________________       __________ 

Partic ipant’ s  Name                          Sig nature              Date  

 

 

 

___________________          __________________       _________ 

Re se arc he r’ s   Name                          Sig nature               Date  
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PLEASE INDICATE WHICH ITEMS YOU HAVE INCLUDED WITH YOUR APPLICATION 

 

 C O NSENT FO RM(S)  #  _______ 

 

 ASSENT FO RM(S) 

 

 RECRUITMENT FLYER/ LETTER/ EMAIL 

 

 PARENTAL PERMISSIO N 

 

 FO RM FO R PERMISSIO N TO  AUDIO  TAPE 

 

 HIPAA RESEARCH AUTHO RIZATIO N 

 

 FO RM FO R PERMISSIO N TO  VIDEO  TAPE 

 

 DEBRIEFING  SCRIPT 

 

 INTERVIEW PRO TO CO L 

 

 RECRUITMENT/ O RAL SCRIPT 

 

 DATA TRANSFER SHEET  

       (FO R STUDIES INVO LVING  USE O F EXISTING  DATA) 

 SAMPLE RECO RD  

      (FO R STUDIES INVO LVING  USE O F EXISTING  DATA) 

 LETTER FRO M CO O PERATING  AG ENCY o r IRB APPRO VAL 

FRO M ANO THER INSTITUTIO N 

 REFERRALS/ RESO URC E LIST 

 

 UNAFFILIATED INVESTIG ATO R FO RM 

 

 SUBJEC T INFO RMATIO N CO NFIDENTIAILTY AG REEMENT 

 

 DATA USE AG REEMENT 

 
 O THER: ___________________________________________________ 

 INSTRUMENT(S) #  _______ 

 

 LIST ITEMS : 

 

 

 

 

 

 

 

I c e rtify  that I have  re ad, c omple te d and addre sse d all ite ms in the  IRB Protoc ol Cove rshe e t. 

 

 

 

__________________________________________________ ________________________________________________ 

Princ ipa l Inve stig a tor  Co–Princ ipa l Inve stig a tor/ Fa c ulty Advisor 

 

Da te : ____________________________ Da te : ____________________________ 

 

 

 

 

__________________________________________________ ________________________________________________ 

Co- Princ ipa l Inve stig a tor/ Fa c ulty Advisor Co–Princ ipa l Inve stig a tor/ Fa c ulty Advisor 

 

Da te : ____________________________ Da te : ____________________________ 

 

 

 

 

 

 

 

 

** IRB Protoc ol Forms, Ma nua ls a nd FAQs ma y be  downloa de d from: 

http :/ / www.hunte r.c uny.e d u/ IRB 

 


