
TREND Statement Checklist

Title and Abstract
Tit le and
Abstract

I r  lnformat ion on how uni t  were al located to intervent ions x /L
o Structured abstract  recommended x 2
o Informat ion on target populat ion or study sample r 2

lntroduction
Background 2 o Scient i f ic  background and explanat ion of  rat ionale 7( 3

o Theor ies used in designing behavioral  intervent ions

Methods
Part icipants 3 r  El ig ib i l i ty  cr i ter ia for  part ic ipants,  including cr i ter ia at  d i f ferent levels in

recrui tment/sampl ing plan (e.9. ,  c i t ies,  c l in ics,  subjects)
( 4

a Method of  recrui tment (e.g. ,  referral ,  sel f -select ion),  including the

sampl ing method i f  a systemat ic sampl ing plan was implemented
I )4

o Recruitment setting { 4
o Sett ings and locat ions where the data were col lected K 4

lntervent ions 4 o Detai ls of  the intervent ions intended for each study condi t ion and how

and when they were actual ly administered, speci f ical ly including:
( 4

o Content:  what was given? x 4
o Delivery method: hç-nas the content given? { q
o Unit  of  del ivery:  how *ère the subjects grouped dur ing del ivery? * 4
o Del iverer:  who del ivered the intervent ion? { 4
o Sett ing:  where was the intervent ion del ivered? ( tl

al Exposure quant i ty and durat ion:  how many sessions or episodes or

events were intended to be del ivered? How long were they

intended to last?
{ ll

a\ Time span: how long was i t  intended to take to del iver the

intervent ion to each uni t?

o Act iv i t ies to increase compl iance or adherence (e.g. ,  incent ives)

Objectives 5 e Specific objectives and hypotheses 5
Outcomes 6 o Clear ly def ined pr imary and secondary outcome measures x 6

o Methods used to col lect  data and any methods used to enhance the
qual i ty of  measurements

( 5
o Informat ion on val idated instruments such as psychometr ic and biometr ic

properties

Sample  S ize 7 o How sample s ize was determined and, when appl icable,  explanat ion of  any

inter im analyses and stopping rules
( 5

Assignment
Method

8 o Unit  of  assignment ( the uni t  being assigned to study condi t ion,  e .8. ,

indiv idual ,  group, community) K 5a
r  Method used to assign uni ts to study condi t ions,  including detai ls of  any

restr ict ion (e.g. ,  b locking, strat i f icat ion,  minimizat ion)
{ 5-6

r  Inclusion of  aspects employed to help minimize potent ia l  b ias induced due

to non-randomizat ion (e.g. ,  matching)



TREND Statement Checklist
Bl ind ing
(masking)

9 Whether or not part ic ipants,  those administer ing the intervent ions,  and
those assessing the outcomes were bl inded to study condi t ion assignment;
i f  so,  statement regarding how the bl inding was accompl ished and how i t
was assessed.

Unit of Analysis 10 Descr ipt ion of  the smal lest  uni t  that  is  being analyzed to assess
intervent ion ef fects (e.9. ,  indiv idual ,  group, or community)

o

o l f  the uni t  of  analysis di f fers f rom the uni t  gf  assignment,  the analyt ical
method used to account for  th is (e.9. ,  adjust ing the standard error
est imates by the design ef fect  or  using mult i level  analysis)

Statistical
Methods

TT o Stat ist ical  methods used to compare study groups for pr imary methods
outcome(s),  including complex methods of  correlated data X 5-6
Stat ist ical  methods used for addi t ional  analyses, such as a subgroup
analyses and adjusted analysis

a

{ 5-6
o Methods for imput ing missing data,  i f  used
o Statistical software or programs used

Results
Part ic ipant f low T2 r  Flow of  part ic ipants through each stage of  the study: enrol lment,

assignment,  a l locat ion,  and intervent ion exposure,  fo l low-up, analysis (a
diagram is strongly recommended)

{ \

Enrol lment:  the numbers of  part ic ipants screened for el ig ib i l i ty ,
found to  be  e l ig ib le  o r  no t  e l ig ib le ,  dec l ined to  be  enro l led ,  and
enro l led  in  the  s tudy

o

( 4
Assignment:  the numbers of  part ic ipants assigned to a study
condi t ion

o .X 4
Al locat ion and intervent ion exposure:  the number of  part ic ipants
assigned to each study condi t ion and the number of  part ic ipants
who received each intervent ion

o

X 4
Fol low-up: the number of  part ic ipants who completed the fol low-
up or did not complete the fo l low-up ( i .e. ,  lost  to fo l low-up),  by
study condi t ion

o

Analysis:  the number of  part ic ipants included in or excluded from
the main analysis,  by study condi t ion

o
/ 56

o Descr ipt ion of  protocol  deviat ions f rom study as planned, along with
reasons

Recruitment L3 o Dates def in ing the per iods of  recrui tment and fol low-up
Basel ine Data 1,4 o Basel ine demographic and cl in ical  character ist ics of  part ic ipants in each

study condi t ion x ?
Basel ine character ist ics for  each study condi t ion relevant to speci f ic
disease prevent ion research

o

o Basel ine comparisons of  those lost  to fo l low-up and those retained, overal l
and by study condi t ion

o Comparison between study populat ion at  basel ine and target populat ion
of interest

Base l ine
equivalence

15 o Data on study group equivalence at  basel ine and stat ist ical  methods used
to control  for  basel ine di f ferences



TREND Statement Checklist
Numbers
ana lyzed

1,6 o Number  o f  par t i c ipants  (denominator )  inc luded in  each ana lys is  fo r  each
study condi t ion,  part icular ly when the denominators change for di f ferent
outcomes; statement of  the resul ts in absolute numbers when feasible

( +-(
o Indicat ion of  whether the analysis strategy was " intent ion to t reat"  or ,  i f

not ,  descr ipt ion of  how non-compl iers were t reated in the analyses
x l-s

Outcomes and
est imat ion

L7 For each pr imary and secondary outcome, a summary of  resul ts for  each
est imat ion study condi t ion,  and the est imated ef fect  s ize and a conf idence
interval  to indicate the precis ion

O x €

o Inc lus ion  o f  nu l l  and negat ive  f ind ings

o Inclusion of  resul ts f rom test ing pre-speci f ied causal  pathways through
which the intervent ion was intended to operate,  i f  any

Anci l lary
analyses

18 o Summary of  other analyses performed, including subgroup or restr icted
analyses, indicat ing which are pre-speci f ied or exploratory

Adverse events 1_9 Summary of  a l l  important adverse events or unintended ef fects in each
study condi t ion ( including summary measures,  ef fect  s ize est imates,  and
conf idence intervals)

o

x 3

DISCUSSION
Interpretation 20 o Interpretat ion of  the resul ts,  taking into account study hypotheses,

sources of  potent ia l  b ias,  imprecis ion of  measures,  mult ip l icat ive analyses,
and other l imi tat ions or weaknesses of  the study

{, )o
Discussion of  resul ts taking into account the mechanism by which the
intervent ion was intended to work (causal  pathways) or al ternat ive
mechan isms or  exp lanat ions

I

o Discussion of  the success of  and barr iers to implement ing the intervent ion,
f idel  i ty  of  implementat ion { Âl -t1

o Discussion of  research, programmatic,  or  pol icy impl icat ions
General izabi l i ty 2T General izabi l i ty  (external  val id i ty)  of  the t r ia l  f indings, taking into account

the study populat ion,  the character ist ics of  the intervent ion,  length of
fo l low-up, incent ives,  compl iance rates,  speci f ic  s i tes/set t ings involved in
the study, and other contextual  issues

o

Overal l
Evidence

22 o General  interpretat ion of  the resul ts in the context  of  current evidence
and current theory { J3
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