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M I G R A N T  C L I N I C I A N S  N E T W O R K  
 
 

INSTITUTIONAL REVIEW BOARD 

GUIDELINES FOR INFORMED CONSENT 

 

 

NOTICE: Regulat ions require t hat  all consent  form s, and all pages of  t he consent  

form s, be kept  for  a m in im um  of 3 years af t er  t he com plet ion of  t he st udy, even if  

t he subject  does not  cont inue par t icipat ion. The consent  form  m ust  be w r it t en in 

language t hat  can easily be read by t he subject  populat ion and any use of  jargon or  

t echnical language should be avoided. Use lay language underst andable t o t he 

subject . The consent form should be w rit ten at  no higher than an 8th grade 

reading level, and it  is recom m ended t hat  it  be w r it t en in t he t hird person. 
 

A t w o-inch by t w o-inch b lank space m ust  be lef t  on t he bot t om  of  each page of  t he 

consent  form  for t he IRB approval st am p. 

 

Basic elem ent s required for  all consent  form s: 

 

1. An int roduct ion of  t he pr incipal invest igat or  

 

2. A st at em ent  t hat  t he st udy involves research, e.g., “ ...t h is research st udy…,”  an 

explanat ion of  t he purposes of  t he research; t he expect ed durat ion of  t he 

subject ’s par t icipat ion; a descr ipt ion of  t he procedures t o be fo llow ed; and 

ident if icat ion of  any procedures w hich are exper im ent al. 

 

3. A descr ipt ion of  reasonably foreseeable r isks, pain, or  discom fort s t o t he 

subject . 

 

4. How  t he sam ple w as select ed and w hy. 

 

5. The expect ed durat ion of  t he subject ’s part icipat ion. 

 

6. A br ief  sum m ary of  t he pro ject  procedures. 

 

7. A descr ipt ion of  any benef it s t o t he subject  or  t o ot hers w hich m ay reasonably 

be expect ed f rom  t he research.  If  none, so st at e. 

 

8. Rat ionale for  st udy; lit erat ure review , social and or scient if ic value.  How  st udy 

adds t o t he know ledge base. 

 

9. A d isclosure of  appropr iat e alt ernat ive procedures or  courses or t reat m ent , if  

any, t hat  m ight  be advant ageous t o t he subject .   
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10. Met hodology 

 

11. Dat a ent ry and analysis appropr iat e t o st udy goals and rat ionale and addit ion t o 

t he know ledge base. 

 

12. A st at em ent  descr ib ing t he ext ent , if  any, t o w hich conf ident ialit y of  records 

ident ifying t he subject  w ill be m aint ained.  Indicat e t hat  t he dat a and consent  

form s w ill be st o red separat ely for  at  least  t hree years follow ing t he com plet ion  

of  t he st udy. Indicat e w here, in general, t he dat a and consent  docum ent s w ill be 

st ored and w ho w ill have access. The fo llow ing st at em ent  m ust  be included in 

all consent  form s and inform at ional let t ers: “Only t he researcher, t he advisor  (if  

applicable) and people w ho audit  IRB procedures w ill have access t o t he dat a.”  

Please m ake appropr iat e addit ions t o t he persons t hat  m ay have access t o your  

research dat a. Indicat e how  t he dat a w ill be d isposed of . Be sure t o list  any 

m andat ory report ing requirem ent s t hat  m ay obligat e breaking conf ident ialit y. 

For  drug st udies, t he sponsor  and t he Food and Drug Adm inist rat ion have 

access t o m edical records.  

 

13. For  research involving m ore t han m inim al r isk, an explanat ion as t o w het her 

com pensat ion and/ or m edical t reat m ent  is available if  an injury occurs.  If  so, 

w hat  liabilit y is assigned or  w here fur t her in form at ion m ay be obt ained. 

 

An explanat ion of  at  least  t w o people t o cont act  in  t he event  of  a research-relat ed 

in jury or  for  answ ers t o quest ions about  t he research, usually t he invest igat or, w it h 

nam e and t elephone num ber .  Also, give cont act  for  quest ions regarding t he r ight s 

of  research subject s. This in form at ion should be included in t he fo llow ing 

st at em ent : “ If  you have quest ions about  t he research, please call (inser t  Pr incipal 

Invest igat or ’s nam e) at  (inser t  phone num ber  of  Pr incipal Invest igat or ) or  (Co -PI or  

advisor ) at  (inser t  Co-PI or  advisor ’s phone num ber). If  you have any ot her  

quest ions or concerns, please call t he Chair  of  t he MCN IRB- Mar ia de Jesus Diaz-

Perez m ariadjdp@gm ail.com  

 

14. If  applicable: an explanat ion of  w ho t o cont act  in t he event  of  a research -relat ed 

in jury t o t he subject . 

 

15. If  applicable: an explanat ion of  f inancial int erest  m ust  be included. 

 

16. A st at em ent  t hat  part icipat ion is volunt ary, refusal t o  par t icipat e w ill involve no 

penalt y or  loss of  benef it s t o w hich t he subject  is ot herw ise ent it led  

 

17. A st at em ent  t hat  t he subject  m ay w it hdraw  at  any t im e w it hout  negat ive 

consequences w it h an explanat ion of  how  t he can d iscont inue par t icipat ion. 

 

18. An explanat ion of  circum st ances w hich m ay result  in  t he t erm inat ion of  a 

subject ’s par t icipat ion in t he st udy. 

 

19. A descr ipt ion of  any ant icipat ed cost s t o t he subject . 
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20. A st at em ent  indicat ing w het her t he subject  w ill be inform ed of  t he f indings of  

t he st udy. 

 

21. A st at em ent  indicat ing t hat  t he subject  w ill receive a copy of  t he consent  form . 

 

 

Addit ional elements Consider  each, one or m ore m ay be appropr iat e t o t he st udy: 

 

1. A st at em ent  about  paym ent  t o subject s w ho t ake part  in  t he st udy: 

 

There is no paym ent  t o you for  par t icipat ing in t h is st udy.  

   

   OR 

 

You w ill be paid $_____ for  t aking par t  in t h is st udy (descr ibe any condit ions for  

paym ent , e.g., paym ent  w ill be m ade af t er  com plet ion of  st at ed par t s of  t he 

st udy or  paym ent  w ill be m ade at  t he com plet ion of  t he st udy). 

 

2. A st at em ent  t hat  t he par t icu lar  t reat m ent  or  procedure m ay involve r isks t o t he 

subject  (or  t o t he em bryo or  fet us, if  t he subject  is or  m ay becom e pregnant ) 

w hich are current ly unforeseeable. 

 

3. If  w om en of  childbear ing pot ent ial w ill t ake par t  in  t he st udy, consider  t he need 

for  negat ive pregnancy t est  and use of  a reliable m et hod of  bir t h cont ro l. 

 

4. If  vulnerable populat ions are t he research subject s, d iscuss specif ic assurances. 

 

5. Ant icipat ed circum st ances under  w hich t he subject ’s par t icipat ion m ay be 

t erm inat ed by t he invest igat or w it hout  regard t o t he subject ’s consent . 

 

6. Disclose use of  a placebo.  When a st udy is double b lind, m ent ion t hat , neit her  

subject  nor physician w ill know  ident it y unt il t he st udy is over.  How ever , in case 

of  an em ergency, t he ident it y m ay be learned.   

 

7. If  assignm ent  t o t reat m ent  is random , def ine random  as like t he f lip  of  a coin.   

 

8. Discuss addit ional cost s t o t he subject  t hat  m ay result  f rom  par t icipat ion in t he 

research.  Cost s can include social cost s such as t im e aw ay from  w ork or fam ily. 

If  t here are no addit ional cost s, so st at e.  

 

9. The consequences of  a subject ’s decision t o w it hdr aw  from  t he research and 

procedures for  order ly t erm inat ion of  par t icipat ion by t he subject .   

 

10. Wit h end of  care relat ionships and w it h negat ive ef fect s 

 

11. A st at em ent  t hat  signif icant  new  f indings developed dur ing t he course of  t he 

research w hich m ay be relat ed t o t he subject ’s w illingness t o cont inue 

par t icipat ion w ill be provided t o t he subject .   

 

12. The approxim at e num ber  of  subject s involved in t he st udy.   
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Other Information: 

 

The subject  m ust  have t he form  available in  h is pr im ary language. 

 

The subject  m ust  have am ple t im e t o read and ask quest ions.   

 

If  funct ionally illit erat e, t he subject  should have t he form  read t o h im / her .   

 

A copy of  t he consent  form  m ust  be given t o t he person g iving consent .  A 

w it ness t o t he signat ure m ust  also sign t he form .  If  t he subject  is a child or  an 

incom pet ent  person, a signat ure b lock is needed for  t he parent  of  guardian 

rat her  t han for  t he subject .   

 

Special circum st ances m ay preclude signed consent  by t he subject  w hen t here 

is a perceived r isk associat ed w it h signing one’s nam e.  If  such circum st ances 

apply, t he applicant  m ust  give a det ailed descr ipt ion of  an alt ernat e assurance of  

t he com plet ion of  inform ed consent .   

 

Records relat ing t o hum an research st udies m ust  be kept  for  3 years follow ing 

com plet ion of  t he st udy.  Consent  form s should be incorporat ed int o t he 

pat ient ’s perm anent  record.  (N.B. FDA requires records t o be kept  for  2 years 

fo llow ing m arket ing  of  a new  drug or  device, or  2 years af t er  t he IND is 

w it hdraw n if  t he product  is not  m arket ed.) 

 

CONSENT FORM CHECK LIST 

 

___ Let t erhead of  inst it u t ion  

___ Lay language 

___ Research st udy 

___ St udy descr ipt ion 

___ Procedures 

___ Risks 

___ Benef it s 

___ Alt ernat ives 

___ Conf ident ialit y 

___ Cost s t o pat ient  

___ Pat ient  com pensat ion 

___ Cont act  for  st udy quest ions 

___ Cont act  for  subject s’ r ight s quest ions 

___ Right  t o refuse or  w it hdraw  w it hout  negat ive consequences 

___ Pregnancy clause, if  appropr iat e 

___ Appropr iat e liabilit y clause 


