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Title and Abstragt

Title and 1 1= !_r_1_:f_5;|__r_r'_r_:_a~__t_|_un on how unit were allucated m rnterl.rentrcns 1 | _
Alisiract *  Structured ahstract recammended o _ -: S h
. !nfﬂrm&tmn on target pnpula‘tmn or sgggg_ggqj_ple -.:;" A1 'J? _____
intradoction e R ;o
Background 2 . Sc:ermﬂc backgrnund and explanatmn aof rationale _ V. L{-
| s+ Theories used in designing behavigral interventions .
: Mcthods L e
¢ Participants 3 »  Eligibitity criteria for participants, including criteria at different levefs in ;
A recruitmant/sampling plan {e.g., cities,  clirries, subjects) 1"/_ _ Li'
= Method of recruitment {e.g., referral, self—selectmn:l, including the
v 53MPANG method if  systematic sampling plan was implemented
. Recrmtment setting i
+  Settings and Iﬂr:atmns where the data were cotfected ‘/ ) L}-d
Interventans &4 »  Details of the interventions intended For each stud',r mndnmn and how
___..and when they werg actually administered, specifically including: i
... D Content: what was given? S
o Delivery methcd haw was the content gwen? .
i = _|:Jie_!_|m.=:r1,.r hc:w were the subjects gmuped dL_J__rf_IpE de!n.rerﬁ _____________ I
_ ________________ o Deliverer: who delwered ‘the wtervention? & 1
E________________._“.é_._:é?_g_l['_I_g where was the intervention delivered? o
Exposure quantity and duration: hd\;.r rﬁérw secsions ar episodes or I )
evants were intended to be deliverad? How lang were they
intended to last?
« Time span: how toang was it intended to fake to defiver the | |
i _ intervention to each umit?
,_ o Activities tu!ncrease campliance pr adherence {eg mcentweﬂ .
¢ Objectives - Spnmﬁc objectives and hypotheses . N 1,/{ ‘-F_
Outeomes ¢ & | Clearly defined primary and secondary outcome measres HAE
s Methads used to coflect data and any methads used ta enhance the V ,;\
- gualty af fmegsurements |
«  Information on validated instruments such 25 psvchnmatrrc and biometric :
R propertiess .
Sample Size ? i* How sample slze was determined and. when applicable, explanation of any i
e :  interim analyses and stopping rules . i
Asssanment 8 ® Unit of assignment {the unit being assigned to study candition, e.g., \/ L[,
: Method . Individual, group, community} o
: »  Aothod used ta assign units to :.tudv condltluns inchudireg details of an'!,-'
... restriction [e.g., blocking, stratification, minimization} | |
s Inclusion of aspects Emplwed to help rinimize potential bias induced due

ta nan-randamization (e.&., matching)
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Unit of Analysis

9

Whether ar not participants, those admmsstermg the :nteruentmns and |

those assessing the outcomes were biinded to study condizion assignment;
if s, statement regarding how the hlinding was accamplished and how it
Was assessed,

Description of the smallest unit that is being analyzed to assess

__intervantion effects {e g sindividual, graup, or cammiunity)

If the urit af analysis differs from the unit of assigrmment, the analytical
method used to account for this {e.g., adjesting the stendard error
estimates by the design effert or using multilevel analysis)

Stattstn:al
P Methods

Rcsults

11

Statistical methods used to compare stud\r groups for pnrnar';r methods
outcome{s), including complex methods of correlated data

Statistical methuds used for additinnal arabyses, such as a subgroup

fcr*‘

Methods for:mputlng m|55_:_[j|_g_ data, fused

Statistical software or programs used

Part |:|pan‘[ flow

12

Flow of participants thrnugh each stage of the study: Enmllment
assigoment, allacation, and intervention exposure, follow-up, analysis {a
diagrarn is strangly recommended) L
iz Enrollment: the numbers of participants screened for ehgiblfiw,
found to be sligible or not eligibte, declined to be enroted, and
... enrolled in the study
- Assignment: the numbers of particinants sssigned to a study
condition

¢ Allogation and intervention exposure: the number of participants
assigned to each tudy condition and the nember of participants
who received each intervention

= Folow-up: the number of participants who completed the fallow- i
up or did not complete the follow-up (Le., Iost ta folow-up)], by
study condition

= Analysis: the number of participants incfuded in or execluded fram
the main analysis, by study candition

Description nfprutntu! deviations from study as pianned, along with

N I'E 5005

i Recruitment

12

LN

Date:- defining the perieds of recruitment and follow- -up

Baseline Data

14

Basehne demographic and chinical EhEII‘ECtErIS‘tIES af participants in 2ach

__study condition

Baseline characteristics for each study condition relevant to spEtnFc
. disease preventian research

Sy

Baseling CONDATiSonS of thase lost to follaw- up ‘and those retained, overall

__and by study condition

Comparison between study poputation at baseline and target pcpulatlnn '
of interast

e B P

Baseiine
equivalence

15

Catz an study group equivalence at baseline and stattstu:al methads Lsed
to controt for baseline differences
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: { Numbers
! analyzed

1g

Mumhber of participants (denominator) included in each anaEyer for Eéch
stuedy condition, particularly when the dencminators change for different
_butcames; statermant af the results in absolute numhers when feasible

Indicaticr af whether the anabysis strategy was “intention 1o treat” or, it

nat, deseription of kow non-compliers were treated in the analyses

Dutcomes and
cstimatian

Ancillary
analyses

17

.15 .

Far gach primary and secondary gutcome, & surnmary of results far each
Estimation stud'y' conditian, and the estimated effert size and a confidence

Inctusian of results from tésting pre- spEtlﬂed causal pathways through
which the intervention was intended to operate, if any

summary of other anéiyses performed, including subgrowp or restricted
analyses, indicating which are pre-sperified or exploratary

Adverse events

L2

Summary of all impeortant adverse events or upintended effects in sach
study condition {including surnmary measures, eHect size estimates, and

DISCUSSION

confidence intervals)

! Interpretation

lnter;:nrﬂtatmrm af the resultﬁ takmg inta ategunt study hyrpatheses
sources of potential bias, imprecision of measures, multiplicative analyses,

. and other limitations or weaknesses of the study

Discussion of results tak:ng into account the mechanisem tr-,r which tha
intervertion was intended to wark [causal pathways) or alternative

__mechanisms or explanations

P

I

Disrussion of the success of and harrlers to impdementing the |r1tenrent|on
fidefity of implementation

Discussion of research, programmatic, or pulrc\r :mphcatmns B

Generalizahility

Generalizahiltity [external validity} of the trial findings, taking into account
the study population, the characteristics of the intervention, length of
follow-up, rcentives, compliance rates, specific sites/settings involved in
the study, and ather cantpxtyal issues

P Dweralt
! Evidence

22

Genaral interpretation of the resubts in the cantext of current evidence
and current theary

:”,-‘

From: Des Jaetais, D. £, tybes, £, Crepaz, N, & the Trend Sroup (2004), Impraoving the reporting quality of

nonrandomized evatuations of hehavioral and public bealth interventians: The TREKD staternent. American Journa! of

Fublic Heafth, 84, 361-366. For rnare infarmation, wisit: bt

whww cdc povftrondstaterment



