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Section/Topic 
Item

 
N

o 
C

hecklist item
 

R
eported 

on page No 
Title and abstract 
 

1a 
Identification as a random

ised trial in the title 
1 (line 3) 

1b 
S

tructured sum
m

ary of trial design, m
ethods, results, and conclusions (for specific guidance see C

O
N

S
O

R
T

 for abstracts) 
2 (36-56) 

Introduction 
B

ackground and 
objectives 

2a 
S

cientific background and explanation of rationale 
3,4 (62-103) 

2b 
S

pecific objectives or hypotheses 
4 (104-108) 

M
ethods 

Trial design 
3a 

D
escription of trial design (such as parallel, factorial) including allocation ratio 

5 (125-136) 

3b 
Im

portant changes to m
ethods after trial com

m
encem

ent (such as eligibility criteria), w
ith reasons 

N
ot applicable 

P
articipants 

4a 
E

ligibility criteria for participants 
5 (111-124) 

4b 
S

ettings and locations w
here the data w

ere collected 
5 (122-124) 

Interventions 
5 

The interventions for each group w
ith sufficient details to allow

 replication, including how
 and w

hen they w
ere 

actually adm
inistered 

7 (137-149) 

O
utcom

es 
6a 

C
om

pletely defined pre-specified prim
ary and secondary outcom

e m
easures, including how

 and w
hen they 

w
ere assessed 

5-7 (158-175) 

6b 
A

ny changes to trial outcom
es after the trial com

m
enced, w

ith reasons 
N

ot applicable 

S
am

ple size 
7a 

H
ow

 sam
ple size w

as determ
ined 

8 (193-195) 

7b 
W

hen applicable, explanation of any interim
 analyses and stopping guidelines 

N
ot applicable 

R
andom

isation: 
 

 
 

 
S

equence 
generation 

8a 
M

ethod used to generate the random
 allocation sequence 

5 (132-136) 
8b 

Type of random
isation; details of any restriction (such as blocking and block size) 

5 (132-136) 
 

A
llocation 

concealm
ent 

m
echanism

 

9 
M

echanism
 used to im

plem
ent the random

 allocation sequence (such as sequentially num
bered containers), 

describing any steps taken to conceal the sequence until interventions w
ere assigned 

6 (245-248) 

 
Im

plem
entation 

10 
W

ho generated the random
 allocation sequence, w

ho enrolled participants, and w
ho assigned participants to 

interventions 
N

ot show
n 

B
linding 

11a 
If done, w

ho w
as blinded after assignm

ent to interventions (for exam
ple, participants, care providers, those 

N
ot show

n 
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assessing outcom
es) and how

 
11b 

If relevant, description of the sim
ilarity of interventions 

N
ot applicable 

S
tatistical m

ethods 
12a 

S
tatistical m

ethods used to com
pare groups for prim

ary and secondary outcom
es 

8 (198-206) 

12b 
M

ethods for additional analyses, such as subgroup analyses and adjusted analyses 
8 (198-206) 

R
esults 

P
articipant flow

 (a 
diagram

 is strongly 
recom

m
ended) 

13a 
For each group, the num

bers of participants w
ho w

ere random
ly assigned, received intended treatm

ent, and 
w

ere analysed for the prim
ary outcom

e 
 

9 (208-211) 

13b 
For each group, losses and exclusions after random

isation, together w
ith reasons 

N
ot applicable 

R
ecruitm

ent 
14a 

D
ates defining the periods of recruitm

ent and follow
-up 

N
ot show

n 

14b 
W

hy the trial ended or w
as stopped 

N
ot applicable 

B
aseline data 

15 
A

 table show
ing baseline dem

ographic and clinical characteristics for each group 
N

ot show
n 

N
um

bers analysed 
16 

For each group, num
ber of participants (denom

inator) included in each analysis and w
hether the analysis w

as 
by original assigned groups 

9 (208) 

O
utcom

es and 
estim

ation 
17a 

For each prim
ary and secondary outcom

e, results for each group, and the estim
ated effect size and its 

precision (such as 95%
 confidence interval) 

9-10 

17b 
For binary outcom

es, presentation of both absolute and relative effect sizes is recom
m

ended 
9-10 

A
ncillary analyses 

18 
R

esults of any other analyses perform
ed, including subgroup analyses and adjusted analyses, distinguishing 

pre-specified from
 exploratory 

N
ot applicable 

H
arm

s 
19 

A
ll im

portant harm
s or unintended effects in each group (for specific guidance see C

O
N

S
O

R
T for harm

s) 
9-10 (226-229) 

D
iscussion 

Lim
itations 

20 
Trial lim

itations, addressing sources of potential bias, im
precision, and, if relevant, m

ultiplicity of analyses 
12, 13 (288-306) 

G
eneralisability 

21 
G

eneralisability (external validity, applicability) of the trial findings 
13 (307-317) 

Interpretation 
22 

Interpretation consistent w
ith results, balancing benefits and harm

s, and considering other relevant evidence 
11-13 

O
ther inform

ation 
 

R
egistration 

23 
R

egistration num
ber and nam

e of trial registry 
5 (125-127) 

P
rotocol 

24 
W

here the full trial protocol can be accessed, if available 
S

upplem
entary 

data 

Funding 
25 

S
ources of funding and other support (such as supply of drugs), role of funders 

14, 15 (337-347) 

 *W
e strongly recom

m
end reading this statem

ent in conjunction w
ith the C

O
N

SO
RT 2010 Explanation and Elaboration for im

portant clarifications on all the item
s. If relevant, w

e also 
recom

m
end reading C

O
N

SO
R

T extensions for cluster random
ised trials, non-inferiority and equivalence trials, non-pharm

acological treatm
ents, herbal interventions, and pragm

atic trials. 
A

dditional extensions are forthcom
ing: for those and for up to date references relevant to this checklist, see w

w
w

.consort-statem
ent.org. 


