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HMC Consort Diagram Through 8/31/07 - Beresford

Enhancing Long-Term 5 A Day Behavior Change in Worksites

Worksites Assessed for
eligibility
(n=250)

*44 original + 206 new

[ Enrollment

(40 to date)
[
Is it Randomized?
(in EAT 5 Trial)
18 worksites to date

A 4

Refused to participate (n=64)

Excluded — ineligible,call out, no
contact, other (n=146)

} ' Conducting 5 A Day (n=8)

Awaiting randomization (n=14)

T

Allocated to intervention
(n=9)

Intervention in Process
(n=9)

(n=0)
Give reasons:

Did not receive allocated intervention

[ Allocation ]

Allocated to Comparison
(n=9)

\ 4

Lost to follow-up (n= )
Give reasons

Discontinued intervention

(n=")

Give reasons:

[ Follow-Up ]

Analyzed (n= )

Excluded from analysis (n=
Give reasons:

[ Analysis ]

Study still in Intervention Phase — no follow up at this time

\ 4

Lost to follow-up (n= )
Give reasons

Discontinued intervention
(=)

Give reasons:

\ 4

Analyzed (n= )

Excluded from analysis (n= )
Give reasons:




HMC Consort Diagram Through 8/31/07 - DiClemente

HIV Prevention Maintenance for African American Teens

Assessed for eligibility

(n=1684)

'

Enrollment

.

94% participation rate

Randomized
N= 703

Allocated to intervention
(n=343)
Received allocated intervention:
N=343 Workshop
82% completed call 1
80% completed call 2
78% completed call 3
75% completed call 4
73% completed call 5
66% completed call 6
77% completed call 7

A 4

82% completed 6 month follow-up
75% completed 12 month follow-up
68% completed 18 month follow-up

S

[ Allocation ]

[ Follow-Up ]

v

Analyzed (n= )

Excluded from analysis (n= )
Give reasons:

[ Analysis ]

JE—

Excluded (n=981)

Not meeting inclusion criteria
(n=939)
Refused to participate
(n=11)
Other reasons
(n=31)

Allocated to control
(n=360)
Received allocated intervention:
N=360 Workshop
83% completed call 1
79% completed call 2
75% completed call 3
66% completed call 4
65% completed call 5
77% completed call 6
77% completed call 7
64% completed call 8

v

75% completed 6 month follow-up
74% completed 12 month follow-up
64% completed 18 month follow-up

v

Analyzed (n= )

Excluded from analysis (n= )
Give reasons:




HMC Consort Diagram Through 8/31/07 - Elliot

Promoting Healthy Living: Assessing More Effects

PHLAME (original

intervention study)

(PHLAME 11)

Assessed for eligibility n = 696

[ Enroliment ]_.

'

Not meeting inclusion criteria n = 17
Refused to participate n = 80

Randomized n = 599 (86%)

/

T~

Allocation and Initial Testing

v

Allocated to team
curriculum intervention
n =234 (39%)

Allocated to motivational
interviewing (M) intervention
n =202 (34%)

Allocated to testing and
results only
N =163 (27%)

Received intervention n = 186 (79%)

Did not receive intervention due to

left employment or medical leave n =

22 and study withdrawal n = 26

15 and study withdrawal n =19

Received intervention n = 168 (83%)
Did not receive intervention due to
left employment or medical leave n =

Received intervention n = 135 (83%)
Did not receive intervention due to
left employment or medical leave n =
13 and study withdrawal n = 12

Repeat Testing and Analysis

Analyzed n =186 (79%)

Analyzed n= 165 (82%)
Excluded from analysis due to
transferred to team shift

Analyzed n =129 (79%)
Excluded from analysis due to
transfer to team shift

'

—

—7

Tested @ completion of PHLAME and potential longitudinal follow up
participants N = 8§05 (including some individuals excluded from intervention

study analyses).

PHLAME Il (longitudinal

follow up)

227 additional subjects have been entered (most
representing new hires during the 24 months between
ending PHLAME & beginning PHLAME II).

338 of the 505 (67%) have participated in annual testing, with one additional
year of testing to go. We still are in the process of identifying reasons for
not participating among those potentially eligible for follow up and
recruiting any of those eligible for the final year follow u testing (2007).
With additional ‘new’ longitudinal participants, N = 565.




HMC Consort Diagram Through 8/31/07 — Friedman

Trial of 2 Telecomputer Diet Change Maintenance Programs

Assessed for eligibility
(n=2185)

\‘\\\\\\\\\\\\\\\\\‘

Enrollment

*** Allocated to intervention (n=960)

Received allocated TLC intervention (n=609
either completed training or still receiving

intervention)

Did not receive allocated intervention (n=159
still need to be trained on the intervention,

173 withdrew prior to intervention)

Eligible and enrolled n = 960

Not meeting inclusion criterion
(n=968)

Eligible but Refused to participate
(n=257)

A 4

Lost to follow-up (n= 153)
Give reasons:

54 refused to continue at

baseline (T03 and T06)

74 screened out at 2™

baseline (T06)

12 became permanently not

eligible

10 refuse for unknown

reasons

3 no contact/lost

Analyzed (n=n/a )

Excluded from analysis (n= )
Give reasons

We have a run-in phase. We
randomize those who increased by 1
fruit and/or veg a day after
completing the run-in. The subjects
have 2 “attempts”: screening at T03
which is 3 months post-screener and
T06 which is 6 months post-screener.

[ Allocation ]

Randomized after
3 mo or 6 mo of
run-in intervention

A 4

n=183

randomized to 1

of 3 arms
Follow-Up

Lost to follow-up (n= n/a)
Give reasons:

Discontinued intervention
(n=12 )
Give reasons: didn’t like the
TLC intervention, personal
reasons

n = 41 assessed at 6 months post-
randomization

[ Analysis ]

Analyzed (n=n/a )

Excluded from analysis (n/a )
Give reasons




HMC Consort Diagram Through 8/31/07 - Gorin

Ecological Model for Long-term Weight Control

Assessed for eligibility
(n=2393)

Enrollment

Excluded (n=1991)

Is it Randomized?

Allocated to intervention
(n=202)
Received allocated intervention
(n=202)
Did not receive allocated intervention
(n=0)
Give reasons:

\ 4

Lost to follow-up (n=2)
Give reasons: no response to
correspondence

Discontinued intervention

(n=2)

Give reasons: 1 couple became
pregnant

Analyzed (n=0)

Excluded from analysis (n=0)
Give reasons:

'

[ Allocation ]

[ Follow-Up ]

[ Analysis ]

\ 4

Not meeting inclusion criteria
(n=1231)

Refused to participate
(n=254)

Other reasons
(n=506)

Allocated to intervention
(n=200)

Received allocated intervention
(n=100)

Did not receive allocated intervention
(n=100)

Give reasons: Partner does
not receive treatment per protocol

Lost to follow-up (n=14)
Give reasons: no response to
correspondence
Discontinued intervention
(n=8)
Give reasons: 2 couples no
longer interested in program; 2
couples moved

Analyzed (n=0)

Excluded from analysis (n=0)
Give reasons:




HMC Consort Diagram Through 8/31/07 - Hooven

Youth Suicide Prevention: Maintaining Long Term Change

Assessed for eligibility
(n=528)

Experimental Groups
Lost to follow-up (n=35)
Give reasons:

Refused participation
Completed T6 interview
(n=142) across 3 different
intervention groups
Completed T7 interview
(n=262) across 3 different
intervention groups

Analyzed (n=289)
Trajectory Analyses

Excluded from analysis (n=
Give reasons:

Enrollment

Excluded (n= NA)

[
Is it Randomized?

A 4

are eligible.

This is follow-up only, therefore all

Control Group

Lost to follow-up (n= 13)
Give reasons:

Refused participation
Completed T6 interview
(n=43)

Completed T7 interview
(n=82)

Yes
[ Follow-Up
[ Analysis

A 4

Analyzed (n=89)
Trajectory Analyses

Excluded from analysis (n=
Give reasons:

)




HMC Consort Diagram Through 8/31/07 - Hughes

Maintenance of Exercise Adherence Among

Older Adults with Osteoarthritis

Assessed for eligibility

(n=1072)

[

Enrollment ]

Eligible (n=632)

Phase 1 - Exercise Intervention (Fit and Strong)

Baselined (n=536), Enrolled (n=499)

Excluded (n=362)

Refused (n=25)

A\ 4

Unspecified (n=53)

Total (n=440)

Negotiated Arm (n=237)

Phase 2 -
Randomization

Randomized to
follow-up treatment
(n=(488)

Telephone
Reinforcement

No Telephone
Reinforcement

Allocation

Phase 2, Analyzed (n=237)

n=121 n=116
v
Negotiated Arm
Telephone No Telephone
Reinforcement | Reinforcement
Refused n=20 N/A
Telephone
Reinforcement
Study Drop n=8 n=9
Outs
Negotiated Arm

[ Follow-Up ]

Mainstreamed Arm (n=251)
Telephone No Telephone
Reinforcement Reinforcement
(n=128) (n=123)
Mainstreamed Arm
Telephone No Telephone
Reinforcement | Reinforcement
Refused n=10 N/A
Telephone
Reinforcement
Study Drop n=15 n=12
Outs

Analysis

Phase 1 Exercise
Intervention

Analyzed (n=536)

Mainstreamed Arm

Phase 2, Analyzed (n=251)




HMC Consort Diagram Through 8/31/07 — Killen
Behavioral Maintenance Treatment for Smoking Cessation

Assessed for eligibility (n=770)

Randomized (N=304) Excluded (n=466)

Not meeting exclusion criteria (n=234)
Not interested (n=155)
Other reasons (n=77)

Telephone Support (n=147) Cognitive Behavior Therapy (n=154)
Did not receive allocated intervention (n=9) | | Did not receive allocated intervention (n=7)
140 (95%) assessed in Week 20 146 (95%) assessed in Week 20
131 (89%) assessed in Week 52 139 (90%) assessed in Week 52
Analyzed (n=147) Analyzed (n=154)

Excluded from analysis (n=1) Excluded from analysis (n=2)




HMC Consort Diagram Through 8/31/07 - Kirby

A Behavioral Model for Maintenance of Drug Abstinence

Assessed for eligibility (n=233)

Enrollment

Excluded (n=102)

A 4

Is it Randomized?

Allocated to intervention
(n=63)
Received allocated intervention
(n=63)
Did not receive allocated intervention
(n=0)
Give reasons

\ 4

Lost to follow-up (n= 20)

Give reasons: 2 incarcerated, 16
cannot be located, 1 entered inpatient
treatment, 1 moved from area

Discontinued intervention

(n=1)

Give reasons: 1 was discovered to
be ineligible

A 4

Analyzed (n=0) No final or interim
analyses have been conducted

Excluded from analysis (n=0)
Give reasons

l

[ Allocation ]

[ Follow-Up ]

[ Analysis ]

Not meeting inclusion criteria
(n=55)

Refused to participate
(n=4)

Other reasons
(n=43)

Allocated to intervention
(n=68)
Received allocated intervention
(n=68)
Did not receive allocated intervention
(n=0)
Give reasons

\ 4

Lost to follow-up (n= 20)
Give reasons: 1 deceased, 18
cannot be located, 1 health problems

Discontinued intervention
(n=4)
Give reasons: 4 requested
withdrawal

A 4

Analyzed (n=0) No final or interim
analyses have been conducted

Excluded from analysis (n= 0)
Give reasons




HMC Consort Diagram Through 8/31/07 — Klesges

Prolonged Smoking Cessation Using Prescriptive Step Care

Assessed for eligibility (n=1212)

Enrollment

A\ 4

Excluded (n=860)

Is it Randomized?
N=352

Allocated to intervention Recycle
(n=175)

Received allocated intervention
(n=175)

Did not receive allocated intervention

(n=0)
Give reasons

[ Allocation ]

Lost to follow-up (n=18 )
Give reasons: unable to contact

Discontinued intervention
(n=23 )
Give reasons: Subject request

[ Follow-Up ]

A 4

Analyzed (n=0 )

Excluded from analysis (n= 0 )
Give reasons

[ Analysis ]

Not meeting inclusion criteria
(n=498)

Refused to participate
(n=288)

Other reasons
(n=74)

Allocated to intervention Step
(n=177)

Received allocated intervention
(n=177)

Did not receive allocated intervention

(n=0)
Give reasons

A 4

Lost to follow-up (n=12)
Give reasons: 11unable to
contact, 1 death

Discontinued intervention
(n=25)
Give reasons: subject request

Analyzed (n= 0 ) |

Excluded from analysis (n=0 )
Give reasons




HMC Consort Diagram Through 8/31/07 - Lapham
PIRE/BHRCS Project: Driving and Substance Abuse

Assessed for eligibility
Located (n=914)

Excluded (n=219)

Refused to participate
[ Enrollment o (n=122)

Deaths since last
interviewed 10 years ago
(n=97)

Interviewed
(n=636)

Locating/Assessing (n=177)
Contacting (n=59)

Analyzed (n=0)

Excluded from analysis (n=2)

Give reasons: Mentally
incapacitated per judgment of
interviewer




HMC Consort Diagram Through 8/31/07 - Lapham

PIRE/BHRCS Project: Driving and Substance Abuse

Qualitative Interviews

Assessed for eligibility
Selected (n=160)

[ Enrollment ,

Excluded (n=31)

Refused to participate
(n=31)

Interviewed (n=58)

Locating/Assessing (n=22)
Contacting (n=49)

l

Analyzed (n=0)

Excluded from analysis (n=0)
Give reasons:




HMC Consort Diagram Through 8/31/07 - Lowe

Weight Loss Maintenance in Primary Care

/

Assessed for eligibility (n= )

Enrollment

Excluded (n= )

Not meeting inclusion criteria

DESIGN

Is it Randomized?
YESITISA2x2
FACTORIAL

Allocated to intervention

(n=238)
Completed allocated intervention
(n=60)

Did not (or did not yet) receive
allocated intervention
(n=127)

> (n=")
Refused to participate
(n=)
Other reasons
(=)

Allocation

Lost to follow-up (n= 115)
Give reasons
NOT COMPLIANT,
MEDICAL REASONS
Discontinued intervention
(n=)

n/a, we still collect data

to the intervention phase

from anyone who made it

A 4

Analyzed (n= )

Excluded from analysis (n= )
Give reasons

ONLY PRELIMINARY

ANALYSES AT THIS TIME,

NO FINAL n YET

Allocated to intervention

(n=)

Received allocated intervention

(n=)

Did not receive allocated intervention

(n=)

Give reasons

Follow-Up

Analysis

\4

Lost to follow-up (n= )
Give reasons

Discontinued intervention

(n=)

Give reasons

\4

Analyzed (n= )

Excluded from analysis (n= )
Give reasons




HMC Consort Diagram Through 8/31/07 - Martinson

Maintaining Physical Activity in Older Adult MCO Members

Assessed for eligibility (n= 6452)

Enrollment

Excluded (n=5403)

Randomization

Allocated to intervention (n= 523)
Received allocated intervention
(n=488)
Did not receive allocated
intervention (n= 35)
no orientation (n=22)
did not engage (n=12)
no physician clearance (n=1)

\ 4

Discontinued study (n= 18)
pre-intervention (n=6)
post-intervention (n=12)

Discontinued intervention (n=17)
pre-intervention (n=5)
post-intervention (n=12)

Lost to follow-up (n=0)

h 4

Analyzed (n=523)
completed 6 months (n=495)
completed 12 months (n=495)
completed 24 months
Excluded from analysis (n=0)

[ Allocation ]

[ Follow-Up ]

[ Analysis ]

A 4

Not meeting inclusion criteria
(n= 4354)
Refused to participate
(n= 1030)
No baseline survey
(n=19)

Allocated to control (n= 526)

\ 4

Discontinued study (n= 25)

Lost to follow-up (n= 1)
Death (n=1)

\ 4

Analyzed (n=526)
completed 6 months (n=492)
completed 12 months (n=487)
completed 24 months
Excluded from analysis (n=0)




HMC Consort Diagram Through 8/31/07 - McKay

Effectiveness of Extended Telephone Monitoring

Assessed for eligibility (n = 940)

Excluded (n = 630)

Not meeting inclusion criteria
(n = 408)

Enrollment
(n =310)

Failed to complete baseline
assessment  (n =58)

A

Randomization
(n=252)

l

Refused to participate
(n=47)

A\ 4

Other reasons: Failed to show for
consent (n = 175)

\[ Allocation ]

S~

Allocated to Treatment
As Usual
(n = 86)

Allocated to Telephone Monitoring
and Feedback
(n=83)

Received allocated intervention
(n=62)

Did not receive allocated intervention
(n=21)

Give reasons: Could not be located to
schedule initial session, or no-show
for initial session

Minorities : 233 of 252

Women : 89 of 25

Allocated to Telephone Monitoring
and Counseling
(n=83)

Received allocated intervention
(n=61)

Did not receive allocated intervention
(n=22)

Give reasons: Could not be located to
schedule initial session, or no-show
for initial session, died prior to
treatment




HMC Consort Diagram Through 8/31/07 - Rimer
Finding the M.I.N.C. For Mammography Maintenance

Assessed for eligibility (n=9087)
I

[ Enrollment ]—»

Excluded (n=5540)

Ineligible/Unknown eligibility (n=3489)
Refused to participate (n=2051)

A 4

Randomized
l v l
Allocated to intervention ELR Allocated to intervention ATR Allocated to intervention UC
(n=1345) (n=1355) (n=847)
Received allocated intervention Received allocated intervention Received allocated intervention
] (n=791) (n=600) (n=525)
Tier 1 Did not receive allocated intervention* Did not receive allocated intervention Did not receive allocated intervention*
Allocation (n=554) (n=755) (n=322)
*Note: This is based on best available data. Reasons: Participants did not need *Note: This is based on best available data.
Reasons: Participants did not need intervention intervention, did not listen to phone msg, not Reasons: Participants did not need
or withdrew from study. reached during call window, disconnected intervention or withdrew from study.
phones or withdrew from studv.
A 4 A 4
A A A 4
Allocated to intervention BarriConCall+ Allocated to intervention BarriConCall Allocated to intervention BarriConCall- Allocated to receive
(n=675) (n=675) (n=675) no Tier 2
intervention
Received allocated intervention (n=78) Received allocated intervention (n=67) Received allocated intervention (n=87) (Control group)
Tier 2 (n=675)
Allocation Did not receive allocated intervention Did not receive allocated intervention Did not receive allocated intervention
(n=597) (n=608) (n=588)
Reasons: Participants did not need Reasons: Participants did not need Reasons: Participants did not need
intervention or not reached during call- intervention or not reached during call- intervention or not reached during call-
window, disconnected phones or withdrew window, disconnected phones or window, disconnected phones or
from study. withdrew from study. withdrew from study.

Lost to follow-up: n=96 (total to-date)
F0||OWUp Give reasons: Revoked consent or
deceased.




HMC Consort Diagram Through 8/31/07- Roll

Contingency Management: Duration Effects

Assessed for eligibility
(n=340)

Enrollment

Excluded (n=222)

Not meeting inclusion criteria

Is it Randomized?

Allocated to intervention A & B
Intervention A (n=29)
Intervention B (n=30)
Received allocated intervention
(n=29,30)
Did not receive allocated intervention
(n=0 )
Give reasons:

\ 4

Lost to follow-up (n= )
Give reasons:

Discontinued intervention

(n=")

Give reasons:

Analyzed (n= )

Excluded from analysis (n= )
Give reasons

A 4

(n=83)
Refused to participate

(n=0)
Other reasons

(n=193)

[ Allocation

Allocated to intervention C & D

Intervention C (n=30)

Intervention D (n=29)

Received allocated intervention
(n=30,29)

Did not receive allocated intervention
(n=0)

Total allocated to interventions: 118

[ Follow-Up

[ Analysis

\ 4

Lost to follow-up (n=11)

Give reasons: Some are
homeless, some have not been
reached for any follow-ups after
multiple attempts. We continue to try
to reach them.

Discontinued intervention

(n=46 total)

Give reasons: schedule conflicts,
ceased earning rewards

Analyzed (n= )

Excluded from analysis (n= )
Give reasons




HMC Consort Diagram Through 8/31/07 — Roll

Persistence of Behavior Change: Reinforcement Schedule Effects

Assessed for eligibility
(n=1088)

Enrollment

Excluded (n=969)

Not meeting inclusion criteria

A\ 4

Is it Randomized?

Allocated to intervention A & B
Intervention A (n=29)
Intervention B (n=30)
Received allocated intervention
(n=29,30)
Did not receive allocated intervention
(n=")

Give reasons:

A 4

Lost to follow-up (n= )
Give reasons:

Discontinued intervention

(n=)

Give reasons:

Analyzed (n= )

Excluded from analysis (n= )
Give reasons:

[ Allocation ]

[ Follow-Up ]

[ Analysis ]

(n=193)
Refused to participate

(n=0)
Other reasons

(n=776)

Allocated to intervention C & D

Intervention C (n=32)

Intervention D (n=28)

Received allocated intervention
(n=32,28)

Did not receive allocated intervention
(n=0)

Total allocated to interventions: 119

A 4

Lost to follow-up (n=24 )
Give reasons: Unable to
reach for any follow-ups after
multiple attempts. Still trying to
contact them.
Discontinued intervention
(n=54)
Give reasons: scheduling
conflicts. ceased earnina rewards

A 4

Analyzed (n= )

Excluded from analysis (n= )
Give reasons:




HMC Consort Diagram Through 8/31/07 - Toobert
Enhancing Support for Women at Risk of Coronary Heart Disease:
The Mediterranean Lifestyle Program

CONSORT Figure for Mediterranean Lifestyle Program

Intervention Study Began Recruitment 5/00 & Concluded With 24-Month Assessments 2/03
Follow-up Study Began 11/03: 36 Months to 84 Months

Recruitment Letters Mailed
(n=1,162)

Declined Via Postcard (n = 184)

Calls Attempted (n = 978)

Unsuccessful Calls (n = 128)

Assessed for Eligibility
(n = 850)

Excluded (n =571)

Randomized & Baseline
Assessment (n =279)

Assigned to Receive Intervention
(n =163)

Present at 6-Month Assessment

Assigned to Control Group
(n=116)

(n = 138)

Not Re-
Randomized
(n=8)

Re-Randomized to
Weekly Meetings (n =73)

Re-Randomized to PSC
(n=282)

Present at 12-Month
Assessment (n = 65)

Present at 12-Month
Assessment (n = 61)

Present at 24-Month
Assessment (n = 63)

Present at 24-Month
Assessment (n = 68)

Present at 36-Month
Assessment (n = 61)

Present at 36-Month
Assessment (n = 61)

Present at 48-Month
Assessment (n = 61)

Present at 48-Month
Assessment (n = 62)

Present at 60-Month
Assessment (n = 58)

Present at 60-Month
Assessment (n = 60)

Present at 72-Month
Assessment
(in Progress n = 48)

Present at 72-Month
Assessment
(in Progress n = 45)

Present at 6-Month Assessment
(n=108)

Present at 12-Month Assessment
(n=109)

Present at 24-Month Assessment
(n=107)

Present at 36-Month Assessment
(n=98)

Present at 48-Month Assessment
(n=97)

Present at 60-Month Assessment
(Nearly Complete n =95)

Present at 72-Month Assessment
(in Progress n =74)




HMC Consort Diagram Through 8/31/07 — Williams, G
Self Determination and Tobacco Abstinence

Assessed for eligibility

(n=2745)
Excluded (n=2027)
C Enrollment | | Not meeting inclusion criteria
L ) > (n=444)
' Refused to participate
Is it Randomized? (n=1167)
Other reasons
(n=416)
Allocated to intervention Allocated to intervention
(n=") (n=718)
Received allocated intervention Received allocated intervention
_ (=) _ [ Allocation ] _ - (n=718) _
Did not receive allocated intervention Did not receive allocated intervention
(n=") (n=")
Give reasons Give reasons
\4 \4
Lost to follow-up (n= ) Lost to follow-up (n=113)
Give reasons Give reasons: 5 moved Ina, 3
deceased
Discontinued intervention [ Follow-Up ]
(n=") Discontinued intervention
Give reasons (n=105)
Give reasons: lost interest
\4 \4
Analyzed (n= ) Analyzed (n= )
) Analysis ]
Excluded from analysis (n= ) [ y ] Excluded from analysis (n= )
Give reasons Give reasons




HMC Consort Diagram Through 8/31/07 — Williams, P

Long-Term Exercise Maintenance Via Internet Support

Assessed for eligibility
(n=136000 )

Enrollment

Excluded (n= )

Not meeting inclusion criteria

(n=")

Refused to participate

Is it Randomized?

Allocated to intervention
(n=19595)

Received allocated intervention
(=)

Did not receive allocated intervention
(=)

Give reasons

\ 4

Lost to follow-up (n= )
Give reasons

Discontinued intervention
(n=)

Give reasons

Analyzed (n= )

Excluded from analysis (n= )
Give reasons

A 4

(n=")
Other reasons
(=)
We have not
compiled the nonresponse
data

Allocated to intervention
(n=19595)

Received allocated intervention
(n=)

Did not receive allocated intervention
(=)

Give reasons

Yes
[ Allocation
[ Follow-Up
[ Analysis

\ 4

Lost to follow-up (n= )
Give reasons

Discontinued intervention
(=)

Give reasons

\ 4

Analyzed (n= )

Excluded from analysis (n= )
Give reasons




HMC Consort Diagram Through 8/31/07 - Wing

Long-term Maintenance of Weight Loss

Assessed for eligibility through
telephone screening (n = 794)

Enrollment

A 4

[
Is it Randomized?
No, this is not an
intervention study

Reduced-Obese
Participants

Enrolled [signed consent]

n =290

[ Allocation ]

\ 4

Of enrolled participants:

Did not return study
Questionnaire (n = 22)

\ 4

Questionnaires scanned and
preliminary analyses performed
(n=254)

[ Follow-Up ]

[ Analysis ]

Excluded (n = 323)

Did not meet inclusion
Criteria (n = 218)

Refused to participate [did not
return consent forms] (n = 98)

Were sent consent forms
Recently (n=7)

Normal Weight
Control Participants

Enrolled [signed consent]
n=181

\ 4

Of enrolled participants:

Did not return study
Questionnaire (n = 10)

\ 4

Questionnaires scanned and
preliminary analyses
performed (n = 167)




