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a
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l R
u
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ce R
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r S
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g
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H
u

m
a
n

 S
u

b
jects

!

W
h

en
 stu

d
en

ts co
n

d
u

ct research
 w

ith
 h

u
m

an
 su

b
jects, th

e

rig
h

ts an
d

 w
elfare o

f th
o

se p
articip

atin
g

 in
 th

e stu
d

y
 m

u
st b

e

p
ro

tected
.  T

h
ere are fed

eral reg
u

latio
n

s p
ro

tectin
g

 h
u

m
an

su
b

jects th
at req

u
ire th

e p
rio

r rev
iew

 o
f h

u
m

an
 su

b
jects

research
 b

y
 an

 In
stitu

tio
n

al R
ev

iew
 B

o
ard

 an
d

, in
 m

o
st cases,

th
e in

fo
rm

ed
 co

n
sen

t o
f research

 su
b

jects.  T
h

e fo
llo

w
in

g
 ru

les

w
ere d

ev
elo

p
ed

 to
 h

elp
 stu

d
en

t research
ers ad

h
ere to

 th
e

F
ed

eral reg
u

latio
n

s an
d

 to
, th

erefo
re, p

ro
tect th

e rig
h

ts an
d

w
elfare o

f b
o

th
 th

e research
 su

b
jects an

d
 th

e stu
d

en
t

research
er.

1)
A

ll research
 p

ro
jects in

v
o

lv
in

g
 h

u
m

an
 su

b
jects, in

clu
d

in
g

an
y

 rev
isio

n
s, m

u
st b

e rev
iew

ed
 an

d
 ap

p
ro

v
ed

 b
y

 an

In
stitu

tio
n

a
l R

ev
iew

 B
o
a
rd

 (IR
B

) b
efo

re th
e research

b
eg

in
s.

2)
T

h
e u

se o
f h

u
m

an
 su

b
jects in

 scien
ce p

ro
jects is allo

w
ab

le

u
n

d
er th

e co
n

d
itio

n
s an

d
 ru

les in
 th

e fo
llo

w
in

g
 sectio

n
s.

B
ased

 u
p

o
n

 th
e C

o
d

e o
f F

ed
eral R

eg
u

latio
n

s (4
5

 C
F

R
 4

6
),

th
e d

efin
itio

n
 o

f a h
u

m
a

n
 su

b
ject is a liv

in
g

 in
d

iv
id

u
al

ab
o

u
t w

h
o

m
 a in

v
estig

ato
r co

n
d

u
ctin

g
 research

 o
b

tain
s (1

)

d
ata o

r sam
p

les th
ro

u
g

h
 in

terv
en

tio
n

 o
r in

teractio
n

 w
ith

in
d
iv

id
u
al(s), o

r (2
) id

en
tifiab

le p
riv

ate in
fo

rm
atio

n
.

A
) E

x
am

p
les o

f stu
d

ies th
at are co

n
sid

ered
 “h

u
m

an

su
b

jects research
” an

d
 req

u
ire IR

B
 ap

p
ro

v
al in

clu
d

e:

•
S

u
b

jects p
articip

atin
g

 in
 p

h
y

sical activ
ities (e.g

.,

p
h

y
sical ex

ertio
n

, in
g

estio
n

 o
f an

y
 su

b
stan

ce, an
y

m
ed

ical p
ro

ced
u
re)

•
P

sy
ch

o
lo

g
ical, ed

u
catio

n
al an

d
 o

p
in

io
n

 stu
d

ies (e.g
.,

su
rv

ey
s, q

u
estio

n
n

aires, tests)

•
S

tu
d

ies in
 w

h
ich

 th
e research

er is th
e su

b
ject o

f th
e

research

•
B

eh
av

io
ral o

b
serv

atio
n

s

o
th

at in
v

o
lv

e an
y

 in
teractio

n
 w

ith
 th

e o
b

serv
ed

in
d

iv
id

u
al(s) o

r w
h

ere th
e research

er h
as m

o
d

ified

th
e en

v
iro

n
m

en
t (e.g

., p
o

st a sig
n

, p
lace an

o
b
ject).

o
th

at o
ccu

r in
 a n

o
n

 p
u

b
lic o

r restricted
 access

settin
g

s (e.g
., d

ay
 care settin

g
, d

o
cto

r’s o
ffice)

o
th

at in
v

o
lv

e th
e reco

rd
in

g
 o

f p
erso

n
ally

id
en

tifiab
le in

fo
rm

atio
n

•
D

ata/reco
rd

 rev
iew

 p
ro

jects th
at in

clu
d

e id
en

tifiab
le

d
ata (see #

3
)

B
)  E

x
am

p
les o

f p
ro

jects th
at are N

O
T

 co
n

sid
ered

 h
u

m
an

su
b

jects research
 an

d
 d

o
 n

o
t req

u
ire IR

B
 p

re-ap
p

ro
v

al

in
clu

d
e:

•
P

ro
d

u
ct testin

g
 o

f a stu
d

en
t in

v
en

tio
n

 th
at d

o
es n

o
t

p
o

se a h
ealth

 h
azard

, p
erso

n
al d

ata is n
o

t co
llected

an
d

 feed
b

ack
 receiv

ed
 is a d

irect referen
ce to

 th
e

p
ro

d
u

ct.  It is reco
m

m
en

d
ed

 th
at R

isk
 A

ssessm
en

t

F
o
rm

 (3
) b

e co
m

p
leted

.

•
D

ata/reco
rd

 rev
iew

 stu
d

ies (e.g
., b

aseb
all statistics,

crim
e statistics) in

 w
h

ich
 th

e d
ata are tak

en
 fro

m
 p

re-

ex
istin

g
 d

ata sets th
at are p

u
b

licly
 av

ailab
le o

r

p
u

b
lish

ed
 (see #

3
-c)

R
u

le
s

•
B

eh
av

io
ral o

b
serv

atio
n

s o
f u

n
restricted

, p
u

b
lic settin

g
s

(e.g
., sh

o
p

p
in

g
 m

all, p
u

b
lic p

ark
) in

 w
h

ich
 a

ll
o

f th
e

fo
llo

w
in

g
 ap

p
ly

:

o
T

h
e research

er h
as n

o
 in

teractio
n

 w
ith

 th
e

in
d

iv
id

u
als b

ein
g

 o
b

serv
ed

,

o
T

h
e research

er d
o

es n
o

t m
an

ip
u

late th
e

en
v

iro
n

m
en

t in
 an

y
 w

ay
 a

n
d

o
T

h
e research

er d
o

es n
o

t reco
rd

 an
y

 p
erso

n
ally

id
en

tifiab
le d

ata.

3)
P

ro
jects in

v
o

lv
in

g
 p

re-ex
istin

g
 d

ata sets o
r d

ata o
b

tain
ed

th
ro

u
g

h
 reco

rd
 rev

iew
 fall in

to
 o

n
e o

f th
ree categ

o
ries (a, b

,

an
d

 c b
elo

w
) an

d
 m

u
st ad

h
ere to

 th
e reg

u
latio

n
s d

etailed

b
elo

w
. P

re-ex
istin

g
 d

ata set/rev
iew

 p
ro

jects are p
ro

jects th
at

d
o

 n
o

t in
v

o
lv

e an
y

 in
teractio

n
 w

ith
 h

u
m

an
 su

b
jects o

r th
e

co
llectio

n
 o

f an
y

 d
ata fro

m
 a h

u
m

an
 su

b
ject fo

r th
e p

u
rp

o
se

o
f th

e stu
d

en
t’s research

 p
ro

ject.  T
h

ese p
ro

jects m
ay

in
v

o
lv

e th
e stu

d
en

t an
aly

zin
g

 d
ata g

iv
en

 to
 th

e stu
d

en
t

research
er in

 p
ap

er o
r electro

n
ic fo

rm
.

a)
P

ro
jects in

 w
h

ich
 th

e d
ata are n

o
t d

e-id
en

tified
/

a
n

o
n

y
m

o
u

s (e.g
., d

ata set th
at in

clu
d

es p
atien

t n
am

e,

b
irth

 d
ate, p

h
o

n
e n

u
m

b
er o

r o
th

er id
en

tify
in

g
 v

ariab
les;

stu
d

en
t g

ath
ers d

ata fro
m

 p
atien

t files th
at in

clu
d

e

id
en

tifiers) are co
n

sid
ered

 h
u

m
an

 su
b

jects p
ro

jects.

T
h

ese p
ro

jects req
u

ire p
rio

r IR
B

 rev
iew

 an
d

 p
re-

ap
p

ro
v

al an
d

 m
ay

 req
u

ire in
fo

rm
ed

 co
n

sen
t.  S

tu
d

en
t

research
ers an

d
 ad

u
lt m

en
to

rs (D
esig

n
ated

 S
u

p
erv

iso
r

o
r Q

u
alified

 S
cien

tist) sh
o

u
ld

 b
e fam

iliar w
ith

 an
d

 in

co
m

p
lian

ce w
ith

 all p
riv

acy
 an

d
 H

IP
A

A
 law

s.

b
)

P
ro

jects in
 w

h
ich

 th
e stu

d
en

t receiv
es th

e d
ata in

 a d
e
-

id
en

tified
/a

n
o
n

y
m

o
u

s
fo

rm
at w

ill n
o
t req

u
ire IR

B
 p

re-

ap
p

ro
v

al, b
u

t m
u

st co
m

p
ly

 w
ith

 B
O

T
H

 co
n

d
itio

n
s

b
elo

w
:

i)
T

h
e p

ro
fessio

n
al p

ro
v

id
in

g
 th

e d
ata m

u
st certify

 in

w
ritin

g
 th

at th
e d

ata h
av

e b
een

 ap
p

ro
p

riately
 d

e-

id
en

tified
 an

d
 are in

 co
m

p
lian

ce w
ith

 all p
riv

acy
 an

d

H
IP

A
A

 law
s.

ii)
D

u
rin

g
 th

e fin
al S

R
C

 rev
iew

 an
d

 ap
p

ro
v

al p
ro

cess,

th
e S

R
C

 m
u

st en
su

re th
at th

e d
ata w

ere ap
p

ro
p

riately

d
e-id

en
tified

 b
y

 rev
iew

 o
f th

e w
ritten

 d
o

cu
m

en
tatio

n

p
ro

v
id

ed
 b

y
 th

e su
p

erv
isin

g
 p

ro
fessio

n
al.

c)
P

ro
jects in

 w
h

ich
 th

e reco
rd

s/d
ata are p

u
b

licly
 a

v
a

ila
b

le

(p
rin

t, electro
n

ic o
r in

tern
et) d

o
 n

o
t req

u
ire IR

B
 rev

iew

o
r ap

p
ro

v
al.  E

x
am

p
les o

f su
ch

 p
ro

jects in
clu

d
e

ex
am

in
atio

n
 o

f sp
o

rts team
s o

r in
d

iv
id

u
al ath

lete

statistics o
r crim

e statistics.

4)
W

h
en

 d
ev

elo
p

in
g

 th
e R

esearch
 P

lan
, stu

d
en

t research
ers

m
u

st ev
alu

ate an
d

 m
in

im
ize th

e p
h

y
sical an

d
/o

r

p
sy

ch
o

lo
g

ical risk
s to

 th
eir h

u
m

an
 su

b
jects.

5)
T

h
e d

o
cu

m
en

tatio
n

 o
f w

ritten
 In

fo
rm

ed
 C

o
n

sen
t is req

u
ired

fo
r m

o
st p

ro
jects.

C
h

ild
ren

/M
in

o
rs p

a
rticip

a
tin

g
 in

 m
o
st

resea
rch

 w
ill req

u
ire sp

ecia
l co

n
sen

t p
ro

ced
u

res

in
clu

d
in

g
 a

ssen
t o

f th
e ch

ild
/m

in
o
r a

n
d

 co
n

sen
t o

f th
e

p
a

ren
t/g

u
a

rd
ia

n
.  C

h
ild

ren
/M

in
o

rs are p
erso

n
s w

h
o

 h
av

e

n
o

t attain
ed

 th
e leg

al ag
e fo

r co
n

sen
t; in

 m
o

st ju
risd

ictio
n

s

th
e leg

al ag
e is 1

8
 an

d
 in

 so
m

e ju
risd

ictio
n

s th
is m

ay
 in

clu
d

e

all stu
d

en
ts still in

 seco
n

d
ary

 sch
o

o
l.

P
a

g
e 1

4
          In

tern
a

tio
n

a
l R

u
les fo

r P
reco

lleg
e S

cien
ce R

esea
rch

:  G
u

id
elin

es fo
r S

cien
ce a

n
d

 E
n

g
in

eerin
g

 F
a

irs / 2
0

0
8

-2
0

0
9

R
isk

 A
sse

ssm
e
n

t

O
n

ce a stu
d

y
 p

o
p

u
latio

n
 is ch

o
sen

, th
e stu

d
en

t research
er

m
u

st co
n

sid
er an

y
 p

o
ten

tial p
h

y
sical an

d
/o

r p
sy

ch
o

lo
g

ical

risk
s w

h
en

 d
ev

elo
p

in
g

 th
e research

 p
lan

.  In
 ev

alu
atin

g
 risk

,

stu
d

en
ts an

d
 IR

B
s m

u
st u

se th
e fo

llo
w

in
g

 fed
eral d

efin
itio

n

o
f m

in
im

al risk
 as a g

u
id

e: N
o

 m
o

re th
a

n
 m

in
im

a
l risk

 ex
ists

w
h

en
 th

e p
ro

b
a
b

ility
 a

n
d

 m
a
g
n

itu
d

e o
f h

a
rm

 o
r d

isco
m

fo
rt

a
n

ticip
a
ted

 in
 th

e resea
rch

 a
re n

o
t g

rea
ter (in

 a
n

d
 o

f

th
em

selv
es) th

a
n

 th
o
se o

rd
in

a
rily

 en
co

u
n

tered
 in

 D
A

IL
Y

L
IF

E
 o

r d
u

rin
g
 p

erfo
rm

a
n

ce o
f ro

u
tin

e p
h

y
sica

l o
r

p
sy

ch
o
lo

g
ica

l ex
a
m

in
a
tio

n
s o

r tests.

R
isk

 G
ro

u
p

s:
  T

h
e fo

llo
w

in
g

 risk
 g

ro
u

p
s req

u
ire

ad
d

itio
n

al safeg
u

ard
s b

ecau
se th

ey
 h

av
e b

een
 ju

d
g

ed
 as

v
u

ln
erab

le to
 co

ercio
n

 o
r u

n
d

u
e in

flu
en

ce:

1)
A

n
y

 m
em

b
er o

f a g
ro

u
p

 th
at is n

atu
rally

 at-risk
 (e.g

.,

p
reg

n
an

t w
o

m
en

, m
en

tally
 d

isab
led

 p
erso

n
s,

eco
n

o
m

ically
 o

r ed
u

catio
n

ally
 d

isad
v

an
tag

ed
 p

erso
n

s,

in
d

iv
id

u
als w

ith
 d

iseases su
ch

 as can
cer, asth

m
a,

d
iab

etes, card
iac d

iso
rd

ers, p
sy

ch
iatric d

iso
rd

ers,

d
y
slex

ia, A
ID

S
, etc.)

 2
)

S
p

ecial v
u

ln
erab

le g
ro

u
p

s th
at are co

v
ered

 b
y

 fed
eral

reg
u

latio
n

s (e.g
. ch

ild
ren

/m
in

o
rs, p

riso
n

ers, p
reg

n
an

t

w
o
m

en
).

R
isk

 A
ctiv

ities: T
h

e fo
llo

w
in

g
 are ex

am
p

les o
f activ

ities

th
at co

n
tain

 m
o

r
e
 th

a
n

 m
in

im
a

l r
isk

:

1
) P

h
y

sic
a

l

a.
E

x
e
rc

ise o
th

er th
an

 o
rd

in
arily

 en
co

u
n

tered
 in

 D
A

IL
Y

L
IF

E
 b

y
 th

at su
b

ject.

b
.

In
g
estio

n
, ta

stin
g
, sm

ellin
g
, a

p
p

lica
tio

n
 o

f a

su
b

sta
n

c
e

o
r ex

p
o

su
re to

 an
y

 p
o

ten
tially

 h
azard

o
u

s

m
aterials.

2
)

 P
sy

c
h

o
lo

g
ic

a
l

a.
A

n
y

 activ
ity

 (e.g
. su

rv
ey, q

u
estio

n
n

aire, v
iew

in
g

 o
f

stim
u

li) o
r ex

p
erim

en
tal co

n
d

itio
n

 th
at co

u
ld

 p
o

ten
tially

resu
lt in

 e
m

o
tio

n
a

l str
e
ss.  F

o
r ex

am
p

le, an
sw

erin
g

6)
R

esearch
 co

n
d

u
cted

 b
y

 a p
re-co

lleg
e stu

d
en

t at fed
erally

reg
u

lated
 research

 in
stitu

tio
n

s (e.g
., u

n
iv

ersities, m
ed

ical

cen
ters, N

IH
, co

rrectio
n

al in
stitu

tio
n

s, etc.) m
u

st b
e

rev
iew

ed
 an

d
 ap

p
ro

v
ed

 b
y

 th
at in

stitu
tio

n
’s IR

B
.  A

 co
p

y
 o

f

th
e IR

B
 ap

p
ro

v
al fo

r th
e en

tire p
ro

ject (w
h

ich
 m

u
st in

clu
d

e

th
e research

 p
ro

ced
u

res/m
easu

res th
e stu

d
en

t is u
sin

g
) o

r

an
 o

fficial letter fro
m

 th
e IR

B
 attestin

g
 to

 th
is ap

p
ro

v
al is

req
u

ired
.  A

 letter fro
m

 th
e m

en
to

r is n
o

t su
fficien

t

d
o

cu
m

en
tatio

n
 o

f IR
B

 rev
iew

 an
d

 ap
p

ro
v

al.

7)
A

 stu
d

en
t m

ay
 o

b
serv

e an
d

 co
llect d

ata fo
r an

aly
sis o

f

m
ed

ical p
ro

ced
u

res an
d

 m
ed

icatio
n

 ad
m

in
istratio

n
 o

n
ly

u
n

d
er th

e d
irect su

p
erv

isio
n

 o
f a q

u
alified

 p
ro

fessio
n

al.

T
h

e q
u

alified
 p

ro
fessio

n
al m

u
st b

e n
am

ed
 in

 th
e research

p
ro

to
co

l to
 b

e sp
ecifically

 ap
p

ro
v

ed
 b

y
 th

e IR
B

.  S
tu

d
en

ts

are p
ro

h
ib

ited
 fro

m
 ad

m
in

isterin
g

 m
ed

icatio
n

s an
d

 p
erfo

rm
-

in
g

 in
v

asiv
e m

ed
ical p

ro
ced

u
res o

n
 h

u
m

an
 su

b
jects. T

h
e

IR
B

 m
u

st co
n

firm
 th

at th
e stu

d
en

t is n
o

t v
io

latin
g

 th
e

m
ed

ical p
ractice act o

f th
e p

articu
lar state o

r n
atio

n
 in

 w
h

ich

h
e/sh

e is co
n

d
u

ctin
g

 th
e research

.

8)
S

tu
d

en
t research

ers m
ay

 N
O

T
 p

u
b

lish
 o

r d
isp

lay

in
fo

rm
atio

n
 in

 a rep
o

rt th
at id

en
tifies th

e h
u

m
an

 su
b

jects

d
irectly

 o
r th

ro
u

g
h

 id
en

tifiers lin
k

ed
 to

 th
e su

b
jects,

(in
clu

d
in

g
 p

h
o

to
g

rap
h

s), w
ith

o
u

t w
ritten

 co
n

sen
t.  (P

u
b

lic

H
ealth

 S
erv

ice A
ct, 4

2
, U

S
C

 2
4
1
 (d

)).

9)
A

ll stan
d

ard
ized

 tests th
at are n

o
t in

 th
e p

u
b

lic d
o

m
ain

m
u

st b
e ad

m
in

istered
, sco

red
 an

d
 in

terp
reted

 b
y

 a Q
u

alified

S
cien

tist as req
u

ired
 b

y
 th

e in
stru

m
en

t p
u

b
lish

er.  A
n

y
 an

d

all u
se an

d
 d

istrib
u

tio
n

 o
f th

e test m
u

st b
e in

 acco
rd

an
ce

w
ith

 th
e p

u
b

lish
er’s req

u
irem

en
ts in

clu
d

in
g

 p
ro

cu
rem

en
t o

f

leg
al co

p
ies o

f th
e in

stru
m

en
t.

10)
S

tu
d

ies th
at co

llect d
ata v

ia u
se o

f th
e in

tern
et (e.g

., em
ail,

w
eb

 b
ased

 su
rv

ey
s) req

u
ire sp

ecial co
n

sid
eratio

n
 fro

m
 th

e

IR
B

 w
h

ich
 sh

o
u

ld
 h

av
e at least o

n
e m

em
b

er w
ith

p
ro

fessio
n

al ex
p

ertise in
 co

n
d

u
ctin

g
 h

u
m

an
 su

b
jects

research
.  T

h
e u

se o
f th

e in
tern

et an
d

 em
ail fo

r d
ata

co
llectio

n
 w

ill p
o

se ch
allen

g
es in

 a) co
llectin

g
 an

o
n

y
m

o
u

s

d
ata, b

) o
b

tain
in

g
 in

fo
rm

ed
 co

n
sen

t an
d

 c) en
su

rin
g

 th
at

p
articip

an
ts are o

f th
e ap

p
ro

p
riate ag

e to
 g

iv
e in

fo
rm

ed

co
n

sen
t.  T

h
e research

 p
lan

 an
d

 F
o

rm
 4

 m
u

st ex
p

licitly

ad
d

ress h
o

w
 th

ese ch
allen

g
es w

ere ev
alu

ated
 an

d

a
d

d
re

sse
d

.

It is p
erm

issib
le to

 d
ev

elo
p

 a p
ro

cess o
f o

b
tain

in
g

 in
fo

rm
ed

co
n

sen
t th

at is co
n

d
u

civ
e to

 in
tern

et research
.  R

esearch
ers

w
ill w

an
t to

 p
ro

v
id

e in
fo

rm
atio

n
 to

 p
o

ten
tial p

articip
an

ts

ab
o

u
t th

e p
u

rp
o

se o
f th

e stu
d

y
 an

d
 n

atu
re o

f th
eir

p
articip

atio
n

, p
o

ten
tial risk

s, th
e v

o
lu

n
tary

 n
atu

re o
f th

e

stu
d

y
 an

d
 th

e p
articip

an
t’s rig

h
t to

 w
ith

d
raw

al fro
m

 th
e

stu
d

y
 at an

y
 tim

e.  A
 sam

p
le in

fo
rm

ed
 co

n
sen

t statem
en

t fo
r

ad
u

lt p
articip

an
ts is av

ailab
le o

n
 th

e w
eb

 at

w
w

w
.so

ciety
fo

rscien
ce.o

rg
/isef/d

o
cu

m
en

t/in
d

ex
.asp

.

R
ecru

itin
g

 an
d

 u
tilizin

g
 p

articip
an

ts w
h

o
 are u

n
d

er th
e ag

e

o
f 1

8
 fo

r a research
 stu

d
y

 co
n

d
u

cted
 o

n
 th

e in
tern

et is

p
erm

issib
le u

n
d

er th
e tw

o
 fo

llo
w

in
g

 co
n

d
itio

n
s.

a.
If th

e IR
B

 h
as d

eterm
in

ed
 th

at in
fo

rm
ed

 co
n

sen
t is

req
u

ired
, th

e p
aren

t/leg
al g

u
ard

ian
 m

u
st g

iv
e co

n
sen

t

th
ro

u
g

h
 a trad

itio
n

al F
o

rm
 4

 an
d

 in
fo

rm
ed

 co
n

sen
t

p
ro

ced
u

res.  In
 th

is situ
atio

n
, p

aren
ts/g

u
ard

ian
s rev

iew

an
d

 sig
n

 a F
o

rm
 4

 b
efo

re th
e m

in
o

r p
articip

an
t

co
m

p
letes th

e o
n

lin
e o

r em
ail su

rv
ey.

b
.

If th
e IR

B
 d

eterm
in

es th
at in

fo
rm

ed
 (p

aren
tal) co

n
sen

t

is n
o

t n
ecessary

 fo
r a stu

d
y

 th
at p

o
ses v

ery
 m

in
im

al

risk
, th

e stu
d

en
t research

er can
 u

se an
 assen

t

p
ro

ced
u

re sim
ilar to

 th
e sam

p
le co

n
sen

t fo
rm

 av
ailab

le

o
n

 th
e w

eb
.  T

h
e research

er sh
o

u
ld

 p
ro

v
id

e

in
fo

rm
atio

n
 to

 p
o

ten
tial p

articip
an

ts d
escrib

in
g

 th
e

n
atu

re o
f th

e stu
d

y
 an

d
 w

h
at th

e p
articip

an
t w

ill b
e

ask
ed

 to
 d

o
, in

fo
rm

in
g

 th
e p

articip
an

t o
f h

is/h
er rig

h
t

to
 w

ith
d

raw
al at an

y
 tim

e an
d

 in
d

icatin
g

 th
at b

y

ty
p

in
g

 I A
G

R
E

E
 o

r ch
eck

in
g

 a b
o

x
 o

n
 th

e su
rv

ey
 an

d

co
m

p
letin

g
 th

e su
rv

ey, h
e/sh

e h
as ag

reed
 to

p
articip

ate in
 th

e stu
d

y.

 1
1
)  A

fter in
itial IR

B
/S

R
C

 ap
p
ro

v
al, a stu

d
en

t w
ith

 an
y

p
ro

p
o

sed
 ch

an
g

es in
 th

e S
tu

d
en

t C
h

eck
list (1

A
) an

d

R
esea

rch
 P

la
n

 o
f th

e p
ro

ject m
u

st rep
eat th

e ap
p

ro
v

al

p
ro

cess b
efo

re lab
o

rato
ry

 ex
p

erim
en

tatio
n

/d
ata

co
llectio

n
 resu

m
es.



In
tern

a
tio

n
a

l R
u

les fo
r P

reco
lleg

e S
cien

ce R
esea

rch
:  G

u
id

elin
es fo

r S
cien

ce a
n

d
 E

n
g

in
eerin

g
 F

a
irs / 2

0
0

8
-2

0
0

9
        P

a
g

e 1
5

In
fo

rm
ed

 C
o
n

sen
t

T
h

e p
ro

cess o
f o

b
tain

in
g

 in
fo

rm
ed

 co
n

sen
t p

ro
v

id
es

in
fo

rm
atio

n
 to

 th
e su

b
ject (an

d
 w

h
ere ap

p
licab

le, p
aren

ts o
r

g
u

ard
ian

s) ab
o

u
t th

e risk
s an

d
 b

en
efits asso

ciated
 w

ith

p
articip

atio
n

 in
 th

e research
 stu

d
y

 an
d

 allo
w

s th
e su

b
ject (an

d

w
h

ere ap
p

licab
le, p

aren
ts o

r g
u

ard
ian

s) to
 m

ak
e an

 ed
u

cated

d
ecisio

n
 ab

o
u

t w
h

eth
er o

r n
o

t to
 p

articip
ate.  In

fo
rm

ed
 co

n
sen

t

is an
 o

n
-g

o
in

g
 p

ro
cess, n

o
t a sin

g
le ev

en
t th

at en
d

s w
ith

 a

sig
n

atu
re o

n
 a p

ag
e.  It m

u
st in

co
rp

o
rate p

ro
ced

u
res th

at d
o

n
o

t in
v

o
lv

e co
ercio

n
 o

r d
ecep

tio
n

.

S
ectio

n
 A

.  In
fo

rm
ed

 C
o
n

sen
t R

eq
u

ired

D
o

cu
m

en
tatio

n
 o

f in
fo

rm
ed

 co
n

sen
t is req

u
ired

 fo
r th

e

fo
llo

w
in

g
 as lo

n
g

 as th
e stu

d
y

 d
o

es n
o

t m
eet an

y
 o

f th
e criteria

fo
r a w

aiv
er as d

escrib
ed

 in
 S

ectio
n

 B
.:

1)
W

h
en

 th
e IR

B
 d

eterm
in

es th
at a research

 stu
d

y
 in

v
o

lv
es

p
h

y
sical o

r p
sy

ch
o

lo
g

ical activ
ities w

ith
 m

o
re th

an

m
in

im
al risk

.

2)
W

h
en

 th
e IR

B
 d

eterm
in

es th
at th

e p
ro

ject co
u

ld

p
o

ten
tia

lly resu
lt in

 em
o

tio
n

al stress to
 a research

su
b

ject.

3)
W

h
en

 th
e IR

B
 d

eterm
in

es th
at th

e research
 su

b
jects

b
elo

n
g

 to
 a risk

 g
ro

u
p

 an
d

 th
e stu

d
y

 d
o

es n
o

t m
eet an

y

o
f th

e criteria b
elo

w
 fo

r a w
aiv

er.

S
ectio

n
 B

.  In
fo

rm
ed

 C
o

n
sen

t M
a

y
 B

e W
a

iv
ed

T
h

e IR
B

 m
ay

 w
aiv

e th
e req

u
irem

en
t fo

r d
o

cu
m

en
tatio

n
 o

f

w
ritten

 in
fo

rm
ed

 co
n

sen
t if th

e research
 in

v
o

lv
es o

n
ly

m
in

im
a

l risk
 a

n
d

 a
n

o
n

y
m

o
u

s d
a
ta

 co
llectio

n
 a

n
d

if it is o
n

e

o
f th

e fo
llo

w
in

g
:

a)
R

esearch
 in

v
o

lv
in

g
 n

o
rm

al ed
u

catio
n

al p
ractices

b
)

R
esearch

 o
n

 in
d

iv
id

u
al o

r g
ro

u
p

 b
eh

av
io

r o
r

ch
aracteristics o

f in
d

iv
id

u
als w

h
ere th

e research
er d

o
es

n
o

t m
an

ip
u

late th
e su

b
jects’ b

eh
av

io
r an

d
 th

e stu
d

y

d
o

es n
o

t in
v

o
lv

e m
o

re th
an

 m
in

im
al risk

.

c)
S

u
rv

ey
s an

d
 q

u
estio

n
n

aires th
at are d

eterm
in

ed
 b

y
 th

e

IR
B

 to
 in

v
o

lv
e p

ercep
tio

n
, co

g
n

itio
n

, o
r g

am
e th

eo
ry

an
d

 d
o

 N
O

T
 in

v
o

lv
e g

ath
erin

g
 p

erso
n

al in
fo

rm
atio

n
,

in
v

asio
n

 o
f p

riv
acy

 o
r p

o
ten

tial fo
r em

o
tio

n
al d

istress.  If

th
ere is an

y
 u

n
certain

ty
 reg

ard
in

g
 th

e ap
p

ro
p

riaten
ess

o
f w

aiv
in

g
 in

fo
rm

ed
 co

n
sen

t, it is stro
n

g
ly

 reco
m

m
en

d
ed

th
at in

fo
rm

ed
 co

n
sen

t b
e o

b
tain

ed
.

d
)

S
tu

d
ies in

v
o

lv
in

g
 p

h
y

sical activ
ity

 w
h

ere th
e IR

B

d
eterm

in
es th

at n
o

 m
o

re th
an

 m
in

im
al risk

 ex
ists an

d

w
h

ere th
e p

ro
b

ab
ility

 an
d

 m
ag

n
itu

d
e o

f h
arm

 o
r

d
isco

m
fo

rt an
ticip

ated
 in

 th
e research

 are n
o

t g
reater

th
an

 th
o

se o
rd

in
arily

 en
co

u
n

tered
 in

 D
A

IL
Y

 L
IF

E
 o

r

d
u

rin
g

 p
erfo

rm
an

ce o
f ro

u
tin

e p
h

y
sical activ

ities.

If th
e d

o
cu

m
en

tatio
n

 o
f in

fo
rm

ed
 co

n
sen

t is n
o

t req
u

ired
 o

r

o
b

tain
ed

, all su
b

jects m
u

st still g
iv

e th
eir co

n
sen

t/assen
t to

p
articip

ate in
 th

e stu
d

y. R
esearch

 su
b

jects u
n

d
er 1

8
 y

ears o
f

ag
e o

r o
th

er in
d

iv
id

u
als n

o
t ab

le to
 g

iv
e co

n
sen

t (e.g
. m

en
tally

d
isab

led
) g

iv
e th

eir assen
t, w

h
ereas ad

u
lts g

iv
e th

eir co
n

sen
t.

T
h

e research
er m

u
st in

fo
rm

 p
o

ten
tial su

b
jects ab

o
u

t th
e

p
u

rp
o

se o
f th

e stu
d

y
 an

d
 w

h
at th

ey
 w

ill b
e ask

ed
 to

 d
o

. T
h

e

p
o

ten
tial su

b
jects m

u
st also

 b
e in

fo
rm

ed
 th

at th
eir

p
articip

atio
n

 is v
o

lu
n

tary
 an

d
 th

at th
ey

 m
ay

 w
ith

d
raw

 fro
m

 th
e

stu
d

y
 at an

y
 tim

e. T
h

is in
fo

rm
atio

n
 an

d
 th

e co
n

sen
t/assen

t

can
 b

e eith
er v

erb
al o

r w
ritten

. T
h

e p
ro

ced
u

re fo
r o

b
tain

in
g

co
n

sen
t/assen

t sh
o

u
ld

 b
e in

clu
d

ed
 in

 th
e research

 p
lan

.

If a
 r

e
se

a
r
c
h

 su
b

je
c
t is u

n
d

e
r
 1

8
 y

e
a

r
s o

f a
g

e
, it is

reco
m

m
en

d
ed

 th
a
t in

fo
rm

ed
 co

n
sen

t b
e o

b
ta

in
ed

.
B

o
th

 th
e

p
aren

t/leg
al g

u
ard

ian
 an

d
 th

e sch
o

o
l ag

e research
 su

b
ject

m
u
st sig

n
 H

u
m

a
n

 S
u

b
jects F

o
rm

 (4
).  H

o
w

ev
er, an

 IR
B

 m
ay

d
ecid

e th
at in

fo
rm

ed
 co

n
sen

t is n
o

t req
u

ired
 b

ecau
se o

f th
e

allo
w

ab
le ex

cep
tio

n
s listed

 ab
o
v
e.

W
h

en
 th

e IR
B

 w
a
iv

es

in
fo

rm
ed

 co
n

sen
t o

f resea
rch

 su
b

jects u
n

d
er th

e a
g
e o

f 1
8

fo
r stu

d
ies in

v
o
lv

in
g
 su

rv
ey

s o
r q

u
estio

n
n

a
ires, ju

stifica
tio

n

o
f th

is w
a
iv

er m
u

st b
e sta

ted
 o

n
 H

u
m

a
n

 S
u

b
jects F

o
rm

 (4
).

q
u

estio
n

s related
 to

 p
erso

n
al ex

p
erien

ces su
ch

 as sex
u

al,

p
h

y
sical o

r ch
ild

 ab
u

se, d
iv

o
rce an

d
/o

r p
sy

ch
o

lo
g

ical

w
ell-b

ein
g

 (e.g
. d

ep
ressio

n
, an

x
iety, su

icid
e) m

u
st b

e

co
n

sid
ered

 m
o

re th
an

 m
in

im
al risk

.  A
d

d
itio

n
ally, research

activ
ities th

at in
v

o
lv

e ex
p

o
sin

g
 su

b
jects to

 stim
u

li o
r

ex
p

erim
en

tal co
n

d
itio

n
s th

at co
u

ld
 p

o
ten

tially
 resu

lt in

em
o

tio
n

al stress m
u

st also
 b

e co
n

sid
ered

 m
o

re th
an

m
in

im
al risk

. E
x

am
p

les in
clu

d
e v

io
len

t o
r d

istressin
g

 v
id

eo

im
ag

es, d
istressin

g
 w

ritten
 m

aterials o
r activ

ities th
at

co
u

ld
 p

o
ten

tially
 resu

lt in
 feelin

g
s o

f d
ep

ressio
n

, an
x

iety,

o
r lo

w
 self-esteem

 in
 su

b
jects.

b
.A

n
y

 activ
ity

 th
at co

u
ld

 p
o

ten
tially

 resu
lt in

 n
eg

ativ
e

co
n

seq
u

en
ces fo

r th
e su

b
ject d

u
e to

 in
v

a
sio

n
 o

f p
r
iv

a
c
y

 o
r

b
reech

 o
f co

n
fid

en
tia

lity
.  C

o
n
fid

en
tiality

 in
v
o
lv

es tak
in

g

carefu
l m

easu
res to

 en
su

re th
at th

e research
 d

ata an
d

/o
r

resp
o

n
ses are n

o
t d

isclo
sed

 to
 th

e p
u

b
lic o

r u
n

au
th

o
rized

in
d

iv
id

u
als w

ith
 id

en
tifiab

le in
fo

rm
atio

n
.  W

h
en

 research

activ
ities in

v
o

lv
e co

llectio
n

 o
f p

erso
n

al in
fo

rm
atio

n
 (e.g

.

h
isto

ry
 o

f ab
u

se, d
ru

g
 u

se, o
p

in
io

n
s, fin

g
erp

rin
ts) o

r

h
ealth

-related
 d

ata (g
en

etic m
aterial, b

lo
o

d
, tissu

e) th
e

research
er m

u
st co

n
sid

er risk
s related

 to
 in

v
asio

n
 o

f

p
riv

acy
 an

d
 p

o
ssib

le b
reech

 o
f co

n
fid

en
tiality.  W

ay
s to

red
u

ce th
ese risk

s in
clu

d
e co

llectin
g

 d
ata an

o
n

y
m

o
u

sly
 o

r

d
ev

elo
p

in
g

 d
ata co

llectio
n

 p
ro

ced
u

res th
at m

ak
e it

im
p

o
ssib

le to
 lin

k
 an

y
 id

en
tify

in
g

 in
fo

rm
atio

n
 (e.g

.

su
b

ject’s n
am

e) w
ith

 h
is/h

er resp
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