
 
File S3:  
 
NIH Quality Assessment Tool for Randomized Trials 
 

1. W
as t

he s
tudy desc

rib
ed

 as
 ra

ndomized
, a

 ra
ndomize

d tri
al, 

a ra
ndomized

 cl
inica

l tr
ial

, o
r a

n RCT?

2. W
as t

he m
eth

od of ra
ndomiza

tio
n ad

eq
uate 

(i.e
., u

se of 

randomly genera
ted as

sig
nment)?

3. W
as t

he t
rea

tm
ent a

llo
cat

ion co
nceale

d (s
o th

at a
ssi

gnmen
ts 

co
uld not b

e p
red

ict
ed

)?

4. W
ere

 st
udy part

ici
pan

ts 
an

d providers 
blin

ded
 to

 tre
atm

en
t 

gro
up assi

gnmen
t?

5. W
ere

 th
e p

eo
ple 

ass
ess

ing th
e o

utco
mes 

blin
ded to

 th
e 

part
ici

pan
ts' 

group assi
gnmen

ts?

6. W
ere

 th
e g

ro
ups s

im
ila

r a
t b

ase
lin

e o
n im

porta
nt 

ch
arac

teris
tic

s t
hat 

could affe
ct 

outco
mes (

e.g
., d

em
ographics

, 

ris
k fa

cto
rs,

 co
-m

orbid co
nditio

ns)?

7. W
as t

he o
vera

ll d
rop-out r

ate
 fro

m th
e s

tudy at
 en

dpoint 

20%
 or l

ower o
f th

e n
umber 

all
ocat

ed
 to

 tr
ea

tm
ent?

8. W
as t

he d
iffe

rentia
l d

rop-out r
ate

 (b
etw

een
 tre

atm
en

t 

gro
ups) 

at e
ndpoint 1

5 perc
en

tage p
oints 

or lo
wer?

9. W
as t

here
 high adheren

ce to
 th

e in
terven

tio
n protoco

ls 
for 

ea
ch

 tr
eat

men
t g

roup?
10. 

W
ere

 other in
ter

ventio
ns a

voided or s
im

ila
r in

 th
e g

roups 

(e.g., s
im

ila
r b

ack
ground tre

atm
en

ts)
?

11. 
W

ere
 outco

mes 
ass

esse
d usin

g vali
d and re

lia
ble 

mea
su

res
, 

im
plem

en
ted

 co
nsis

ten
tly

 acro
ss 

all
 st

udy parti
cip

ants?

12. 
Did th

e au
thors 

rep
ort 

that 
the s

am
ple 

siz
e w

as 
su

ffi
cie

ntly
 

lar
ge t

o be a
ble 

to dete
ct 

a diffe
ren

ce 
in th

e m
ain outco

me 

betw
een

 groups w
ith

 at le
ast 

80
% power?

13. 
W

ere
 outco

mes 
rep

orte
d or s

ubgro
ups a

nalyzed
 

pres
peci

fie
d (i.

e., i
den

tifi
ed

 befo
re an

alyses
 w

ere
 co

nducte
d)?

14. 
W

ere
 all r

an
domized

 parti
cip

ants 
analyze

d in
 th

e g
roup to

 

which
 th

ey
 w

ere
 orig

inall
y assi

gned, i.
e.,

 did th
ey

 use 
an

 

inten
tio

n-to
-tr

eat
 an

aly
sis

?

Overal
l (p

oor, f
air,

 good)

Lin XL,
2020

1 1 0 0 0 1 1 1 1 n/a 1 0 1 0 Fair

The National Institutes of Health (NIH) quality assessment tool (https://www.nhlbi.nih.gov/health-topics/study-quality-assessment-tools) 


