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Does You r  Project Require Approval From USM's I RB?
Decisio n Tree #1

W ill  yo u, a me mbe r  of yo ur r es e arch te a m  or a collaborator obse rve, in te r a ct w it h, 
or interve n e  w it h  indivi duals to gather info rmatio n  t hat will be u s ed for r esea rch ?
Ex a mpl es: 

-S u rveys ,  que stio nn ai r es, foc us groups ,  in t erviews 
-Ga me s, expe rim ents in ph ysical o r  in ele ct ronic envi ron me nts 
•P h ysic al or biomedica l  pro c e dur e s  - im aging, s c a nnin g, bl oo d  c olle ctio n, 
a nt hropo mo rphic proc e d ur es 
-Die t, nutritio n  s tudie s ,  taste t es ts f--- ----,!'1 "�0, r e s e arch will only u se e xisting data 
·S tud ies examining eff ectiveness of ed ucational tools or curricula 
•Us e  of instr uments o r  d evices, inclu ding phon e s, t o  coll ect data or monitor or inf lu enc e
behavior 
-Pas si ve observation of publ ic beh avior (in ph ys ical or o nlin e  e nvi ronment s, in clud ing 
social media) 
•Studies examining ind ivid u al s' respo nses to m a nipulatio n  of thei r  ph ysica l  o r  online 

environment 

I YES 

, 

Is th e information being collected 'about' 
NO 

in divid
uals? 
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I YES 

The focus of the project is on peop le or the
i

r op
i

nions, pe
r

ceptions, choi
c
es, 

decisions regarding them s elves or how 
metho ds, p

o

li cies, proc edur es , 
organizations etc. affect them or their 

envi ronme n t.  

Is t his a class proje ct ?

INO 

Is the project an or al history, 
ethnograp hic, or jo urnalistic pie c e? 

NO 

Is th is a quality assur ance/qua li t
y 

impro v eme nt/o rg a nizatio nal 
effe ct iveness study (i.e. to assess, 

improve, o r  develop progr ams or 
s ervi ces for an or ga nization)? 

NO 

Is this a pilot study? 

NO 
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YES 

W ill outcome s 

be 
gene r a

liz
e
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>-N O for other 
organiz a ti ons, 

programs or 
services? 

YES 

Y E S

The focu s  o f  t h e  proje ct is onl y  o n
products ,  m et hod s, po l icie s, 

pro c edur e s, o rga nizatio ns: e.g., 
intervi ewing trans po rtation sta ff  and officials about parking or transportatio n

policies and procedur es. 

Not human subjects research. No 

a ppr ova l  fro m  USM IRB is nee d ed. 

Y ES 
I 

Is th e  sole inten t  of the project to meet  
cour se r equ ire men ts, w ith n o  in ten tio n

t o  u s e  t he r e sult s  f or s om eth ing 
other t ha n  t h e  co ur s e  assi gn me nt ?  

D o es t he proje ct in vo lv e  s t o ries that will 
o r  may draw broad co nclu sio ns abo ut 

the popu latio n ,  cultu res, n o r
m

s or 
pra ctic es; e v e n  i f  no r esearc h  

hypot hesis is being tested or validated? 
I 

NO 

Published m at erials w il l  be limited to 
on ly docume nting or reporting on 

e v e nts, situations, pol ic ies ,  ins titutio ns 
or syste ms w it hout the inte nt to for m

h ypo theses, draw c on clusio ns ,  or 
genera liz e  findings. 

Not human subjects re s earch. No 
appr ov al from USM IRB is neede d. 

Out co mes will r emain s peci fic t o  t he 
org anization, progra ms or se rvices ,  

although o ther o rg anizatio ns may us e
t he r e sult s f or t h eir own progr am s. 

Resul ts of th is type o f  pilot w ill not 
c o ntribute to gene ra liz a ble kn owl edge. I
n

v

e s
tigators 

shoul d  still take car e  wit h
pa rticipa nts (e.g. ,  in form ed c onsent, 

data s ecurity). N OT E: Co n s ult with the 
IRB if you r  pilot will involv

e 

vulne rab le populations or mo r e  tha nminim al risk r e s e arch 

(i rbhelp@usm.edu). 

Y E S

Is the purpo se o f  the pi lot t o  s erve a s  a s
m

all s
c

ale (< 1 0) f e
as

ib
ility st udy, with 

n o  int en t  to u s e  t h e  find ings a s
resear ch data ?  

NO 

You
r project is c o

n sid

er ed huma n  subjects r e s ea rch ac co rding to 
federal regul

ations. 
A ppr oval fr om USM IRB is r equir ed befo r e  t h e  st udy ca n  begin. 

Qu est io ns? Websi te: tinyurl.c om /US Mirb or Emai l: irb help@u sm.ed u. 

S ou rc e: 
T h is decision tr ee was adapted with approval from Co rnell University's Research O ffice 
(https://r esearc h services.cornell. edu/co mpli an c e/hu m a n-r esear c h) in a ccordance w ith fe der al r egu latio ns 
(https: / / www.hh s.gov/ohrp/regulations-and-poli cy/regulations/45-cfr-46/revised-co mmon-rule-r egulatory-text/in d ex.html). 

* *If yo u  dete rmin e  that yo ur st udy do e s  not r equir e  IRB ap pro va l  and w ou ld like a n
official R ev

i

ew N
o

t R
equ

i

r e
d l

e
tt

er, p
l

e
as

e e
m

a
il S

a
mue

l.B

r
u t

o n
@

us m.e
du. 

Refer t o  USM IRB 
Decisio n  Tre e  # 2  on 

Existing /Seco nd ary 
Data. 

The project may 
lead to us e  o f  the 
r esul ts outsi de o f  

t he co ur s e  (e.g., for 
a publicatio n, 
pr esentatio n, 

t he sis ,  or 
dissertati on). 

YE S

La st Revised:
6/1/22 

https://researchservices.cornell.edu/compliance/human-research)
https://www.usm.edu/research-integrity/institutional-review-board.php
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