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1 . In t ro d u ct io n  
Th is  gu id eb ook will p rovid e  a  b as ic und ers tand ing  to  sp onsors , in ves t iga tors  and  the ir s ta ff 
o f what  the ir ro le  and  resp ons ib ility will b e  wh ile  cond uct ing  hum an  research  s tud ies .   
Alp ha  IRB’s  goal is  to  p rovid e  the  in form ation  need ed  to  p ro tect  the  righ ts  and  welfare  o f 
every s ing le  research  sub ject .  

2 . Wh a t  Re q u ir e s  IRB Re vie w  
Regu la t ions  req u ire  IRB review an d  ap p roval fo r r e s ea r ch  in volvin g  h u m a n  su b ject s  if it  is  
fund ed  or regu la ted  b y the  fed era l govern m en t .  Fed era l regu la t ions  d efine  research  as : "a  
sys tem atic inves t iga t ion  d es igned  to  d eve lop  or con trib u te  to  genera liz ab le  knowled ge ." 
[4 5  CFR 4 6 .1 0 2 (d )] 

 
2 .1 . De fin it io n  o f a  Hu m a n  Su b je ct  

Ind ivid uals  whose  p hys io log ic or b ehaviora l characte ris t ics  and  resp on ses  are  the  ob ject  o f 
s tud y in  a  research  p ro ject .  

Un d e r  t h e  fe d e ra l r e g u la t io n s , hum an  sub jects  a re  d efined  as : living  ind ivid ual(s ) ab ou t  
whom  an  Inves t iga tor cond uct ing  research : 

(1 ) Ob ta in s  in form ation  or b iosp ecim ens  th rough  in te rven t ion  or in te ract ion  with  the  
ind ivid ual, and  u ses , s tud ies , o r ana lyz es  the  in form ation  or b iosp ecim ens ; o r  
(2 ) Ob ta in s , u ses , s tu d ies , ana lyz es , o r gen era tes  id en t ifiab le  p riva te  in form ation  or 
id en t ifiab le  b iosp ecim ens .  

 
If an  inves t iga tor is  un clear ab ou t  whe ther a  p lanned  act ivity is  research  involving  hum an  
sub jects , the  inves t iga tor shou ld  con tact  Alp ha  IRB a t : 9 4 9 -5 4 2 -3 8 8 2  for as s is tance . 

3 . Re s p o n s ib ilit ie s  o f Sp o n s o r  a n d / o r  Pr in cip a l In ve s t ig a t o r  a n d  t h e ir  
Re s e a rch  St a ff  

• Und ers tand  the  e th ica l s tand ard s  and  regu la tory req u irem en ts  govern ing  research  
act ivit ies  with  hum an  sub jects . 

• It  is  the  resp ons ib ility o f the  inves t iga tor to  b e  cogn iz an t  o f any loca l o r Sta te  law(s ) tha t  
m ay a ffect  the  cond uct  o f hum an  sub ject  research  in  h is / her s ta te  and  ap p ly these  ru les  
ap p rop ria te ly. The  IRB m ay req u ire  tha t  such  knowled ge  and  ap p lica t ion  b e  
d em on s tra ted  b efore  IRB ap p rova l is  is sued  for s tud ies  involving  ce rta in  p op u la t ions  
and  p roced u res . 

• In form  research  s ta ff o f the  regu la t ions  g overn ing  research  and  the  in s t itu t ions  
research  p o licies . The  PI m ay d e legate  research  resp on s ib ility to  ap p rop ria te ly q ualified  
p ersons ; h owever, they m us t  m ain ta in  overs igh t  and  re ta in  u lt im ate  re sp ons ib ility fo r 
the  cond uct  o f the  research  s tud y and  of th ose  to  whom  they d e legate  resp ons ib ility. 
The  PI is  re sp on s ib le  for m ain ta in ing  a  lis t  o f ap p rop ria te ly q ualified  p ersons  to  whom  
they have  d e legated  t ria l-re la ted  d u t ies . 

• Ensu re  tha t  a ll research  act ivit ies  have  IRB ap p roval an d  o ther ap p rovals  req u ired  b y the  
in s t itu t ion  b efore  hum an  sub jects  a re  involved . 

• Im p lem en t  the  research  act ivity as  it  was  ap p roved  b y the  IRB. 
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• Ob tain  the  in form ed  consen t  o f sub jects  b efore  the  sub ject  is  involved  in  the  research  
and  d ocu m en t  consen t  as  ap p roved  b y the  IRB.  

• Co n s e n t  m u s t  b e  o b t a in e d  u s in g  t h e  m o s t  cu r re n t  IRB a p p ro ve d  in fo rm e d  
co n s e n t  fo rm (s ) w h ich  w ill b e  “s t a m p e d ” w it h  t h e  d a t e  o f Alp h a  IRB a p p ro va l 
a n d  t h e  Alp h a  IRB a p p ro va l s t a m p .         No o ther vers ions  of the  consen t  fo rm (s ) 
shou ld  b e  u sed  with  sub jects .  

• Main ta in  writ ten  record s  o f IRB reviews  and  d ecis ion s  and  ob ta in  and  keep  d ocum en ted  
evid ence  of in form ed  consen t  o f the  sub jects  o r the ir lega lly au thoriz ed  rep resen ta t ive . 

• Ob tain  IRB ap p roval fo r any p rop osed  chang e  to  the  research  p ro toco l p rio r to  its  
im p lem en ta t ion . 

• Com p ly with  the  IRB req u irem en ts  fo r t im ely rep ort ing  of unan t icip a ted  p rob lem s  
involving  risks  to  p art icip an ts  o r o thers ; includ ing  ap p licab le  se rious  ad verse  even ts , 
s afe ty rep orts  rece ived  from  the  Sp onsor, o r d a ta  sa fe ty and  m on itoring  su m m ary 
rep orts  an d  s ign ifican t  p ro toco l d evia t ions . 

• Ob tain  con t inuat ion  ap p roval from  the  IRB on  the  sched u le  p rescrib ed  b y the  IRB. 
• Make p rovis ions  for th e  secu red  re ten t ion  of com p le te  research  record s  and  a ll research  

m ate ria ls . 
• Ensu re  the  con fid en t ia lity and  secu rity o f a ll in form ation  ob ta ined  from  and  ab ou t  

hum an  sub jects . 
• Notify the  IRB regard ing  the  em ergency use  of an  inves t iga t ional d rug  or d evice  with in  5  

working  d ays  of the  ad m in is tra t ion  of the  tes t  a rt icle . 
• Re cru it m e n t  Bo n u s e s  - Alp ha  IRB s trong ly recom m end s  tha t  the  inves t iga tor care fu lly 

evalua te  b onus  p aym en ts  o ffe red  b y the  sp onsor for ad d it ional su b ject  recru itm en t , 
b eyond  the  orig ina l con tractua l ag reem en t . Bonus  p aym en ts  o r o ther incen t ives , such  as  
m ed ica l eq u ip m en t , m ay cau se  und ue  in fluence  on  the  inves t iga t ive  s ta ff, when  the  
s ta ff is  recru it ing  s tud y sub jects .  The  IRB shou ld  b e  consu lted  on  a ll b onus  p aym en ts  
ou ts id e  of the  in it ia l con tract .  

• Re fe r ra l Fe e s  - Alp ha  IRB d oes  no t  a llow p aym en ts  to  p rofes s ionals  in  exchange  for 
re fe rra ls  o f p o ten t ia l p art icip an ts  (“find er’s  fees”). 

3 .1 .  Po s s ib le  Act io n s  if  IRB Re g u la t io n s  a re  No t  Fo llo w e d  

• Susp ens ion  of re search  p ro ject . 
• Susp ens ion  of a ll o f a  Princip a l Inves t iga tor’s  research  p ro jects . 
• Inab ility to  u se  d a ta  o r p ub lish  re su lts . 
• Notifica t ion  of sp onsors , regu la tory agencies  and  fun d ing  agencies  o f non -

com p liance . 
• Deb arm en t  b y FDA from  us ing  in ves t iga t ion al p rod ucts . 
• Inab ility to  rece ive  fund ing  from  fed era l g ran ts . 
• Ad d it ional m on itoring  and  overs igh t  b y the  IRB and / or th ird  p arty m on itoring  of 

research  act ivit ies . 
• Term inat ion  of em p loym en t . 
• Im m ed ia te  shu t-d own  of ALL research  a t  an  organ iz a t ion . 

3 .2  IRB Ju r is d ict io n  - IRB Au t h o r iz a t io n  Ag re e m e n t s / Re lia n ce  Ag r e e m e n t s  

Alp ha  IRB m ay se rve  as  the  IRB of record  for an  in s t itu t ion  for in s tances  in  wh ich  the  
in s t itu t ion  d oes  no t  m ain ta in  a  loca l IRB, or if the  in s t itu t ion  has  a  loca l IRB, b u t  chooses  to  
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d efer to  Alp ha  IRB. For in s t itu t ions  who are  req ues t ing  tha t  Alp ha  IRB serve  as  the  IRB of 
record  for a  s tud y tha t  wou ld  norm ally fa ll u nd er the ir loca l IRB, an  ag reem en t  m us t  b e  in  
p lace . An  IRB Au thoriz a t ion  Agreem en t , a lso  kn own  as  a  re liance  ag reem en t , is  a  d ocum en t  
p erm it t ing  the  “Relying  IRB” to  ced e  review to  Alp ha  IRB (the  “IRB of Record ”). The  
ag reem en t  m ay p erta in  to  a  p art icu lar s tud y, o r it  m ay p erta in  to  m u lt ip le  s tud ies  (e .g ., a  
Mas te r Re liance  Agreem en t). In  th is  way, on ly one  IRB reviews  and  ap p roves  the  hum an  
sub ject  res earch  act ivit ies , avo id ing  d up lica t ive  review and  regu la tory overs ig h t .  
 
You  m ay p rovid e  to  Alp ha  IRB a  cop y o f you r own  re lian ce  /  au thoriz a t ion  ag reem en t , you  
m ay req ues t  a  cop y o f Alp ha  IRB’s  Ju risd ict ional Waiver, o r you  can  ag ree  to  u t iliz e  the  
SMART IRB Mas te r Agreem en t  for es tab lish in g  re liance . 
 
Alp ha  IRB is  a  p art icip a t ing  m em b er o f SMART IRB, wh ich  is  an  in it ia t ive  to  sup p ort  s in g le  
IRB review for m u lt i-s ite  hum an  sub jects  res earch . The  SMART IRB Agreem en t  is  a  m as te r 
IRB au thoriz a t ion  ag reem en t  tha t  has  b een  s igned  b y m any in s t itu t ions  and  se ts  te rm s  and  
cond it ions  up on  wh ich  any of the  p art icip a t ing  in s t itu t ions  can  re ly on  each  o ther’s  IRBs . 
This  ag reem en t  was  crea ted  to  facilita te  re liance  ag reem en ts  b y avoid ing  circum s tances  
where  IRBs  need ed  to  review and  negot ia te  the  te rm s  of every re liance  ag reem en t  for every 
p ro toco l. The  SMART IRB ag reem en t  avoid s  tha t  s tep  b ecause  the  p art icip a t ing  IRBs  have  
a lread y s ig ned  the  ag reem en t  and  accep ted  its  te rm s .  A searchab le  lis t  o f in s t itu t ions  tha t  
have  s igned  the  ag reem en t  is  ava ilab le  here : h t tp s :/ / sm art irb .org / p art icip a t ing -
in s t itu t ions /   

Inves t iga tors  who cond uct  research  a t  in s t itu t ions  shou ld  b e  aware  of any ob liga t ions  tha t  
they m ay have  to  u se  the  in s t itu t ion ’s  IRB. 

4 . Su b m it t in g  a  Re s e a rch  St u d y  
Alp ha’s  Ind ep end en t  Review Board  (IRB) m ee ts  twice  a  week on  Mond ay and  Wed nesd ay for 
Fu ll Board  review.  Sub m iss ion  m ate ria ls  m us t  b e  rece ived  b y 3 :0 0  p m  Pacific Tim e (PT) on  
the  p reced ing  Tuesd ay for Mond ays  m ee t ing  and  the  p reced ing  Thursd ay for Wed nesd ay’s  
m ee t ing .  Sub m iss ions  m ay b e  sen t  as  hard -cop y or e lectron ica lly p re fe rab ly en te red  on line  
u s ing  OASIS (On line  Access  Stud y In form ation  Sys tem ). 

 
To  acces s  OASIS go  to : h t tp :/ / www.alp hairb .com /      

 
Click on  the  link a t  the  b o t tom  righ t  hand  corner o f the  screen   

 
to  s ta rt  sub m it t ing  you r s tud y.  

 
Rem em b er , you r  St u d y Ma n a g em en t  Sp e cia lis t  is  a lwa ys  a va ila b le  t o  a s s is t  you  in  
n a vig a t in g  t h e  sys t e m  or  a n swer in g  a n y q u e s t ion s .  

 
The  review p roces s  will b eg in  wh en  Alp ha  IRB rece ives  the  com p le te  sub m is s ion .  
Incom p le te  sub m is s ions  m ay not  b e  p laced  on  the  agend a  for the  nex t  m ee t ing , so  
Sp onsor/ In ves t iga tors  shou ld  review the  IRB review p rocess  and  th e  gu id e lines  on  the  
ap p lica t ion  form s  for each  typ e  o f sub m iss ion . Sub m is s ion  form s  are  availab le  on -line , via  
e -m ail, o r h ard  cop y. 

https://smartirb.org/participating-institutions/
https://smartirb.org/participating-institutions/
http://www.alphairb.com/
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4 .1 . Ba s ic co m p o n e n t s  o f a n  IRB s u b m is s io n  - All Alp h a  IRB Fo rm s  a r e  a va ila b le  o n  
o u r  w e b s it e  a t : w w w .a lp h a irb .co m  o r  via  OASIS. 

Su b m is s io n  Ma t e r ia ls  
• Sp onsor/ CRO Stud y Ap p lica t ion  (for Mult i-cen te r s tud ies . Sites  m us t  a lso  com p le te  

the  Mult i-Cen te r Site  Sub m iss ion  Form ) 
• Site  Sub m iss ion  Form  (for Sing le -Site  s tud ies ) 
• Research  p ro toco l - A d e ta iled  re search  p ro toco l is  req u ired  for IRB review of you r 

research  
• Inves t iga tor Brochure  and / or Package  In sert , Device  Manual/ Descrip t ion  (Req u ired  

for FDA regu la ted  p rod ucts ) 
o Alp ha IRB is  req u ired  to  exam ine  these  item s  in  ord er to  ad eq uate ly as ses s  the  

risk/ b enefit  ra t io  for sub jects  p art icip a t ing  in  the  research   
• In form ed  Consen t  Form (s ) (Main , Gene t ic, Assen t , Sub -Stud y, e tc.) 
• Prop osed  ad vert is ing  and  recru itm en t  m ate ria ls  

o Alp ha IRB is  req u ired  to  review any ad vert is em en ts  (p rin t , flye rs , rad io / TV ad s , 
In te rne t  p os t ings , e tc.) and  writ ten  corresp ond ence  to  sub jects  u sed  for sub ject  
recru itm en t .  

o For rad io  and  te levis ion  ad vert is em en ts , is  recom m end ed  tha t  s crip ts  a re  crea ted  
and  sub m it ted  for IRB review p rio r to  the  tap ing  in  ord e r to  avoid  re -tap ing  
b ecause  of inap p rop ria te  word in g .  

o The  fina l ve rs ion  of a ll ap p roved  p rin t , rad io , web / in te rne t , te levis ion  ad s  m u s t  
b e  sub m it ted  to  Alp ha  IRB for ve rifica t ion . IRB s taff will review the  fina l cop y of 
these  ad ve rt is em en ts  to  evalua te  the  re la t ive  s iz e  o f typ e  u sed  and  o ther visua l 
e ffects  and  to  ensu re  no  ad d it ional changes  have  b een  m ad e . When  
ad vert is em en ts  a re  to  b e  tap ed  fo r b road cas t , the  IRB s taff will review the  fina l 
aud io / vid eo  file . 

o In  ad d it ion , Alp ha  IRB reviews  a ll p res s  re leases  in tend ed  to  facilita te  recru itm en t  
o f su b jects .  

o If p oss ib le , includ e  recru itm en t  and  s tud y m ate ria ls  with  you r in it ia l ap p lica t ion . 
If the  m ate ria l is  no t  read y a t  the  t im e  o f in it ia l ap p lica t ion , sub m it  the  m ate ria l 
when  it  is  ava ilab le  an d  p rior to  u se , b u t  a llow su fficien t  t im e  for revis ions  p rio r 
to  p ub lica t ion . 

o Ad vert isem en ts , p res s  re leases , e tc., m ay q u alify for exp ed ited  review. 
o All recru itm en t  m ate ria ls  m us t  rece ive  IRB ap p roval b efore  u se .  
o For fu rther in form ation  regard in g  the  recru itm en t  o f s tud y sub jects , p lease  

review the  FDA In form ation  Shee t  en t it led , “Recru it ing  Stud y Sub jects  - Gu id ance  
for In s t itu t ional Review Board s  and  Clin ica l Inves t iga tors .” 

• Surveys , Ques t ionnaires , Pa t ien t  Diaries , Su b ject  In s truct ions  and  o ther writ ten  
in form ation  to  b e  p rovid ed  to  su b jects  
o Alp ha IRB is  req u ired  to  review a ll research  in s trum en ts  such  as  su rveys  and  

q ues t ionna ires . If the  s tud y uses  an  unm od ified  com m ercia lly availab le  va lid a ted  
in s trum en t , wh ich  is  cited  in  the  p ro toco l, it  is  no t  necessary to  sub m it  the  
in s trum en t . 

o Alp ha IRB rese rves  the  righ t  to  d e te rm ine  wh ether a  g iven  d ocu m en t  m ay req u ire  
review in  o rd er fo r the  IRB to  fu lfill its  resp ons ib ilit ie s . Please  con tact  u s  if you  
have  any q ues t ions  regard ing  m ate ria ls  tha t  req u ire  IRB review. 

http://www.alphairb.com/
http://www.fda.gov/regulatoryinformation/guidances/ucm126428.htm
http://www.fda.gov/regulatoryinformation/guidances/ucm126428.htm
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• Telep hone  /  Web  Screen ing  Ques t ionnaires   
o Alp ha IRB req ues ts  tha t  the  fo llowing  e lem en ts  b e  p resen t  in  a  screen ing  

q ues t ionna ire : 
 The  p u rp ose  of the  screen ing  q ues t ionnaire  
 The  typ e  of in form ation  tha t  will b e  req ues ted  d u ring  the  screen ing  

q ues t ionna ire  
 A s ta tem en t  ind ica t ing  tha t  p art icip a t ing  in  the  q ues t ionnaire  is  vo lun tary 

and  the  p rosp ect ive  sub ject  can  re fuse  to  answer any q ues t ion  or s top  a t  an y 
t im e  

 Notify the  p rosp ect ive  sub ject  who will have  access  to  the  in form ation  
ob ta ined  d u ring  the  screen ing  q ues t ionnaire  and  what  will b e  d one  with  that  
in form ation  (i.e . will the  in form ation  b e  d es troyed , o r, with  the  p erm iss ion  
of the  p rosp ect ive  sub ject , will the  in form ation  b e  kep t  in  a  d a tab ase  and  
u sed  to  con tact  them  ab ou t  fu tu re  s tud ies .) 

 The  p rosp ect ive  sub ject  m us t  b e  asked  exp licit ly for the ir p e rm is s ion  for the  
screener to  ask the  q ues t ions  an d  the  p rosp ect ive  sub ject  m us t  p rovid e  the ir 
p e rm is s ion  to  go  forward  with  the  screen ing  q ues t ionnaire  

 
 
* Copies of the a ppr oved r ecr uitm en t  a nd s tudy m a ter ia l(s) will be issued  to the s ite 
a nd/ or  sponsor .  
 
Appr oved m a ter ia l(s) m a y by “sta m ped” with  the da te of Alpha  IRB a ppr ova l a nd the 
Alpha  IRB a ppr ova l s ta m p; or  in  lieu of s ta m ping the m a ter ia l, the a ppr oved 
m a ter ia l will include a  ver sion  n um ber  a nd/ or  da te wh ich  will be r efer enced on  the 
IRB a ppr ova l let ter .  

 
 Ge n e r ic Re cru it m e n t  a n d  St u d y Ma t e r ia ls  

o Generic m ate ria ls  a re  those  tha t  a re  no t  as socia ted  with  a  sp ecific s tud y and  
con ta in  no  s tud y sp ecific in form ation .  

o Ap p roved  generic m ate ria ls  will have  an  IRB ap p roval p eriod  of on e  year. Each  
year, Alp ha  IRB will cond uct  an  annual review of each  g eneric m ate ria l tha t  was  
p revious ly ap p roved . Courtesy rem ind ers  o f annual review will b e  sen t  to  s ites  
p rio r to  the  exp ira t ion  d a te  o f the  m ate ria l. A s ite  will need  to  id en t ify if they 
p lan  to  con t inue  u s ing  the  p revious ly ap p roved  item (s ). Any item s  tha t  a re  no t  re -
ap p roved  shou ld  no  longer b e  u sed  afte r the ir exp ira t ion . 

o Stand ard  review fees  ap p ly for each  reap p roved  m ate ria l. 
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5 . In fo r m e d  Co n s e n t  
The  ou t line  for in form ed  consen t  can  b e  fou nd  in  The  Cod e  of Fed era l Regu la t ions  4 5  CFR 
4 6 .1 1 6 (a) and  2 1  CFR Part  5 0 .2 5 (a). 

5 .1 .  Ob t a in in g  In fo rm e d  Co n s e n t  

• Provid e  su b ject  with  the  IRB ap p roved  in form ed  consen t  to  read  th rough  in  a  q u ie t  
loca t ion . The  IRB ap p roved  in form ed  consen t  fo rm  will con ta in  the  d a te  o f Alp ha  IRB 
ap p roval and  the  Alp ha  IRB ap p roval s tam p . 

• Discuss  s tud y p roced u res  thorou gh ly with  sub ject .  
• Ensu re  the  sub ject  und ers tand s  b y answering  q ues t ions  the  sub ject  m ay have . 
• Encourage  sub ject  to  d iscuss  concerns  with  d octor, s ta ff, fam ily and  friend s . 
• Ob tain  the  vo lun tary ag reem en t  o f the  sub ject  to  p art icip a te  in  the  s tud y. 
• Give  the  sub ject  a  cop y of the  s ig ned  in form ed  consen t  and  b ill o f righ ts  (if 

ap p licab le  in  you r s ta te ) and  encou rage  them  to  ca ll if any fu rther q ues t ions  arise . 

5 .2 .  En s u r in g  Un d e r s t a n d in g  

• Provid e  consen t  in  a  language  tha t  is  und ers tand ab le  to  the  sub ject  o r h is / h er 
rep resen ta t ive . For non -Eng lish  sp eaking  su b jects , a  m em b er o f the  research  
team / non-fam ily m em b er in te rp re te r m us t  b e  availab le  to  in te rp re t  the  in it ia l and  
ongoing  in form ed  con sen t  d iscus s ion  for the  sub ject . 

• Provid e  n on -Eng lish  sp eaking  su b jects  with  a  t rans la ted  in form ed  consen t  d ocum en t  
tha t  is  ce rt ified  as  accu ra te  (t rans la ted  d ocum en ts  m u s t  rece ive  IRB ap p rova l p rio r to  
u se ). Plea se see the “Tr a nsla t ion  of In for m ed Consen t  For m  a n d Study Ma ter ia ls” 
sect ion  of th is  guidebook for  fur ther  deta ils . 

• Give  the  p e rson  enoug h  t im e  to  th ink ab ou t  the  research  b efore  consen t ing  to  
research  s tud y p art icip a t ion . 

5 .3 .  Ob t a in in g  Vo lu n t a ry Ag re e m e n t  t o  Pa r t icip a t e  

• Shall b e  ob ta ined  from  the  sub ject  o r the  sub ject 's  lega lly au thoriz ed  rep resen ta t ive . 
• Shall b e  ob ta ined  und er circum s tances  tha t  p rovid e  the  sub ject  with  an  op p ortun ity 

to  cons id er whe ther or no t  to  p art icip a te  and  tha t  m in im iz e  coercive  in fluences . 
• Coercive  tact ics  such  as  inap p rop ria te  finan cia l o r o the r reward s  cannot  b e  u sed . 

Illite ra te  Eng lish -sp eaking  sub jects  can  "m ake  the ir m ark" on  the  in form ed  consen t  
d ocu m en t , as  long  as  it  is  cons is ten t  with  ap p licab le  s ta te  laws . 

• If a  sub ject  withd raws  p rem atu re ly from  a  clin ica l t ria l, a lthough  the  sub ject  is  no t  
ob liged  to  g ive  h is  o r her reason s  for withd rawing  p rem atu re ly, the  inves t iga tor 
shou ld  m ake  a  reasonab le  e ffort  to  ascerta in  the  reason , wh ile  fu lly resp ect ing  the  
sub ject’s  righ ts .  
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5 .4 .  Wa ivin g  In fo rm e d  Co n s e n t  

In  ce rta in  circum s tances , the  IRB m ay waive  the  req u irem en t  to  ob ta in  in form ed  
consen t , o r waive  the  req u irem en t  fo r the  Inves t iga tor to  ob ta in  a  s igned  consen t  fo rm  
for som e o r a ll sub jects , if the  Board  find s  tha t  the  research  m ee ts  sp ecific crite ria  tha t  
is  in  accord ance  with  p rovis ions  a t  4 5  CFR 4 6 .1 1 6 (f), 4 5  CFR 4 6 .1 1 7 (c) , 2 1  CFR 5 0 .2 3  
or 2 4 , 2 1  CFR 5 6 .1 0 9 (c). 

6 . Ce r t ifica t e s  o f Co n fid e n t ia lit y (Co C) 
Und er Fed e ra l law, researchers  m ay ob ta in  a  Cert ifica te  o f Con fid en t ia lity (CoC) tha t  will 
p rovid e  p ro tect ion  b y p roh ib it ing  d isclosu re  of id en t ifiab le , s en s it ive  in form ation  to  anyone  
no t  connected  to  the  research  excep t  when  the  sub ject  consen ts , o r in  a  few o ther sp ecific 
s itua t ions . A CoC p rovid es  p ro tect ion  for the  inves t iga tor and  the  p art icip an ts  aga in s t  
com p elled  d isclosu re  of id en t ifying  in form ation  ab ou t  p art icip an ts  o f b iom ed ica l, 
b ehaviora l, clin ica l, and  o ther res earch . 

NIH fund ed  research  tha t  involves  the  co llect ion  or u se  of id en t ifiab le , s ens it ive  in form at ion  
are  au tom atica lly is sued  a  CoC. Researchers  m ay req u es t  a  CoC from  NIH fo r hea lth -re la ted  
s tud ies  tha t  a re  no t  fund ed  b y NIH, b u t  the  is suance  o f the  CoC is  a t  the  d iscre t ion  of NIH. 
The  researcher m us t  in form  the  Alp ha  IRB if a  CoC has  b een  ob ta ined . 

If a  CoC has  b een  is su ed , in form ation  regard ing  the  p ro tect ions  and  lim ita t ions  of the  CoC 
m us t  b e  p rop osed  to  the  IRB and  includ ed  in  the  in form ed  consen t  Form  for the  s tud y.  

7 . Me d ica l De vice  

7 .1 .  Sig n ifica n t  Ris k  a n d  No n -Sig n ifica n t  Ris k  De vice  St u d ie s  

Wh a t  is  a  Sig n ifica n t  Ris k  (SR) De vice  St u d y?  
 
Und er 2 1  CFR 8 1 2 .3 (m ), an  SR d evice  m eans  an  inves t iga t ional d evice  tha t :  

 
• Is  in tend ed  as  an  im p lan t  and  p resen ts  a  p o ten t ia l fo r s e rious  risk to  the  hea lth , 

s afe ty, o r welfare  of a  sub ject ;  
• Is  p u rp orted  or rep resen ted  to  b e  for u se  su p p ort ing  or su s ta in ing  hum an  life  and  

p resen ts  a  p o ten t ia l fo r s e rious  risk to  the  hea lth , s afe ty, o r welfare  of a  sub ject ;  
• Is  fo r a  u se  of su b s tan t ia l im p ortance  in  d iagnos ing , cu ring , m it iga t ing , o r t rea t ing  

d isease , o r o therwise  p reven t ing  im p airm en t  o f hum an  health  and  p resen ts  a  
p o ten t ia l fo r s e rious  risk to  the  hea lth , s afe ty, o r welfare  of a  sub ject ; o r  

• Otherwise  p resen ts  a  p o ten t ia l fo r s e rious  risk to  the  hea lth , s afe ty, o r welfare  of a  
sub ject .  

 
Wh a t  is  a  No n -s ig n ifica n t  Ris k  (NSR) De vice  St u d y?  
 
An  NSR d evice  s tud y is  one  tha t  d oes  n o t  m ee t  the  d efin it ion  for an  SR d evice  s tud y. 
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7 .2 .  De vice  St u d y Su b m is s io n   

Pro vid e  t h e  fo llo w in g : 
 
• Device  m anual/ In s truct ions  for Use  and  ONE of the  fo llowin g : 

o FDA Le t t e r  g ran t ing  the  Inves t iga t ional Device  Exem p tion  (IDE). 
o St a t e m e n t  fro m  s p o n s o r  s ta t ing  tha t  the  s tud y is  a  non -s ign ifican t  risk (NSR) 

d evice  s tud y.   *A tem p la te  le t te r is  p rovid ed  b e low. 
Or   
o Lette r exp la in ing  why the  inves t iga t ion  is  e xe m p t  fro m  t h e  IDE re q u ir e m e n t s  

u n d e r  2 1  CFR §  8 1 2 .2 (c) (such  as  the  PMA ap p roval le t te r/ num b er or 5 1 0 (k) 
clearance  le t te r/ num b er) o r o therwise  exem p t. 
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7 .2 .1 . NON-SIGNIFICANT RISK STATEMENT (Te m p la t e ) 

 
Date :   

 
Pro toco l No:  
Sp onsor: 
Inves t iga tor:  
Site  Nam e: 

 
The  inves t iga t ional d evice , _________________, we  fee l is  a  non -s ign ifican t  risk d evice  b ased  
on  the  crite ria  lis ted  b e low (§  2 1  CFR 8 1 2 .3 (m )): 

 
It  is  n o t  in tend ed  as  an  im p lan t  tha t  p resen ts  a  p o ten t ia l fo r s e rious  risk to  the  
hea lth , s afe ty, o r welfare  of a  su b ject ;  

 
Please provide an explanation of why this device meets this criterion: 

 
Is  n o t  p u rp orted  or rep resen ted  to  b e  for u se  sup p ort ing  or su s ta in ing  hum an  life  
tha t  p resen ts  a  p o ten t ia l fo r s e rious  risk to  the  hea lth , s afe ty, o r welfare  of a  
sub ject ;  

 
Please provide an explanation of why this device meets this criterion: 

 
Is  n o t  fo r a  u se  of sub s tan t ia l im p ortance  in  d iagnos in g , cu ring , m it iga t ing , o r 
t rea t ing  d isease , o r o therwise  p reven t ing  im p airm en t  o f hu m an  health  tha t  
p resen ts  a  p o ten t ia l fo r s e rious  risk to  the  hea lth , s afe ty, o r welfare  o f a  sub ject ; o r  

 
Please provide an explanation of why this device meets this criterion: 

 
Does  n o t  o therwise  p resen t  a  p o ten t ia l fo r s e rious  risk to  the  hea lth , s afe ty, o r 
welfare  of a  sub ject  

 
Please provide an explanation of why this device meets this criterion: 

 
 
 

Sp onsor Prin ted  Nam e:__________________________  Date : _________________________ 

 

Sp onsor Signatu re : _____________________________ 
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8 . Su b m it t in g  a n  In ve s t ig a t o r ’s  Sit e   
Alp ha’s  Ind ep end en t  Review Board  (IRB) m ee ts  twice  a  week on  Mond ay and  Wed nesd ay for 
Fu ll Board  review.  Sub m iss ion  m ate ria ls  m us t  b e  rece ived  b y 3 :0 0  p m  Pacific Tim e (PT) on  
the  p reced ing  Tuesd ay for Mond ays  m ee t ing  and  the  p reced ing  Thursd ay for Wed nesd ay’s  
m ee t ing .  Sub m iss ions  m ay b e  sen t  as  hard -cop y or e lectron ica lly p re fe rab ly en te red  on line  
u s ing  OASIS (On line  Access  Stud y In form ation  Sys tem ). 

 
To  acces s  OASIS go  to : h t tp :/ / www.alp hairb .com /      

 
Click on  the  link a t  the  b o t tom  righ t  hand  corner o f the  screen  to  s ta rt   

 
sub m it t ing  you r s tud y.  

 
Rem em b er , you r  St u d y Ma n a g em en t  Sp e cia lis t  is  a lwa ys  a va ila b le  t o  a s s is t  you  in  
n a vig a t in g  t h e  sys t e m  or  a n swer in g  a n y q u e s t ion s .  

 
The  review p roces s  will b eg in  wh en  Alp ha  IRB rece ives  the  com p le te  sub m is s ion .  
Incom p le te  sub m is s ions  m ay not  b e  p laced  on  the  agend a  for the  nex t  m ee t ing , so  
Sp onsor/ In ves t iga tors  shou ld  review the  IRB review p rocess  and  th e  gu id e lines  on  the  
ap p lica t ion  form s  for each  typ e  o f sub m iss ion . Sub m is s ion  form s  are  availab le  on -line , via  
e -m ail, o r h ard  cop y. 

 

8 .1 . Ba s ic co m p o n e n t s  o f a n  IRB s u b m is s io n  - All Alp h a  IRB Fo rm s  a r e  a va ila b le  o n  
o u r  w e b s it e  a t : w w w .a lp h a irb .co m  o r  via  OASIS. 

The  fo llowing  are  a  lis t  o f req u irem en ts  fo r s ite  sub m iss ion . 
 

• Com p le ted  Site  Sub m iss ion  Form  
• Inves t iga tor’s  Med ica l license(s ) 
• Inves t iga tor’s  Curren t  Cred en t ia ls  (CV) 
• FDA Aud it  In form ation  (if ap p licab le ) 
• Financia l Disclosu re  in form ation  (if ap p licab le ) 
• Ad d it ional Stud y Locat ion  Form  (if the  PI b e  cond uct ing  s tud y re la ted  act ivity a t  o ther 

loca t ions ) 
 
Please  n o te  tha t  fed era l regu la t ions  d o  n o t  recogn iz e  co-p rincip a l inves t iga to rs  (Co-PIs ); 
the re fore , if two PIs  p lan  to  share  overs igh t  o f a  s ing le  s tud y, you  m us t  e ithe r sub m it  a  
com p le ted  s ite  sub m is s ion  form  for each  inves t iga tor, o r choose  one  inves t iga tor to  b e  
u lt im ate ly resp ons ib le  for the  con d uct  o f the  en t ire  s tud y. 

9 . HIPAA – He a lt h  In s u ra n ce  Po r t a b ilit y a n d  Acco u n t a b ilit y Act  
Pro tected  Health  In fo rm ation  (PHI) is  d e fined  und er HIPAA as  ind ivid ually id en t ifiab le  hea lth  
in form ation . Id en t ifiab le  re fe rs  to  d a ta  exp licit ly linked  to  a  p art icu lar ind ivid ual as  well 
with  d a ta  tha t  cou ld  enab le  ind ivid ual id en t ifica t ion . 

 

http://www.alphairb.com/
http://www.alphairb.com/
http://privacy.med.miami.edu/glossary/xd_protected_health_info.htm
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Id e n t ifie r s  in clu d e  b u t  a r e  n o t  lim it e d  t o : nam e, Socia l Secu rity num b er, s t ree t  ad d res s , 
b irth  d a te , te lep hone  num b er, em ail, m ed ica l record  num b er, hea lth  p lan  num b er, d river’s  
license  num b er, fu ll face  p hotog rap hy, e tc. 

9 .1 .  Va lid  Au th o r iz in g  Ele m e n t s  

• A d escrip t ion  of the  PHI b e ing  u sed . 
• A s ta tem en t  o f the  p u rp ose  o f the  u se  of PHI. 
• A lis t  o f those  wh o can  u se  the  PHI. 
• A lis t  o f those  wh o can  rece ive  the  PHI, includ ing  the  p os s ib ility o f re -d isclosu re . 
• A s ta tem en t  tha t  once  PHI is  d isclosed  b y the  recip ien t  it  m ay no  longer b e  p ro tected  

b y the  Privacy Ru le . 
• In form ation  ab ou t  the  exp ira t ion  of the  au thoriz a t ion . 
• In form ation  ab ou t  the  righ t  to  revoke  the  au thoriz a t ion . 

9 .2 .  Au t h o r iz a t io n  Un d e r  t h e  Pr iva cy Ru le  Re g u la t io n s  

Alp ha  IRB, as  a  cen tra l IRB, d oes  no t  have  au thority to  ap p rove  or d isap p rove  au thoriz a t ion  
language  u nd er HIPAA regu la t ions . Th is  is  a  regu la tory resp ons ib ility o f any research  s ite  
tha t  a re  Covered  En tit ies  und er 4 5  CFR 1 6 0  and  1 6 4 . If Au thoriz a t ion  is  includ ed  in  the  
consen t  d ocum en t , Alp ha  IRB will review it  fo r com p liance  with  regu la t ion  as  2 1  CFR 5 0  and  
5 6  and  / o r a t  4 5  CFR 4 6 . It  is  the  resp ons ib ility o f the  Inves t iga tor to  b e  aware  of any s ta te  
and  loca l laws  tha t  ra ise  the  s tand ard  tha t  HIPAA has  s e t  fo rth  (fo r exam p le , Californ ia  
req u ires  the  ind ivid ua l au thoriz a t ion  b e  in  1 4  p t  fon t , b e  sep ara te  from  the  consen t  
d ocu m en t  with  its  own  s ignatu re  lines  and  includ e  a  d a te  o r p eriod  in  wh ich  it  exp ires ) . 
The  sp on sor shou ld  ad d res s  the ir req u irem en ts  regard ing  access ib ility o f d a ta  in  the ir 
con tract  with  each  Covered  En tity.     

9 .3 .  Wa ive r s  o f Au t h o r iz a t io n  

In  the  environ m en t  o f research , it  is  es sen t ia l to  ensu re  the  con fid en t ia lity o f d a ta  and  
p rivacy of the  ind ivid uals  who have  ag reed  to  b e  the  su b jects  o f re search . Since  ce rta in  
typ es  of re search  req u ire  u se  and  d isclosu re  of PHI an d  s ince  the  na tu re  of the  research  
m ay p reclud e  the  ob ta in ing  of Au thoriz a t ion  from  the  research  su b ject  to  u se  or d isclose  
such  in form ation , it  m ay b e  necessary to  p roceed  with  such  research  withou t  an  
Au thoriz a t ion . 

 
A req ues t  fo r Waiver o f Au thoriz a t ion  m us t  includ e  enough  in form ation  so  th e  IRB can  
d e te rm ine  if the  u se , access  to , o r d isclosu re  of id en t ifiab le  hea lth  in form ation  m ee ts  the  
regu la tory crite ria  fo r Waiver o f Au thoriz a t ion  and  is  the  m in im u m  necessary to  accom p lish  
the  ob ject  o f the  research .  

 
The  fo llowing  crite ria  m us t  b e  sa t is fied  to  g ran t  a  waiver o r p art ia l waiver o f au thoriz a t ion : 

 
• The  use  or d isclosu re  of p ro tected  hea lth  in form ation  involves  no  m ore  than  

m in im al risk to  the  ind ivid uals  b ased  on  a t  leas t  the  p resence  o f: 
o An ad eq uate  p lan  to  p ro tect  PHI id en t ifie rs  from  im p rop er u se  an d  d isclosu re  
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o An ad eq uate  p lan  to  d es troy PHI id en t ifie rs  a t  the  earlies t  op p ortun ity 
cons is ten t  with  the  research  (un les s  the re  is  a  hea lth  or research  ju s t ifica t ion , 
o r it  is  req u ired  b y law) 

o Ad eq uate  writ ten  as su rances  ag ains t  re -d is closu re  o f the  PHI (excep t  as  
req u ired  b y law, for au thoriz ed  overs igh t  o f the  research  s tud y, o r fo r o ther 
research  fo r wh ich  the  u se  or d is closu re  o f p ro tected  hea lth  in form ation  
wou ld  b e  p erm it ted  b y regu la t ion ) 

• Pract icab ility: The  research  cou ld  no t  p ract icab ly b e  cond ucted  withou t  the  Part ia l 
Waiver/  Waiver 

• Access : Th e  research  cou ld  no t  p ract icab ly b e  cond ucted  withou t  access  to  and  u se  
of the  PHI 

 
Inves t iga tors  ap p lying  for Waiver o f Au thoriz a t ion  m u s t  sub m it : 

 
• A com p le ted  Req ues t  fo r Waiver o f Au thoriz a t ion  Sub m iss ion  Form  (for Fu ll waivers ) 

OR  
• A com p le ted  Req ues t  fo r Part ia l Waiver o f Au thoriz a t ion  for Recru itm en t  Form  (for 

p art ia l waivers  re la ted  to  screen ing  and  recru itm en t) 
• Research  p ro toco l o r act ivity p lan  (if no t  a lread y sub m it ted ) 

1 0 . Co n flict s  o f In t e r e s t  
Alp ha  IRB is  concerned  ab ou t  the  p o ten t ia l fo r ab use  when  Inves t iga tors  have  a  financia l 
ob lig a t ion  or in te res t  tha t  m ay p ose  a  con flict  o f in te res t . Alp ha  IRB req u ires  tha t  
Inves t iga tors  d isclose  a ll p o ten t ia l financia l con flicts  o f in te res t  and  exp la in  how the  
p o ten t ia l con flict  o f in te res t  will b e  m in im iz ed  or re so lved . In  these  s itua t ions , the  IRB m ay 
req u ire  ad d it ional act ions  such  as : d isclosu re  of con flicts  in  consen t  fo rm s , lim it ing  the  ro le  
o f the  inves t iga tor b y req u iring  a  sub -inves t iga tor to  cond uct  ce rta in  p arts  o f the  research  
like  the  in form ed  con sen t  p rocess , o r having  the  inves t iga tor recuse  h im / he rse lf from  the  
s tud y en t ire ly.  

 
1 0 .1 .  Fin a n cia l in t e r e s t s  t h a t  r e q u ir e  d is clo s u re  in clu d e : 

 
• Ownersh ip  in te res t , s tock op t ion s , o r o ther financia l in te res t  re la ted  to  the  research  

un les s  it  m ee ts  fou r te s ts : 
o Does  no t  exceed  $ 5 ,0 0 0  when  agg regated  for the  im m ed ia te  fam ily. 
o Pub licly t rad ed  on  a  s tock exchan ge  
o No arrangem en t  has  b een  en te red  in to  where  the  va lue  of the  own ersh ip  

in te res ts  will b e  affected  b y the  ou tcom e of the  research . 
o Does  no t  exceed  5 % in te res t  in  anyone  s ing le  en t ity when  agg reg ated  for th e  

im m ed ia te  fam ily. 
• Com p ensat ion  re la ted  to  the  research  and / o r in s t itu t ional resp ons ib ilit ie s  u n les s  it  

m ee ts  two tes ts : 
o Does  no t  exceed  $ 5 ,0 0 0  in  the  pas t  year when  agg rega ted  for the  im m ed ia te  

fam ily. 
o No arrangem en t  has  b een  en te red  in to  where  the  am oun t  o f com p ensat ion  

will b e  affected  b y the  ou tcom e o f the  research . 
• Prop rie tary in te res t  re la ted  to  the  research  includ ing , b u t  no t  lim ited  to , p a ten t  

t rad em ark, cop yrigh t  o r licens in g  ag reem en t . 
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• A p os it ion  in  the  sp onsor com p any (execu t ive , d irector, b oard  m em b er or em p loyee) 
wh ich  is  re la ted  to  the  research . 

• Reim b ursed  or sp on sored  t rave l (i.e ., tha t  wh ich  is  p a id  on  b ehalf o f the  Inves t iga tor 
and  no t  re im b ursed  to  the  Inves t iga tor so  tha t  the  exact  m one tary va lue  m ay no t  b e  
read ily availab le ), re la ted  to  inves t iga tor’s  re sp on s ib ilit ie s  fo r th is  s tudy; p rovid ed , 
however, tha t  th is  d isclosu re  req u irem en t  d oes  n o t  ap p ly to  t rave l tha t  is  re im b ursed  
or sp onsored  b y a  Fed era l, s ta te , o r loca l governm en t  agency, an  In s t itu t ion  of 
h igher ed ucat ion  as  d efined  a t  2 0  U.S.C. 1 0 0 1 (a), an  acad em ic teach ing  hosp ita l, a  
m ed ica l cen te r, o r a  research  in s t itu te  tha t  is  a ffilia ted  with  an  In s t itu t ion  of h igher 
ed ucat ion . 

 
A cha nge in  the con flict  of in ter est  s ta tus  of the invest iga tor , r esea r ch  s ta ff, or  a n  
im m edia te fa m ily m em ber  th a t  m eets  the a bove d isclosur e cr iter ia  m ust  be r epor ted  to 
Alpha  IRB.  

 
Alp ha  IRB’s  Financia l Disclosu re  Form  is  ava ilab le  on  the  Alp ha IRB web s ite  a t : 
www.alp hairb .com  or via  OASIS.    

1 1 . In ve s t ig a t o r  a n d  Re s e a rch  St a ff Tra in in g  

The  Princip a l Inves t iga tor and  a ll key research  p ersonne l m us t  have  ap p rop ria te  t ra in ing  in  
cond uct ing  hum an  su b jects  research . In  ad d it ion , the  IRB exp ects  tha t  the  Inves t iga tor and  
s ta ff will engage  in  con t inu ing  ed ucat ion  d evoted  to  the  p ro tect ion  of research  p art icip an ts  
and  ensu re  tha t  the  s tud y s ta ff is  p rop erly t ra ined  on  h um an  re search  p art icip an t  
p ro tect ion . 

Alp ha  IRB offe rs  hu m an  research  p art icip an t  p ro tect ion  t ra in ing  to  inves t iga to rs  and  s ta ff 
via  the  web  b ased  p rog ram , Collab ora t ive  In s t itu t ional Tra in ing  In it ia t ive  (CITI). To  reg is te r 
fo r the  CITI cou rse  g o  to  h t tp s :/ / www.cit ip rog ram .org  click on  “New Users” and  then  se lect  
Alp ha  IRB from  the  “Part icip a t ing  In s t itu t ions” d rop d own  lis t . 

Other accep tab le  form s  o f t ra in ing  includ e :  

• Attend ance  a t  s em inars  and  con ferences  sp ecific to  hum an  re search  p art icip an t  
p ro tect ion , such  as  PRIMR, OHRP, e tc.  

• Com p le t ion  of Nat ional In s t itu tes  o f Health  (NIH) Tra in ing : NIH Clin ica l cen ter 
Clin ica l Research  Tra in ing  or NIH Office  of Extram ural Research  Pro tect ing  Hum an  
Research  Part icip an ts  Tra in ing  - h t tp s :/ / p h rp .n ih tra in ing .com / u sers / log in .p hp   

• Com p le t ion  of se lf-s tud y or o th er t ra in ing  sp ecific to  hum an  research  p art icip an t  
p ro tect ion  , such  as  inves t iga tors  m ee t ing s , CRO/ SMO tra in ing  

• Other on line  t ra in ing  sp ecific to  h um an  re search  p art icip an t  p ro tect ion  
 

Accep tab le  form s  o f t ra in ing  m us t  b e  com p le te  b efore  fu ll IRB Ap p roval is  g ran ted . The  
inves t iga to r is  a lso  re sp on s ib le  for p rovid in g  evid ence  of the ir q u alifica t ions  th rough  up -to  
d a te  cu rricu lum  vitae  or o ther re levan t  d ocum en ta t ion . 

1 2 . Et h ica l Co n d u ct  
Alp ha  IRB exp ects  tha t  a ll research  will b e  cond ucted  in  accord ance  with  the  p rincip les  o f 
the  Be lm on t  Rep ort . 

http://www.alphairb.com/
https://www.citiprogram.org/
https://phrp.nihtraining.com/users/login.php
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1 3 . Sp o n s o r  Mo n it o r in g  o f In ve s t ig a t ive  Sit e s  
As  sp on sors  rou t ine ly m on itor inves t iga t ive  s ites , they are  in  a  un iq ue  p os it ion  to  uncover 
in form ation  to  wh ich  the  IRB m ay not  o therwise  b e  p rivy. Alp ha  IRB req ues ts  tha t  the  
sp on sor p rovid e  Alp h a  IRB with  any in form at ion  ob ta ined  as  p art  o f the  s tud y or fo r two (2 ) 
years  a fte r the  s tud y has  closed  tha t  m ay affect  the  righ ts  and  welfare  of p art icip an ts , o r 
the ir willingness  to  con t inue  p art icip a t ion . Such  in form ation  m ay b e  con ta ined  with in  a  
m on itoring  rep ort , a  Pro toco l Devia t ion  Rep ort  Form  (if ap p licab le ), an  SAE/  Unan ticip a ted  
Prob lem  Rep ort  Form  (if ap p licab le ), o r m ay b e  su m m ary of the  sp onsor’s  as s es sm en t . The  
Sp onsor, CRO, or inves t iga tor m us t  rep ort  th is  in form ation  to  the  IRB with in  ten  (1 0 ) 
working  d ays  afte r the  even t  has  b een  id en t ified . Alp ha  IRB will then  work with  the  sp onsor 
to  rect ify the  s itua t ion . In  ad d it ion , Alp ha IRB m ay cond uct  its  own  m on itoring  vis it  to  
inves t iga t ive  s ites . Alp ha  IRB se lects  s ites  to  vis it , b ased  on  ce rta in  crite ria , such  as  the  
cond uct ion  of a  h igh  risk s tud y, o r the  en ro llm en t  o f a  vu lnerab le  p op u la t ion . Alp ha  IRB 
m ay a lso  cond uct  a  fo r-cause  vis it , o r m ay rand om ly s e lect  a  s ite  to  vis it . Resu lts  o f con cern  
will b e  shared  with  the  sp on sor.  

1 4 . Th e  Re vie w  Pro ce s s  
Und er fed e ra l regu la t ions , the re  are  th ree  p os s ib le  IRB review p roced u res :  

 
• Fu ll Co m m it t e e  Re vie w  - Most  s tud ies a r e r eviewed by the full IRB. 
• Exp e d it e d  Re vie w  
• Re vie w  fo r  Exe m p t io n  St a t u s  

1 4 .1 . Fu ll Co m m it t e e  Re vie w  

Fu ll com m it tee  review is  the  s tand ard  typ e  o f review d escrib ed  in  the  Fed era l regu la t ions . It  
m us t  b e  u sed  for the  in it ia l review of a ll s tud ies  that  a re  no t  e lig ib le  for exp ed ited  review 
or exem p tion  s ta tu s .  Alp ha  IRB em p loy’s  a  "p rim ary reviewer sys tem " wh ich  a ll IRB 
m em b ers  rece ive  b as ic in form ation  ab ou t  the  research  ap p lica t ion , b u t  a  "p rim ary reviewer" 
with  exp erience  and / o r exp ert is e  in  the  s tudy area  is  as s igned  to  cond uct  a  thorough  
review of the  IRB ap p lica t ion  and  any accom p anying  d ocum en ta t ion . The  "p rim ary reviewer" 
will then  rep ort  h is / he r find ings  for d iscu ss ion  a t  a  con vened  m ee t ing  of the  fu ll b oard .  

Pro ce d u re s  a n d  co n d it io n s  fo r  fu ll co m m it t e e  r e vie w  re q u ir e  t h a t : 

• The  review m us t  b e  cond ucted  a t  a  convened  m ee t ing  of the  IRB. A m ajority o f IRB 
m em b ers  (a  q uoru m ) m us t  b e  p resen t  a t  the  m ee t ing  

• At leas t  on e  m em b er whose  p rim ary conce rns  are  in  nonscien t ific a reas  m us t  b e  
p resen t  a t  the  m ee t ing  (in  ad d it ion , FDA p o licy req u ires  tha t  a  p hys ician  b e  p resen t). 

• In  ord er to  ap p rove  re search , the  IRB m u s t  d e te rm ine  tha t  a ll o f the  req u irem en ts  
sp ecified  in  4 5  CFR 4 6 .1 1 1  (and  if ap p licab le , 2 1  CFR 5 6 .1 1 1 ) are  sa t is fied . 

• A m ajority o f the  m em b ers  p resen t  a t  the  m ee t ing  m us t  ap p rove  the  research . 
• IRB m em b ers  who have  a  co n flict  o f in t e r e s t  in  a  research  p ro ject  m ay p rovid e  

in form ation  to  the  IRB, b u t  cannot  p art icip a te  in  the  review.  Mem b ers  with  a  
con flict  d o  no t  coun t  toward  the  q uoru m  for tha t  review. 
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• The  IRB m u s t  no t ify inves t iga tors  in  writ ing  of its  d ecis ion  to  ap p rove , m od ify or 
d isap p rove  the  research . 

• IRBs  m us t  keep  d e ta iled  d ocum en ta t ion  of m ee t ing  act ivit ies  includ ing  a t tend ance , 
vo t ing  on  act ions , the  b as is  fo r the  act ions , and  a  writ ten  sum m ary of the  IRB 
d iscuss ion  of con trove rted  is sues  and  the ir reso lu t ion . 

1 4 .2 . Exp e d it e d  Re vie w   

Alp ha  IRB m ay d e te rm ine  tha t  you r s tud y q ualifies  fo r exp ed ited  review if the  s tud y m ee ts  
crite ria  fo r Exp ed ited  Review. 

Und er an  exp ed ited  review p roced u re , the  review m ay b e  carried  ou t  b y the  IRB 
Chairp erson  or b y one  or m ore  exp erienced  reviewers  d es ignated  b y the  Chairp erson  from  
am ong  m em b ers  of the  IRB. In  reviewing  the  research , the  reviewers  m ay exercise  a ll o f the  
au thorit ies  o f the  IRB excep t  tha t  the  reviewers  m ay no t  d isap p rove  the  research . A 
research  act ivity m ay b e  d is ap p roved  on ly afte r review in  accord ance  with  the  non -
exp ed ited  p roced u re  se t  fo rth  in  § 4 6 .1 0 8 (b ). 

Fed era l Regu la t ions  e s tab lished  the  fo llowing  9  ca tegories  tha t  IRBs  m ay use  to  invoke  the  
exp ed ited  review p rocess . The  re search  m ay not  involve  m ore  than  "m in im al risk". 

(1 ) Clin ica l s tud ies  on  d ru gs  or m ed ica l d evices  for wh ich  an  inves t iga t ional new d rug  
(IND) or an  inves t iga t ional d evice  exem p tion  (IDE) ap p lica t ion  is  NOT req u ired . 
Sim ilarly, a  s tud y with  a  cleared / ap p roved  m ed ica l d evice  tha t  is  b e ing  u sed  in  
accord ance  with  its  cleared / ap p roved  lab e lin g . 

(2 ) Collect ion  of b lood  s am p les  b y finger s t ick, hee l s t ick, ear s t ick, o r ven ip unctu re . 
(3 ) Prosp ect ive  co llect ion  of b io log ica l sp ecim ens  for re search  p u rp oses  b y n on invas ive  

m eans . 
(4 ) (Collect ion  of d a ta  th rough  non invas ive  p roced u res  rou t ine ly em p loyed  in  clin ica l 

p ract ice  p rovid ed  tha t : 
• The  non invas ive  p roced u re  m u s t  no t  involve  genera l an es thes ia  o r s ed at ion  

rou t ine ly em p loyed  in  clin ica l p ract ice  or p roced u res  involving  x-rays  or 
m icrowaves . 

• Where  m ed ica l d evices  a re  em p loyed , they m us t  b e  cleared / ap p roved  for 
m arke t ing . (Stud ies  in tend ed  to  evalua te  the  safe ty and  e ffect iveness  o f the  
m ed ica l d evice  are  no t  genera lly e lig ib le  for exp ed ited  review, includ ing  
s tud ies  o f cleared  m ed ica l d evices  for new ind ica t ions . 

(5 ) Research  involving  d a ta , d ocu m en ts , record s , o r sp ecim en s  tha t : 
• Have  b een  co llected . 

o r  
• Will b e  co llected  so le ly for non -research  p u rp oses  (such  as  fo r m ed ica l 

t rea tm en t  o r d iagnos is ).  
(6 ) Collect ion  of d a ta  from  voice , vid eo , d ig ita l, o r im age  record ing s  m ad e  for research  

p u rp oses . 
(7 ) Research  on  ind ivid ual o r g roup  characte ris t ics  o r b eh avior. 
(8 ) Con tinu ing  review of research  p revious ly ap p roved  b y the  convened  IRB where : 

• The  research  is  p e rm anen tly closed  to  the  en ro llm en t  o f new sub jects ; a ll 
sub jects  have  com p le ted  a ll research -re la ted  in te rven t ions ; a n d , the  research  
rem ains  act ive  on ly fo r long-te rm  fo llow-up  of su b jects , 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.108(b)
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• Or  wh e r e : No sub jects  have  b een  en ro lled  and  no  ad d it ional risks  have  b een  
id en t ified . 

• Or  wh e r e : The  rem ain ing  research  act ivit ies  a re  lim ited  to  da ta  ana lys is . 
(9 ) Con tinu ing  review of research  no t  cond ucted  und er an  inves t iga t ional new d rug  

(IND) ap p lica t ion  or inves t iga t ion al d evice  exem p tion  (IDE) and  wh ere  ca tegories  two 
(2 ) th rough  e igh t  (8 ) do  no t  ap p ly. 

1 4 .3 . Cla im  o f Exe m p t io n  

Fed era l reg u la t ions  sp ecifica lly d efine  8  ca tegorie s  o f hum an  sub ject’s  research  tha t  a re  
exem p t from  the  o the r p rovis ion s  of the  reg u la t ions .  Fed era l Gu id ance  ind ica tes  tha t  
ap p lying  exem p t s ta tu s  to  a  p ro ject  is  a  d ecis ion  to  b e  m ad e  b y the  IRB and  tha t  
inves t iga to rs  cannot  m ake  th is  d e te rm inat ion  for them se lves . 

 
Research  act ivit ies  in  wh ich  the  on ly involvem en t  o f h um an  su b jects  is  in  one  or m ore  of 
the  ca tegories  lis ted  b e low: 

 
(1 ) Research  cond ucted  in  es tab lish ed  or com m only accep ted  ed uca t ional s e t t ings , 

involving  norm al ed ucat ional p ract ices  tha t  a re  no t  like ly to  ad verse ly im p act  
s tud en ts ’ op p ortun ity to  learn  req u ired  ed u cat ional con ten t  o r the  as ses sm en t  o f 
ed ucators  who p rovid e  in s truct ion . 

(2 ) Research  tha t  on ly includ es  in te ract ions  involving  ed ucat ional tes ts  (cogn it ive , 
d iagnos t ic, ap t itud e , ach ievem en t), su rvey p roced u res , in te rview p roced u res  o r 
ob servat ion  of p ub lic b ehavior (includ ing  visua l o r aud ito ry record ing ), if a t  leas t  one  
of the  fo llowing  crite ria  is  m et: 

i. In form ation  ob ta ined  is  record ed  b y the  inves t iga tor in  such  a  m anner tha t  the  
id en t ity o f the  hum an  sub jects  cannot  read ily b e  ascerta ined , d irect ly or th rough  
id en t ifie rs  linked  to  the  sub jects ; and   
ii. Any d isclosu re  of the  hum an  sub jects ' re sp on ses  ou ts id e  the  research  wou ld  
no t  reason ab ly p lace  the  sub jects  a t  risk of crim inal o r civil liab ility o r b e  
d am ag ing  to  the  sub jects ' financia l s tand ing , em p loyab ility, ed ucat ional 
ad vancem en t , o r rep u ta t ion . OR 
iii. The  in fo rm ation  ob ta ined  is  record ed  b y the  inves t iga tor in  such  a  m anner 
tha t  the  id en t ity o f the  hum an  su b jects  can  read ily b e  ascerta ined , d irect ly or 
th rough  id en t ifie rs  linked  to  the  sub jects , and  an  IRB cond ucts  a  lim ited  IRB 
review to  m ake  the  d e te rm inat ion  req u ired  b y § 4 6 .1 1 1 (a)(7 ).  

(3 ) Research  involving  b en ign  b ehaviora l in te rven t ions  in  con junct ion  with  the  co llect ion  
of in form at ion  from  an  ad u lt  sub ject  th rough  verb al o r writ ten  resp onses  (includ ing  
d a ta  en try) o r aud iovisual record ing  if the  sub ject  p rosp ect ive ly ag rees  to  the  
in te rven t ion  and  in form ation  co llect ion  and  a t  leas t  on e  of the  fo llowing  crite ria  is  
m et: 

i. The  in form ation  ob ta ined  is  record ed  b y the  inves t iga tor in  such  a  m anner tha t  
the  id en t ity o f the  hum an  sub jects  cannot  read ily b e  ascerta ined , d irect ly or 
th rough  id en t ifie rs  linked  to  the  sub jects ; 
ii. Any d isclosu re  of the  hum an  sub jects ’ resp onses  ou ts id e  the  research  wou ld  
no t  reason ab ly p lace  the  sub jects  a t  risk of crim inal o r civil liab ility o r b e  
d am ag ing  to  the  sub jects ’ financia l s tand ing , em p loyab ility, ed ucat ional 
ad vancem en t , o r rep u ta t ion ; OR 
iii. The  in fo rm ation  ob ta ined  is  record ed  b y the  inves t iga tor in  such  a  m anner 
tha t  the  id en t ity o f the  hum an  su b jects  can  read ily b e  ascerta ined , d irect ly o r 



 

 

Alpha IRB Sponsor/Investigator IRB Requirements and Guidebook, November 2022 21 

th rough  id en t ifie rs  linked  to  the  sub jects , and  an  IRB cond ucts  a  lim ited  IRB 
review to  m ake  the  d e te rm inat ion  req u ired  b y § 4 6 .1 1 1 (a)(7 ). 

(4 ) Second ary research  fo r wh ich  consen t  is  no t  req u ired : Second ary research  u ses  o f 
id en t ifiab le  p riva te  in form ation  o r id en t ifiab le  b iosp ecim en s , if a t  leas t  one  o f the  
fo llowing  crite ria  is  m et: 

i. The  id en t ifiab le  p riva te  in form ation  or id en t ifiab le  b iosp ecim en s  are  p ub licly 
availab le ; 
ii. In form at ion , wh ich  m ay includ e  in form ation  ab ou t  b iosp ecim en s , is  record ed  
b y the  inves t iga tor in  such  a  m anner tha t  the  id en t ity o f the  hum an  sub jects  
cannot  read ily b e  ascerta ined  d irect ly o r th rough  id en t ifie rs  linked  to  the  
sub jects , the  inves t iga tor d oes  n o t  con tact  the  sub jects , and  the  inves t iga tor will 
no t  re -id en t ify sub jects ; 
iii. The  research  involves  on ly in form ation  co llect ion  and  analys is  involving  the  
inves t iga to r’s  u se  o f id en t ifiab le  hea lth  in form ation  when  tha t  u se  is  regu la ted  
und er 4 5  CFR p arts  1 6 0  and  1 6 4  [‘HIPAA’], sub p arts  A and  E, fo r the  p u rp oses  of 
“health  care  op era t ions” or “re search” as  those  te rm s  are  d efined  a t  4 5  CFR 
1 6 4 .5 0 1  or fo r “p ub lic hea lth  act ivit ies  and  p u rp oses” as  d escrib ed  und er 4 5  CFR 
1 6 4 .5 1 2 (b ); OR  
iv. The  research  is  cond ucted  b y, o r on  b ehalf o f, a  Fed era l d ep artm en t  o r agency 
us ing  governm en t-genera ted  or govern m en t-co llected  in form ation  ob ta ined  for 
non research  act ivit ies , if the  research  genera tes  id en t ifiab le  p riva te  in form ation  
tha t  is  o r will b e  m ain ta ined  on  in form ation  technology tha t  is  sub ject  to  and  in  
com p liance  with  sect ion  2 0 8 (b ) o f the  E-Governm en t  Act  o f 2 0 0 2 , 4 4  U.S.C. 3 5 0 1  
no te , if a ll o f the  id en t ifiab le  p riva te  in form ation  co llected , u sed , o r genera ted  as  
p art  o f the  act ivity will b e  m ain ta ined  in  sys tem s  o f record s  sub ject  to  the  Privacy 
Act  o f 1 9 7 4 , 5  U.S.C. 5 5 2 a , and , if ap p licab le , the  in form ation  u sed  in  the  
research  was  co llected  sub ject  to  the  Pap erwork Red u ct ion  Act  o f 1 9 9 5 , 4 4  U.S.C. 
3 5 0 1  e t  s eq . 

(5 ) Research  and  d em on s tra t ion  p ro jects  tha t  a re  cond ucted  or su p p orted  b y a  Fed era l 
d ep artm en t  o r agency, o r o therwise  sub ject  to  the  ap p roval o f d ep artm en t  o r agency 
head s  (or the  ap p rova l o f the  head s  o f b u reaus  or o ther sub ord ina te  agencies  tha t  
have  b een  d e legated  au thority to  cond uct  the  research  and  d em ons tra t ion  p ro jects ), 
and  tha t  a re  d es igned  to  s tud y, eva lua te , im p rove , o r o therwise  exam ine  p ub lic 
b enefit  o r s e rvice  p rog ram s , includ ing  p roced u res  for ob ta in ing  b enefits  o r s e rvices  
und er those  p rog ram s , p os s ib le  changes  in  o r a lte rna t ives  to  those  p rog ram s  or 
p roced u res , o r p os s ib le  changes  in  m ethod s  or leve ls  o f p aym en t  for b enefits  o r 
s e rvices  un d er those  p rog ram s . Such  p ro jects  includ e , b u t  a re  no t  lim ited  to , 
in te rna l s tud ies  b y Fed era l em p loyees , and  s tud ies  und er con tracts  o r consu lt ing  
arrangem en ts , coop era t ive  ag reem en ts , o r g ran ts . Exem p t p ro jects  a lso  includ e  
waivers  o f o therwise  m an d atory req u irem en ts  u s ing  au thorit ies  such  as  sect ions  
1 1 1 5  and  1 1 1 5 A of the  Socia l Secu rity Act , as  am end ed . 

(6 ) Tas te  and  food  q uality evalua t ion  and  consu m er accep tance  s tud ies : 
i. If wholesom e food s  withou t  ad d it ives  a re  consu m ed , OR  
ii. If a  food  is  consu m ed  tha t  con ta in s  a  food  ing red ien t  a t  o r b e low the  leve l and  
for a  u se  found  to  b e  s afe , o r ag ricu ltu ra l chem ical o r environm en ta l con tam inan t  
a t  o r b e low the  leve l found  to  b e  safe , b y the  FDA or ap p roved  b y the  
Environ m en ta l Pro tect ion  Agency or the  Food  Safe ty and  In sp ect ion  Service  of the  
U.S. Dep artm en t  o f Ag ricu ltu re . 

(7 ) Storage  or m ain tenance  for s econd ary research  for wh ich  b road  consen t  is  req u ired : 
Storage  or m ain tenan ce  of id en t ifiab le  p riva te  in form ation  or id en t ifiab le  
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b iosp ecim ens  for p o ten t ia l s econd ary research  u se  if an  IRB cond ucts  a  lim ited  IRB 
review and  m akes  the  d e te rm inat ions  req u ired  b y § 4 6 .1 1 1 (a)(8 ):  

1 . Broad  consen t  fo r s to rage , m ain tenance , and  second ary research  u se  of 
id en t ifiab le  p riva te  in form ation  o r id en t ifiab le  b iosp ecim en s  is  ob ta ined  in  
accord ance  with  the  req u irem en ts  o f § 4 6 .1 1 6 (a)(1 ) – (4 ), (a )(6 ), and  (d ) ;  
ii. Broad  consen t  is  ap p rop ria te ly d ocu m en ted  or waive r o f d ocu m en ta t ion  is  
ap p rop ria te , in  accord ance  with  § 4 6 .1 1 7 ; and   
iii. If the re  is  a  change  m ad e  for research  p u rp oses  in  the  way the  id en t ifiab le  
p riva te  in fo rm ation  or id en t ifiab le  b iosp ecim ens  are  s to red  or m ain ta ined , the re  
are  ad eq ua te  p rovis ions  to  p ro tect  the  p rivacy of sub jects  and  to  m ain ta in  the  
con fid en t ia lity o f d a ta . 

(8 ) Second ary research  for wh ich  b road  con sen t  is  req u ired : Research  involving  the  u se  
of id en t ifiab le  p riva te  in form ation  or id en t ifiab le  b iosp ecim en s  fo r second ary 
research  u se , if the  fo llowing  crite ria  are  m e t:  

i. Broad  consen t  fo r the  s to rage , m ain tenan ce , and  second ary research  u se  of the  
id en t ifiab le  p riva te  in form ation  o r id en t ifiab le  b iosp ecim en s  was  ob ta ined  in  
accord ance  with  § 4 6 .1 1 6 (a)(1 ) th rough  (4 ), (a )(6 ), and  (d );  
ii. Docu m en ta t ion  of in form ed  consen t  o r waiver o f d ocum en ta t ion  of con sen t  
was  ob ta in ed  in  accord ance  with  § 4 6 .1 1 7 ;  
ii. An  IRB cond ucts  a  lim ited  IRB review and  m akes  the  d e te rm inat ion  req u ired  b y 
§ 4 6 .1 1 1 (a)(7 ): “When  a ppr opr ia te, ther e a r e a deq ua te pr ovisions to pr otect  the 
pr iva cy of sub jects  a n d to m a in ta in  the con fiden t ia lity of da ta ” an d  m akes  the  
d e te rm inat ion  tha t  the  research  to  b e  cond ucted  is  with in  the  scop e  o f the  b road  
consen t ; and   
iv. The  inves t iga tor d oes  no t  includ e  re tu rn ing  ind ivid ual research  resu lts  to  
sub jects  as  p art  o f the  s tud y p lan . Th is  p rovis ion  d oes  no t  p reven t  an  
inves t iga to r from  ab id ing  b y any legal req u irem en ts  to  re tu rn  ind ivid ual research  
resu lts .  

 
 

*PLEASE NOTE – Alp h a  IRB is  choos ing  n o t  to  im p lem en t  Categories  7  and  8 , lis ted  
ab ove , a t  th is  t im e . 
 
NOTE:  
A Cla im  of Exem ption  does not  necessa r ily exem pt  Invest iga tor s  fr om  the r equir em en t  
of ga in ing wr it ten  in for m ed con sen t  fr om  subjects . Most  r esea r ch  r eq uir es  the use a n  of 
in for m ed consen t  for m . For  s tud ies  wher e ther e a r e no subject  iden t ifier s , i.e., 
a nonym ous  da ta  is  collected; a n  in for m a t ion  sheet  or  cover  sheet  is  usua lly r equir ed .  

 

1 4 .4 . No t ifica t io n  o f Bo a rd  Act io n s   

Alp ha  IRB will com m u nica te  the  resu lts  o f th e  review d irect ly to  the  resp ons ib le  m em b er of 
the  clin ica l research  team  b y e -m ail, fax  or p hone  with in  2 4  hou rs  o f s tud y review.  
Sp onsor/ In ves t iga tor is  asked  to  resp ond  to  q ues t ions  or req ues ted  revis ion s  to  a  s tud y or 
s tud y m ate ria l with in  9 0  d ays  o f the  review. 
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1 4 .5 . De t e rm in a t io n s  

Alp ha  IRB will m ake  one  of the  fo llowin g  d e te rm inat ions  as  a  re su lt  of its  review of re search  
sub m it ted  for in it ia l review or fo r con t inu ing  review:  
 
Ap p ro ve d : 
The  p ro toco l and  accom p anying  d ocu m en ts  a re  ap p roved  as  sub m it ted . Fina l ap p roval will 
com m ence  on  the  d ay the  s tud y is  ap p roved  b y an  act ion  of the  convened  IRB or 
Chairp erson  or d es ignee  and  exp ire  with in  one  (1 ) year o f the  m ee t ing  d a te , b u t  no t  la te r 
than  the  d ay p reced in g  the  d a te  o f review.   

 
Ap p rovals  a re  a lways  cons id ered  cond it iona l.  The  cond it ions  for con t inued  ap p roval, and  
the  t im e  fram e (if any) with in  which  they m us t  b e  m et  will b e  clea rly s ta ted  in  the  ap p roval 
le t te r.  If the  cond it ion s  of the  ap p roval a re  no t  m et , ap p roval m ay b e  withd rawn . 
Inves t iga tors  m us t  rece ive  the ir ap p roval le t te r from  the  IRB b efore  they in it ia ted  any 
p roced u res  tha t  a re  re la ted  to  the  p ro toco l. The  IRB exp ects  the  sp onsors  to  u se  
inves t iga to rs  who und ers tand  an d  ad here  to  the  fed era l req u irem en ts  regard ing  IRB review 
and  ap p roval.   
 
It  is  the r esponsib ility of the invest iga tor  to be cogn iza n t  of a ny loca l or  Sta te la w(s) tha t  
m a y a ffect  the conduct  of h um a n  subject  r esea r ch  in  h is / her  Sta te a nd a pply these r ules  
a ppr opr ia tely. The IRB m a y r eq uir e tha t  such  knowledge a nd a pplica t ion  be dem onstr a ted  
befor e IRB a ppr ova l is  issued  for  s tud ies  involving cer ta in  popula t ions a nd pr ocedur es.    

 
Aft e r  In it ia l Ap p r o va l: When  writ ten  ap p rova l is  is sued  b y Alp ha  IRB, inves t iga tor can  
in it ia te  the  s tud y p roced u res . However, con t inued  ap p roval is  a lways  cond it ional. 
Stand ard  cond it ions  for con t inued  ap p roval a re :     

 
• Any changes  in  the  research  p ro toco l, in form ed  consen t  d ocum en t , o r sub ject  

in form ation  d u ring  the  ap p roval p eriod  m us t  b e  sub m it ted  to  the  IRB for review and  
m us t  no t  b e  in it ia ted  un t il ap p roved  b y the  IRB. 

• All ad vert is em en ts , le t te rs  and  an y o ther m ed ia  for sub ject  recru itm en t  m us t  b e  
sub m it ted  and  ap p roved  p rior to  u se . 

• Sign ifican t  d evia t ion  from  the  research  p ro toco l an d / o r in s tances  of non -com p liance  
m us t  b e  rep orted  to  the  IRB as  soon  as  p os s ib le , b u t  no  la te r than  t e n  (1 0 ) b u s in e s s  
d a ys  from  the  d a te  the  s ite  b ecam e aware  o f the  even t . 

• All unan t icip a ted  p rob lem s  tha t  m ay involve  risk to  p art icip an ts  o r o thers  m us t  b e  
rep orted  to  the  IRB as  soon  as  p oss ib le , b u t  no  la te r than  t e n  (1 0 ) b u s in e s s  d a ys  
from  the  d a te  the  s ite  b ecam e aware  o f the  even t . 

• A cop y of the  IRB ap p roved  in form ed  consen t  d ocum en t  m us t  b e  s igned  and  d a ted  b y 
each  sub ject  o r the  sub ject’s  lega l rep resen ta t ive  p rio r to  in it ia t ion  of a n y s tud y 
p roced u res . In  ad d it ion , each  sub ject  m us t  b e  g iven  a  cop y o f the  s igned  consen t  
fo rm  an d  sub ject’s  b ill o f righ ts  (if ap p licab le  in  you r s ta te ). 

• The  inves t iga tor m us t  coop era te  with  the  IRB in  its  e ffo rts  to  cond uct  con t inu ing  
review. 

 
The  IRB m ay e lect  to  p lace  ad d it ional, sp ecific cond it ions  on  the  cond uct  o f a  s tud y.  
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Ap p ro va l w it h  Ch a n g e s :  
The  p ro toco l o r accom p anying  d ocu m en ts  a re  ap p roved  with  m inor m od ifica t ions  req u ired  
whereas  the  changes  d icta ted  to  the  inves t iga tor a re  cons id ered  to  b e  ap p roved , so  lon g  as  
ad d it ional changes  are  no t  req ues ted . 

 
Co n d it io n a lly Ap p ro ve d :  
Mod ifica t ion  of, o r ad d it ion  to , a  p ro toco l o r accom p anying  d ocum en ts  is  req u ired  in  wh ich  
ad d it ional IRB review is  a lso  req u ired .  Changes  will b e  vo ted  up on  d u ring  the  IRB’s  
m ee t ing , as  well a s  the  te rm s  of ap p roval.  The  Inves t iga tor will b e  in form ed  in  writ ing  of 
the  req u ired  changes  and  req ues ted  in form ation  and  m us t  p rovid e  the  IRB with  the  
changes  or in form ation .  

 
The  Chairp erson  or h is / her d es ig nee  has  the  au thority to  review the  in form ation  via  
exp ed ited  review un les s  the  IRB req u ires  tha t  the  m ate ria l o r in form ation  b e  reviewed  b y 
the  fu ll IRB, the  p rim ary reviewer or another ind ivid ual d e legated  b y the  IRB to  review the  
resp onse .  Up on  sa t is factory review, ap p roval will b e  is sued  as  o f the  d a te  tha t  the  
req ues ted  in form ation  or m ate ria ls  a re  ap p roved .  The  exp ira t ion  d a te  will b e  b ased  on  the  
ann iversary d a te  on  wh ich  the  IRB, the  p rim ary reviewer, o r ind ivid ual d e leg ated  b y the  IRB 
to  review the  resp onse , has  reviewed  the  m ate ria l o r in form ation  and  has  g iven  fina l 
ap p roval.  Sub jects  m us t  no t  b e  recru ited  in to  the  s tud y un t il fina l ap p roval has  b een  
is sued . 

 
Ta b le d : 
Sign ifican t  q ues t ions  are  ra ised  b y the  p rop osa l req u iring  its  recons id era t ion  afte r 
ad d it ional in form ation  is  rece ived  from  the  Sp onsor and / or Inves t iga tor. 

 
Dis a p p ro va l: 
The  p rop osa l fa ils  to  m ee t  one  o r m ore  of the  crite ria  u sed  b y the  IRB for ap p roval o f 
research . Disap p roval cannot  b e  g iven  th rough  the  exp ed ited  review m echan ism  and  m ay 
on ly b e  g iven  b y m ajo rity vo te  a t  a  convened  m ee t ing  of the  IRB. Inves t iga tors  have  the  
righ t  to  d is cuss  IRB req ues ts  fo r revis ion  an d  d ecis ions  of d isap p roval d irect ly with  the  
Com m ittee . The  IRB, however, re ta in s  the  fina l au thority for ap p roval o f p rop osed  re search  
with  hum an  sub jects . 

 
The  IRB review p roces s  a llows  In ves t iga tors  various  leve ls  o f ap p eal from  the  t im e  a  s tud y 
rece ives  in it ia l review th rough  ap p roval o r d isap p roval. Any and  a ll IRB d ecis ions  are  
con t ingen t  up on  the  resp onse  of the  Inves t iga tor. If the  IRB find s  tha t  the  negot ia t ion  is  a t  
an  im p as se , they m ay req ues t  an  in tram ura l and / or ex t ram ura l in d ep end en t  consu ltan t  
review. The  IRBs  wish  to  resp ect  the  Inves t iga tor’s  in te llectua l p rop erty, the re fore , p rio r to  
as s ign ing  a  consu ltan t ; Inves t iga tors  a re  asked  if the re  is  anyone  they wou ld  NOT like  to  
review the ir s tud y. 

1 5 . In ve s t ig a t o r  Re s p o n s ib ilit ie s  On ce  a  St u d y is  Ap p ro ve d  

1 5 .1 . Re co rd  Ke e p in g  

The  s igned  in form ed  consen t  d ocum en t  is  one  of the  m os t  crit ica l research  record s  the  
inves t iga to r need s  to  ob ta in  and  keep . It  p rovid es  ve rifica t ion  tha t  the  research  was  
exp la ined  to  the  sub ject  and  tha t  the  sub ject  und ers tood  and  vo lu n tarily ag reed  to  
p art icip a te  in  the  research  s tud y. Inves t iga tors  a re  resp ons ib le  fo r re ta in ing  s igned  consen t  
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d ocu m en ts , IRB corresp ond ences , and  research  record s  for a t  leas t  3  years  a fte r the  
com p le t ion  of the  research  act ivity. 

1 5 .2 . Tra n s la t io n  o f In fo rm e d  Co n s e n t  Fo rm  a n d  Stu d y Ma t e r ia ls  

In form ed  consen t  m u s t  b e  p resen ted  in  a  language  und ers tand ab le  to  the  sub ject . If the  
sub ject  d oes  no t  sp eak Eng lish , the  in form ed  consen t  fo rm  and  a ll ap p licab le  s tud y 
m ate ria ls  m us t  b e  t rans la ted  in to  a  language  they und ers tand . Alp ha  IRB req u ires  tha t  
t rans la ted  d ocu m en ts  b e  accom p an ied  b y a  ce rt ifica te  wh ich  a t tes ts  to  accu racy of the  
t rans la t ion (s ). All revis ions  o f the  t rans la ted  d ocu m en ts  m us t  a lso  b e  accom p an ied  b y a  
ce rt ifica te . Alp ha  IRB can  arrange  to  have  the  d ocu m en ts  t rans la ted  in to  any language , o r 
the  s ite  o r Sp onsor can  facilita te  the  t rans la t ion  and  su b m it  the  t rans la ted  d ocum en ts  with  
a  ce rt ifica t ion  to  Alp h a  IRB. Trans la ted  d ocum en ts  m u s t  rece ive  IRB ap p rova l p rio r to  u se . 

 
Trans la ted  m ate ria ls  will genera lly have  the  sam e vers ion  num b er and / or ap p roval d a te  as  
the  p revious ly is sued  Eng lish  vers ions . 

 
Alp ha  IRB d oes  n o t  req u ire  b ack-trans la t ion ; however we  can  facilita te  and  p rovid e  b ack-
trans la t ion  of m ate ria ls  when  req ues ted .  

1 5 .3 . Un a n t icip a t e d  Pro b le m s  

Alp ha  IRB req u ires  the  rep ort ing  of any even ts  d e te rm in ed  b y the  Inves t iga tor and / or 
Sp onsor to  b e  unan t icip a ted  p rob lem s  involving  risk to  p art icip an ts  o r o thers . Alp ha  
d efines  th is  as  any p rob lem , even t , o r new in form ation  tha t  m ee ts  a ll o f the  fo llowin g  
crite ria : 

 
1 ) The  even t  is  u n e xp e ct e d  (in  te rm s  of na tu re , s everity, o r freq uency) g iven : 

a . the  research  p roced u res  tha t  a re  d escrib ed  in  the  p ro toco l-re la ted  d ocu m en ts , 
such  as  the  IRB-ap p roved  research  p ro toco l and  in form ed  consen t  d ocu m en ts ; 
and   

b . the  characte ris t ics  o f the  sub ject  p op u la t ion  b e ing  s tud ied , 
2 ) The  even t  is  r e la t e d  o r  p o s s ib ly r e la t e d  to  p art icip a t ion  in  the  research  (poss ib ly 

r ela ted  m eans  there  is  a  reasonab le  p oss ib ility that  the  incid en t , exp erience , o r 
ou tcom e m ay have  b een  caused  b y the  p roced u res  involved  in  the  research ) 

3 ) The  even t  sugges ts  tha t  the  research  p laces  p art icip an ts  o r o thers  a t  a  g re a t e r  r is k  
o f h a r m  (includ ing  p hys ica l, p sycholog ica l, econom ic, o r socia l harm ) than  was  
p revious ly known  or recogn iz ed . 

 
If the  even t (ad verse  o r o therwise ) d oes  n o t  m ee t  a ll 3  o f the  ab ove  crite ria , the  even t  is  no t  
req u ired  to  b e  rep orted  to  Alp ha  IRB. The  Inves t iga tor m us t  u se  h is / her clin ica l jud g m en t  in  
d e te rm in in g  whether an  even t  occu rring  a t  the ir s ite  is  a  p rob lem  tha t  m ee ts  a ll the  ab ove  
crite ria .  

For m u lt icen te r t ria ls , Alp ha  IRB recogn iz es  tha t  the  sp onsor is  in  a  b e t te r p os it ion  to  
p roces s  an d  analyz e  ad verse  even t  in form ation  for the  en t ire  s tud y and  to  as ses s  whe ther 
an  ad verse  even t  occu rrence  is  an  unan t icipa ted  p rob lem  involvin g  risk to  p art icip an ts  o r 
o thers . There fore , fo r the  sub m is s ion  o f m u lt icen te r t ria l rep orts  such  as  IND Safe ty 
Rep orts , Med watch  Rep orts , CIOMS Rep orts , e tc., Alp ha  IRB req u ires  tha t  the  sub m is s ion  
clearly ind ica te  whe ther the  even t  is  cons id e red  to  rep resen t  an  unan t icip a ted  p rob lem  
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involving  risk to  p art icip an ts  o r o thers  and  if so , what  act ions  are  b e ing  im p lem en ted  in  
resp onse . Mult icen te r rep orts  wh ere  it  is  d e te rm ined  tha t  the  even t  d oes  n o t  rep resen t  an  
unan t icip a ted  p rob lem  involving  risk to  p art icip an ts  o r o thers  a re  no t  req u ired  to  b e  
sub m it ted  to  Alp ha  IRB.  

Even ts  tha t  m ee t  a ll 3  o f the  ab ove  crite ria  need  to  b e  rep orted  to  Alp ha  IRB p rom p tly, b u t  
no  la te r than  t e n  (1 0 ) b u s in e s s  d a ys  from  the  d a te  the  s ite  b ecam e aware  o f the  even t  b y 
com p le t ing  e ither the  “Serious  Ad verse  Even t  /  Unan t icip a ted  Prob lem s  Rep ort  Form ” for 
even ts  occu rring  a t  you r s ite , OR the  “IND Safe ty Rep ort  Form ” for ex te rna l even ts  cap tu red  
in  m u lt icen te r t ria l rep orts . These  form s  are  availab le  on  the  Alp ha  IRB web s ite  a t : 
www.alp hairb .com  or via  OASIS.   

 
For fu rther in form ation  regard in g  the  rep ort ing  gu id e lines  for ad verse  even ts  and  
unan t icip a ted  p rob lem s , p lease  review the  FDA Guid ance  Docu m en t  en t it led , “Ad verse  
Even t  Rep ort ing  to  IRBs  — Im p roving  Hu m an  Sub ject  Pro tect ion ,” d a ted  Janu ary 2 0 0 9 . 

Pos s ib le  exam p les  of an  unan t icip a ted  p rob lem  includ e , b u t  a re  no t  lim ited  to : 

1 ) Serious  ad verse  even t  tha t  is  b o th  unexp ected  and  re la ted  to  the  research  
2 ) Serious  Prob lem  (loca l on ly) tha t  resu lts  in :  
3 ) Sub s tan t ive  harm  or d am age  (or risk o f sub s tan t ive  harm  or d am age)to  the  safe ty, 

righ ts , o r welfare  of re search  sub jects , research  s ta ff, o r o thers : o r 
4 ) In form ation  tha t  ind ica tes  a  change  to  the  risks  or p o ten t ia l b enefits  o f the  

research  fo r exam p le : 
• An in te rim  analys is  in d ica tes  tha t  the  p art icip an ts  have  a  lower ra te  o f re sp on se  

to  t rea tm en t  than  in it ia lly exp ected . 
• Safe ty m on itoring  ind ica tes  tha t  a  p art icu lar s id e  e ffect  is  m ore  severe  or m ore  

freq uen t  than  in it ia lly exp ected . 
• A p ap er is  p ub lished  from  anoth er s tud y tha t  shows  th a t  an  arm  of the  research  

s tud y is  o f no  therap eu t ic va lue . 
5 ) A b reach  o f con fid en t ia lity.  
6 ) Change  in  FDA lab e lin g  or withd rawal from  m arke t ing  of a  d rug , d evice , o r b io log ic 

u sed  in  a  research  p ro toco l. 
7 ) Change  to  the  p ro tocol taken  withou t  p rio r IRB review to  e lim inate  an  ap p aren t  

im m ed ia te  haz ard  to  a  research  p art icip an t . 
8 ) Incarcera t ion  of a  p art icip an t  in  a  p ro toco l no t  ap p roved  to  en ro ll p risoners . 
9 ) Even t  tha t  req u ires  p rom p t rep ort ing  to  the  sp onsor. 
1 0 ) Com p la in t  from  a  p art icip an t  when  the  com p la in t  ind ica tes  unexp ected  risk or 

cannot  b e  reso lved  b y the  research  team . 
1 1 ) Protocol vio la t ion  (wh ich  an  accid en ta l o r u n in ten t ional change  to  the  IRB- 

ap p roved  p ro toco l) caused  harm  to  p art icip an ts  o r o the rs  o r ind ica tes  tha t  the  
p art icip an ts  o r o thers  a re  a t  an  increased  risk of harm . 

1 2 ) Sp onsor-im p osed  su sp ens ion  for risk. 

http://www.alphairb.com/
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126572.pdf
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126572.pdf
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1 5 .4 . Am e n d m e n t s  a n d  Ot h e r  Ch a n g e s  t o  Re s e a rch  

• All am end m en ts , includ ing  changes  to  consen t  fo rm s , changes  in  p ro toco l s tud y 
p ersonne l, and  p lanned  d evia t ion s  in  the  p ro tocol m us t  b e  rep orted  to  Alp ha  IRB.  

• All m od ifica t ions / changes  to  cu rren t ly ap p roved  re search  are  req u ired  to  have  IRB 
review and  ap p roval p rio r to  im p lem en ta t ion . 

• An am end m en t  m ay req u ire  fu ll IRB review if the  m od ifica t ion  is  s ign ifican t , o r a ffects  
the  risks  and  b enefits  to  sub jects  in  the  research . Changes  in  the  risks  o r b enefits  to  
sub jects  m ay req u ire  m od ifica t ions  to  the  consen t  fo rm  an d  re -consen t ing  of su b jects . 

• Minor changes  in  p revious ly ap p roved  re search  d u ring  the  p eriod  for wh ich  ap p roval is  
au thoriz ed , those  wh ich  d o  no t  ad verse ly affect  the  righ ts  and  welfare  o f s tu d y sub jects  
o r d o  no t  involve  increased  risk or s ign ifican t  changes  in  s tud y p roced u res , m ay rece ive  
an  exp ed ited  review.  If ap p rop ria te , the  Chairp erson  o r d es ignee  will review the  
changes  to  d e te rm ine  if they q ualify for exp ed ited  review. 

• Am end m en ts  and  o the r changes  to  research  includ e , b u t  a re  no t  lim ited  to , consen t  
fo rm s , p ro toco ls , Inves t iga tor Brochures , s tud y in s trum en ts , recru itm en t  and  
ad vert is ing  too ls / m ate ria ls , p ro toco l s tud y p ersonne l changes , p lanned  p ro toco l 
d evia t ions , ad d ing  an  ad d it ional s tud y loca t ion , a  change  in  the  p rim ary s tud y loca t ion  
and / or ad d it ional s tud y loca t ion  (p hone  num b er change , s ite  nam e  change), changes  in  
con flict  o f in te res t  s ta tu s , changes  in  p lanned  en ro llm en t  o f vu lnerab le  p op u la t ions , e tc. 

• The  IRB m ay on ly ap p rove  m od ifica t ions  sub m it ted  d u ring  a  cu rren t  ap p roval p eriod  to  
the  end  of tha t  p e riod . For exam p le , if the  new, renewal, o r con t inu ing  ap p roval is  
is sued  on  January 1 , it  will have  an  exp ira t ion  d a te  Decem b er 3 1 . If an  ad d en d um  is  
ap p roved  d u ring  th is  t im e , the  ap p roval s t ill las ts  on ly u n t il Decem b er 3 1 . Please  
re fe rence  a ll m od ifica t ions  and  ad d end u m s , as  ap p licab le , in  the  renewal ap p lica t ion  fo r 
the  IRB cons id era t ion  d u ring  the  con t inu ing  review. 

• Ap p licab le  changes  tha t  d o  no t  q ualify for exp ed ited  review will b e  reviewed  b y the  IRB 
a t  the  nex t  availab le  m ee t ing .  

• For s tud y changes , p lease  includ e  a  cover le t te r exp la in ing  the  req ues ted  m od ifica t ions , 
and  any m od ified  item s  such  as  consen t  fo rm s , p ro toco ls , Inves t iga tor Brochures , s tud y 
in s trum en ts , recru itm en t  too ls , e tc. Revis ions  to  p ro toco ls , Inves t iga tor’s  Brochures , 
Package  In serts  and  Device  Manuals  sh ou ld  b e  sub m it ted  a long  with  a  red lined / t racked  
changes  ve rs ion  (p re fe rab le ) o r a  sum m ary of changes . Revised  consen t  fo rm s  and  
s tud y/ recru itm en t  m ate ria ls  shou ld  b e  sub m it ted  with  the  changes  t racked / red lined .  

• For s ite  in form ation  changes  (s ite  nam e change , ad d ress  change / rem oval, sub ject  
com p ensat ion  change , p hone  num b er for sub ject  u se  change), p lease  com p le te  the  “Site  
In form ation  Change  Sub m iss ion  Form .” The  form  is  ava ilab le  on  the  Alp ha  IRB web s ite  
a t : www.alp hairb .com  or via  OASIS. 

 

• Princip a l Inves t iga tor Changes  - When  chang ing  Inves t iga tors , p lease  com p le te  the  
“Change  o f Princip a l Inves t iga tor Form ” and  sub m it  a long  with  the  new PI’s  CV and  any 
ap p licab le  licenses  an d  a t tachm en ts . The  fo rm  is  ava ilab le  on  the  Alp ha  IRB web s ite  a t : 
www.alp hairb .com  or via  OASIS.  Princip a l Inves t iga tor changes  m ay q ualify for 
exp ed ited  review, if d eem ed  ap p rop ria te .  

http://www.alphairb.com/
http://www.alphairb.com/
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1 5 .5 . Pro t o co l De via t io n s  

Pro tocol Devia t ions  a re  d efined  as  any d ep artu re  or change  from  the  p ro toco l tha t  is  
unan t icip a ted  and  hap p ens  withou t  any p rior ag reem en t . 

 
Alp ha  IRB req u ires  tha t  a ll s ign ifican t  p ro toco l d evia t ions  b e  rep orted . Sign ifican t  d evia t ions  
are  cons id e red  to  b e  p ro toco l d evia t ions  tha t , in  the  op in ion  of the  inves t iga tor:  

• ad verse ly a ffect  the  sa fe ty, righ ts  o r welfare  of su b jects  o r o thers  

• ad verse ly a ffect  the  in teg rity o f the  s tud y d a ta   

Devia t ions  tha t  have  occu rred  rep e t it ive ly or m igh t  occu r again  m ay a lso  q ualify as  
s ign ifican t  d evia t ions  and  shou ld  b e  rep orted  to  Alp ha  IRB (if it  is  an t icip a ted  tha t  th is  
vio la t ion  will occu r ag ain , an  am end m en t  to  the  p ro toco l shou ld  b e  cons id e red ). 

 
Sign ifican t  p ro toco l d evia t ions  need  to  b e  rep orted  to  Alp ha  IRB p rom p tly, b u t  no  la te r than  
t e n  (1 0 ) b u s in e s s  d a ys  from  the  d a te  the  s ite  b ecam e aware  of the  even t . 

 
Non-s ign ifican t  p ro toco l d evia t ions  d o  n o t  need  to  b e  rep orted  to  the  IRB un les s  the  
p ro toco l o r sp on sor req u ires  the  Inves t iga tor to  d o  so .  

1 5 .6 . Pla n n e d  Pro t o co l De via t io n s  

A p lanned  p ro toco l d evia t ion  is  a  p rosp ect ive , in ten t ional d ep artu re  or chang e  from  the  
Alp ha  IRB ap p roved  p ro toco l. A p lanned  d evia t ion  typ ica lly involves  an  ind ivid ual sub ject , 
o r m ay involve  a  sm all g roup  of sub jects , and  is  no t  a  p erm anen t  revis ion  to  the  p ro toco l. 
In  genera l, a ll p lanned  p ro toco l d evia t ions  m us t  b e  sub m it ted  to  the  IRB for review and  
ap p roval p rio r to  im p lem en ta t ion ; excep t  where  necessary to  e lim inate  ap p aren t  im m ed ia te  
haz ard s  to  the  hum an  sub jects . [4 5  CFR §  4 6 .1 0 3 (b )(4 ); 2 1  CFR §  5 6 .1 0 8 (a)(4 ); ICH 3 .3 .7 ]. 

However, if the  research  is  a  clin ica l inves t iga t ion  of a  d e vice , and  the  research  is  no t  
fed era lly fu nd ed , and  the  research  is  no t  cond ucted  und er an  FWA, then  on ly p lanned  
p ro toco l d evia t ions  tha t  m ay a dver sely a ffect  the r igh ts , sa fety or  welfa r e of sub jects  or  the 
in tegr ity of the r esea r ch  da ta  sh ou ld  b e  su b m it ted  to  the  IRB for review and  ap p roval p rio r 
to  im p lem en ta t ion ; excep t  where  necessary to  e lim inate  ap p aren t  im m ed ia te  haz ard s  to  
the  hum an  sub jects . [4 5  CFR §  4 6 .1 0 3 (b )(4 ); 2 1  CFR §  5 6 .1 0 8 (a)(4 ); ICH 3 .3 .7 ; 2 1  CFR 
8 1 2 .1 5 0 (a)(4 )]. 

 
You  m ay sub m it  p lan ned  p ro toco l d evia t ions  u s ing  the  “Pro tocol Devia t ion  Rep ort  Form ” 
availab le  on  the  Alp ha  IRB web s ite  a t  www.alp hairb .com  or via  OASIS. Planned  p ro toco l 
d evia t ion  sub m iss ions  shou ld  b e  sub m it ted  as  fa r in  ad vance  as  p os s ib le  and  m us t  b e  
accom p an ied  b y writ ten  d ocu m en ta t ion  of Sp onsor ap p roval.  

 
The  inves t iga tor has  u lt im ate  resp ons ib ility for ob ta in ing  p rior IRB ap p roval fo r p lanned  
p ro toco l d evia t ions . Rep eated  fa ilu re  to  ob ta in  p rosp ect ive  IRB ap p roval fo r p lanned  
p ro toco l d evia t ions  m ay b e  viewed  as  con t inu ing  non -com p liance . 

1 5 .7 . Co n t in u in g  Re vie w  

Rep orts  m us t  b e  sub m it ted  b y the  inves t iga tor and / o r s tud y sp onsor a t  in te rva ls  
d e te rm ined  b y the  IRB. The  exp ira t ion  d a te  and  the  d a te  tha t  an  in te rim  rep ort  is  d ue , if 

http://www.alphairb.com/
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req u ired , will b e  s ta ted  in  the  s tud y ap p rova l le t te r. Rem ind ers  will b e  sen t  to  the  
Inves t iga tor and  to  the  Sp onsor p rio r to  the  d ue  d a te .   

The  Fed era l regu la t ions  d o  n o t  a llow an  IRB to  ap p rove  a  s tud y for m ore  than  one  year. For 
m u lt i-year research , the  Princip a l Inves t iga tor is  re sp ons ib le  for sub m it t ing  a  renewal 
ap p lica t ion  p rior to  th e  exp ira t ion  of the  cu rren t  IRB ap p roval.  

If the  a p p r o va l e xp ir e s  p rio r to  sub m is s ion  of the  renewal ap p lica t ion , the  inves t iga tor is  
req u ired  to  cease  a ll research  act ivit ies  includ ing  recru itm en t , s creen ing  en ro llm en t , 
sub ject  con tact  and  d a ta  co llect ion  un t il the  renewal is  ap p roved  b y the  IRB. For therap eu t ic 
s tud ies  wh ere  sub ject  s afe ty is  a  concern , the re  is  som e  flex ib ility toward s  the  con t inued  
t rea tm en t  fo r cu rren t ly en ro lled  sub jects  and  the  IRB shou ld  b e  consu lted  and  p rovid ed  
with  ad d it ional in form ation . However, no  new sub jects  m ay b e  con tacted , recru ited , o r 
en ro lled  un t il the  Inves t iga tor ob ta in s  cu rren t  IRB ap p roval. 

The  in form ation  with in  the  IRB renewal ap p lica t ion  shou ld  incorp ora te  a ll o f the  ad d end a , 
d a ta  and  s afe ty m on itoring  b oard  rep orts  (DSMB) and  research  m od ifica t ions  sub m it ted  to  
and  ap p roved  b y the  IRB d u ring  the  p reviou s  ap p roval p eriod .  

Con tinu ing  review and  ap p roval is  necessary if recru itm en t  o f sub ject’s  s top s  b u t  
p revious ly en ro lled  su b jects  con t inue  to  p art icip a te  in  the  research  or the  s tud y is  in  d a ta  
analys is . 

Research  sub ject  to  the  Com m on  Ru le   

Con tinu ing  review of research  m ay not  b e  req u ired  for research  s tud ies  ap p roved  on  or 
a fte r January 2 1 , 2 0 1 9  wh ich  are  n o t  FDA-regu la ted  b u t  a re  sub ject  to  the  Com m on  Ru le  in  
the  fo llowing  circum s tances : 

• Research  e lig ib le  fo r exp ed ited  review;  

• Research  reviewed  b y the  IRB in  accord ance  with  lim ited  IRB review (ap p licab le  to  
exem p t research );  

• Research  tha t  has  p rog ressed  to  the  p o in t  tha t  it  involves  on ly on e  or b o th  o f the  
fo llowing , wh ich  are  p art  o f the  IRB-ap p roved  s tud y: 

a . Data  analys is , includ ing  analys is  o f id en t ifiab le  p riva te  in form ation  or 
id en t ifiab le  b iosp ecim ens , o r  

b . Access ing  fo llow-up  clin ica l d a ta  from  p roced u res  tha t  sub jects  wou ld  
und ergo  as  p art  o f clin ica l care   

Please  n o te  - The  IRB m ay d e te rm ine  tha t  con t inu ing  review is  s t ill req u ired  for any research  
p ro toco l tha t  fa lls  with in  the  ab ove  crite ria .   

1 5 .8 . Co n t in u in g  In ve s t ig a t o r  a n d  Re s e a rch  St a ff Tra in in g  

All inves t ig a tors  and  m em b ers  o f the ir research  team s  shou ld  m ee t  con t inu ing  ed ucat ion  
req u irem en ts  a t  leas t  every two years  a fte r In it ia l IRB ap p roval fo r as  long  as  they are  
involved  in  hum an  sub jects  research . Accep tab le  t ra in ing  includ es : 

 
• Attend ance  a t  s em inars  and  con ferences  sp ecific to  hum an  re search  p art icip an t  

p ro tect ion , such  as  PRIMR, OHRP, e tc. 
• Com p le t ion  of the  CITI Prog ram  re fresher m od u les  - h t tp s :/ / www.cit ip rog ram .org /   

https://www.citiprogram.org/
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• Com p le t ion  of Nat ional In s t itu tes  o f Health  (NIH) Tra in ing : NIH Clin ica l cen ter Clin ica l 
Research  o r NIH Office  of Extram ural Research  Pro tect ing  Hum an  Research  Part icip an ts  
Tra in ing  - h t tp s :/ / p h rp .n ih tra in ing .com / u sers / log in .p hp   

• Other on line  t ra in ing  sp ecific to  h um an  re search  p art icip an t  p ro tect ion  
• Com p le t ion  of se lf-s tud y or o th er t ra in ing  sp ecific to  hum an  research  p art icip an t  

p ro tect ion  
 

Other t ra in ing  m ay b e  accep tab le . In  these  cases , the  researcher shou ld  check with  the  
Alp ha  IRB Office  for a  d e te rm ina t ion .  

 
Inves t iga tors  shou ld  sub m it  evid ence  of con t inu ing  educat ion  a t  the  t im e  o f con t inu ing  
review. Th is  can  b e  ach ieved  via  the  inves t iga tor’s  Site  Con tinu ing  Review Rep ort , an  
up d ated  cu rricu lum  vitae  or o ther re levan t  d ocum en ta t ion . Con tinu ing  review ap p roval m ay 
no t  b e  g ran ted  for in ves t iga tors  who d o  no t  sub m it  s a t is factory evid ence  m ee t ing  
con t inu ing  ed ucat ion  req u irem en ts . 

The  PI is  re sp on s ib le  for ensu rin g  the  research  s ta ff an d  key p ersonne l a re  ap p rop ria te ly 
t ra ined , a re  aware  of the ir ob liga t ions  with  regard  to  h um an  re search  p art icip an t  p ro tect ion  
regu la t ions  and  can  p erform  the ir as s igned  d u t ies . 

1 5 .9 . Mo n it o r in g  Re p o r t s  

As  sp on sors  rou t ine ly m on itor inves t iga t ive  s ites , they are  in  a  un iq ue  p os it ion  to  uncover 
in form ation  to  wh ich  the  IRB m ay not  o therwise  have  p rivy. The  Inves t iga tor shou ld  req ues t  
tha t  the  sp onsor p rovid e  any in fo rm ation  tha t  m ay a ffect  the  righ ts  and  welfa re  of 
p art icip an ts , o r the ir willingness  to  con t inue  p art icip a t ion . Such  in form ation  m ay b e  
con ta ined  with in  a  m on itoring  rep ort , a  Pro toco l Devia t ion  Rep ort  Form  (if ap p licab le ), an  
SAE/  Unan t icip a ted  Prob lem  Rep ort  Form  (if ap p licab le ), o r m ay b e  sum m ary of the  
sp on sor’s  as ses sm en t . The  Inves t iga tor will then  no t ify the  IRB of these  find ings .  

1 5 .1 0 . Re s e a rch  Da t a  Re t e n t io n  fo r  FDA-Re g u la t e d  Re s e a rch   

For FDA-regu la ted  t ria ls , the  Inves t iga tor is  ad vised  to  ob serve  the  fo llowing  with  regard  to  
d a ta  re ten t ion  when  p art icip an ts  withd raw from  a  clin ica l t ria l:  
 
• When  a  sub ject  withd raws  from  a  s tud y, the  d a ta  co llected  on  the  sub ject  to  the  p o in t  o f 

withd rawal rem ains  p art  o f the  s tud y d a tab ase  and  m ay not  b e  rem oved . Th e  consen t  
d ocu m en t  cannot  g ive  the  sub ject  the  op t ion  of havin g  d a ta  rem oved .  

• The  Inves t iga tor m ay ask a  sub ject  who is  withd rawing  whether the  sub ject  wishes  to  
p rovid e  con t inued  fo llow-up  and  fu rther d a ta  co llect ion  sub seq uen t  to  the ir withd rawal 
from  the  in te rven t ional p ort ion  of the  s tud y. Und er th is  circum s tan ce , the  d iscuss ion  
with  the  sub ject  d is t ingu ishes  b e tween  s tud y-re la ted  in te rven t ions  and  con t inued  
fo llow-up  o f as socia ted  clin ica l ou tcom e in form ation , such  as  m ed ica l cou rse  or 
lab ora tory resu lts  ob ta ined  th rough  non -invas ive  chart  review, and  ad d ress  the  
m ain tenan ce  of p rivacy and  con fid en t ia lity o f the  sub ject 's  in form ation .  

• The  Inves t iga tor m us t  ob ta in  the  sub ject’s  consen t  fo r th is  lim ited  p art icip a t ion  in  the  
s tud y (as su m ing  such  a  s itua t ion  was  no t  d escrib ed  in  the  orig ina l consen t  d ocum en t). 
The  IRB m u s t  ap p rove  the  consen t  d ocum en t .  

• If a  sub ject  withd raws  from  the  in te rven t ional p ort ion  of a  s tud y and  d oes  no t  consen t  
to  con t inued  fo llow-up  of as socia ted  clin ica l ou tcom e in form ation , the  Inves t iga tor m us t  

https://phrp.nihtraining.com/users/login.php
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not  access  for p u rp oses  re la ted  to  the  s tud y the  sub ject 's  m ed ica l record  or o ther 
con fid en t ia l record s  req u iring  the  sub ject 's  consen t . However, a  Inves t iga tor m ay review 
s tud y d a ta  re la ted  to  the  sub ject  co llected  p rior to  the  sub ject 's  withd rawal from  the  
s tud y, and  m ay consu lt  p ub lic record s , such  as  those  e s tab lish ing  su rviva l s ta tu s .  

Please  a lso  re fe r to  FDA’s  Gu id an ce  for Sp on sors , Clin ica l Inves t iga tors , and  IRBs  Data  
Re ten t ion  When  Sub jects  Withd raw from  FDA-Regu la ted  Clin ica l Tria ls  fo r ad d it ional 
in form ation .  

1 5 .1 1 . St u d y Co m p le t io n / Te rm in a t io n  

In  ord er to  form ally com p le te  a  s tud y file , the  IRB req u ires  tha t  Inves t iga tors  o fficia lly no t ify 
the  IRB when  a  s tud y is  te rm inated  or com p le ted  b y su b m it t ing  a  Close-Ou t  Rep ort  to  Alp ha  
IRB. A Close-Ou t  Rep ort  m ay b e  sub m it ted  when : 

• All sub jects  have  fin ished  the ir fina l vis its  and  fo llow-up , o r  

• for DHHS-sup p orted  p ro toco ls , when  a ll sub jects  have  fin ished  the ir fina l vis its  and  
fo llow-up  and  a ll d a ta  analys is  a t  the  s ite  b een  com p le ted . 

1 5 .1 2 . REPORTS OR COMPLAINTS FROM EMPLOYEES, STAFF AND SUBJECTS 

Alp ha  IRB encourages  sp on sors , inves t iga tors  and  research  s ta ff to  con tact  u s  with  any feed b ack, 
sugges t ions , o r concerns  re la ted  to  the  p ro tect ion  of h um an  su b jects  o r IRB p roces ses . You  m ay 
con tact  Alp ha  IRB a t  9 4 9 -5 4 2 -3 8 8 2  or em ail a t : in fo@alp hairb .com . 

1 6 . Ad d it io n a l In fo r m a t io n  

St a t e m e n t  o f Co m p lia n ce  

Alp ha  Ind ep end en t  Review Board  (Alp ha  IRB) op era te s  in  com p liance  with  ap p licab le  laws  
and  regu la t ions  includ ing , b u t  no t  lim ited  to , fed era l regu la t ions  a t  4 5  CFR 46  and  2 1  CFR 
5 0  and  5 6 , tha t  p e rta in  to  hum an  sub ject  p ro tect ion , as  well a s  o ther p ert inen t  regu la t ions  
and  gu id e lines , such  as  the  Good  Clin ica l Pract ice  (GCP) Gu id e line  (E6 ) of the  In te rna t ional 
Conference  on  Harm on iz a t ion , as  ap p licab le . Alp ha  IRB is  reg is te red  with  OHRP/ FDA; ou r 
reg is t ra t ion  num b er is  IRB0 0 0 0 6 2 0 5 , o r you  m ay re fe r to  OHRP's  Web  s ite  a t  
h t tp :/ / www.hhs .gov/ oh rp / . Alp ha  IRB is  a lso  fu lly accred ited  b y the  Associa t ion  for the  
Accred ita t ion  of Hu m an  Research  Pro tect ion  Prog ram s  (AAHRPP). 
Alp ha  IRB cons is ts  o f m em b ers  o f the  clin ica l and  scien t ific com m unit ies , n on-scien t is ts , as  
well as  m em b ers  o f the  com m u nity as  req u ired  b y Fed era l regu la t ions  to  as su re  a  fa ir and  
thorough  review p rocess . 
 
Fe d e ra lw id e  As s u ra n ce  (FWA) a n d  Alp h a  IRB 
 
As  an  ind ep end en t  IRB, Alp ha  IRB d oes  no t  have  a  Fed era lwid e  Assu rance  (FWA) num b er. 
Th is  is  g iven  tha t  Alp ha  IRB is  no t  engaged  in  hum an  sub jects  res earch . In s t itu t ions  that  
a re  engaged  in  hum an  sub jects  research  cond ucted  or sup p orted  b y any U.S. fed era l 
d ep artm en t  o r agency are  req u ired  to  have  a  Fed era lwid e  Assu ran ce  from  the  Office  for 
Hu m an  Research  Pro tect ions  (OHRP). 
 
 

http://www.fda.gov/downloads/regulatoryinformation/guidances/ucm126489.pdf
http://www.fda.gov/downloads/regulatoryinformation/guidances/ucm126489.pdf
mailto:info@alphairb.com
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Re s o u rce  Lis t  

• Food  and  Drug  Ad m in is tra t ion  – www.fd a .g ov 
• United  Sta tes  Dep artm en t  o f Health  & Hum an  Services  – www.hhs .gov 
• Clin ica lt ria ls .gov – www.clin ica lt ria ls .g ov  
• The  World  Med ica l Associa t ion  – www.wm a.ne t  
• Fron tie rs  in  Bioscience  – www.b ioscience .org  
• ACRP – www.acrp ne t .o rg  
• CITI Collab ora t ive  In s t itu t ional Tra in ing  In it ia t ive  – www.cit ip rog ram .org  
• Med ica l Device  Link – www.d evice link.com  
• Associa t ion  for the  Accred ita t ion  of Hu m an  Research  Pro tect ion  Prog ram s  - 

www.aah rp p .org     

http://www.fda.gov/
http://www.hhs.gov/
http://www.clinicaltrials.gov/
http://www.wma.net/
http://www.bioscience.org/
http://www.acrpnet.org/
http://www.citiprogram.org/
http://www.devicelink.com/
http://www.aahrpp.org/
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