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Crossover

Per-sequence arms/groups:
» Show how evenly participants were distributed when they

were randomized
YT ey el Avoid double counting the unit of analysis (participants)

" Results Section Add Baseline Measure Reorder Baseline Measures  Help Definitions P Show ALl

Arm/Group Title Hypertena, Then Placebo Placebo, Then Hypertena Total
 Arm/Group Description Participants first received Hypertena 20 mg tablet  Participants first received Placebo tablet (matching
each morning in a fasting state for 2 weeks. Aftera Hypertena 20 mg) in a fasting state each morning
washout period of 2 weeks, they then received for 2 weeks. After a washout period of 2 weeks,

m
=
=

Placebo tablet (matching Hypertena 20 mg) in a they then received Hypertena 20 mg in a fasting Data for each
fasting state each morning for 2 weeks. state each morning for 2 weeks. arm/ group and
Edit Overall Number of Baseline Participants 65 65 130 T I
» Baseline Analysis Population Description or the (_)ve ra
Edit Age, Continuous Number Analyzed 65 participants 65 paﬁV 130 participants pOpulatIOn are
Mean (Standard Deviati .
e eazﬁ{ andard Dewviation) reqL"red.
Unit of measure: years P M .
40.5(5.3) 40.1(5.9) 40.3 (5.6)
Edit Sex: Female, Male Number Analyzed 65 participants 65 participants 130 participants
Measure Type: Count of
Delete Participants
Unit of measure:
participants
Female 3 47.69% 29 44,62% 60 46.15%
Male 34 52.31% 36 55.38% 70 53.85%
Edit  Ethnicity (NIH/OMB)  Number Analyzed 65 participants 65 parlicipants 130 participants
Measure Type: Count of
Delete Participants
Unit of measure:
participants
Hispanic or Latino 13 20% 12 18.46% 25 19.23%
Not Hispanic or Latino 52 80% 53 81.54% 105 80.77%
Unknown or Not 0 0% 0 0% 0 0%

Reported




Crossover

Percentages are automatically calculated when “Count of

Participants” is the Measure Type. Displaying them is optional.

Edit Race (NIH/OMB) Number Analyzed 65 participants 65 participants 130 participants
Measure Type: Count of
Delsta Participants
Unit of measure:
participants
American Indian or 0 0% 0 0% 0 0%
Alaska Native
Asian 0 0% 0 0% 0 0%
Native Hawaiian or 0 0% 0 0% 0 0%
Other Pacific Islander
Black or African 10 15.38% 9 13.85% 19 14.62%
American
White 55 84.62% 56 86.15% 111 85.38%
More than one race 0 0% 0 0% 0 0%
Unknown or Not 0 0% 0 0% 0 0%
Reported
Edit Region of Enrollment  Number Analyzed 65 participants 65 participants 130 participants
Measure Type: Count of
Delete Participants
Unit of measure:
participants
United States 65 100% 65 100% 130 100%
Edit Weight Number Analyzed 65 participants 65 participants 130 participants
Mean (Standard Deviation)
Delete
Unit of measure: kg
63.9 (8.9) 66.1(13.0) 65.0 (11.2)
Edit  Sitting Systolic Blood  Number Analyzed 65 participants 65 participants 130 participants
Pressure (SBP)
Delete  Mean (Standard Deviation)
Unit of measure: mmHg
143.9 (15.5) 149.9 (23.1) 146.9 (19.9)
Edit Sitting Diastolic Blood Number Analyzed 65 participants 65 participants 130 participants
Pressure (DBP)
Delete  Mean (Standard Deviation)

Unit of measure: mmHg

89.9 (8.6)

93.7 (9.6)

91.8(9.3)



Participants are presented

Dose Escalation according to dose level to inform

Baseline Measures Overview .
/ analyses comparing dose levels.
" Results Section Add Baseline Measure Reorder Baseline Measures __H_g_l_p_ _I_?_gﬁnigg_r_lg._ P Show All
Edit Arm/Group Title Ender-G 100 mg/m*2 Ender-G 125 mg/m"2 Ender-G 150 mg/m*2 Total
¥ Arm/Group Description Cohort 1: Participants were Cohort 2: Participants were Cohort 3: Participants were
administered 100 mg/m*"2 of Ender-G administered 125 mg/m*2 of Ender-G administered 150 mg/m*2 of Ender-G
twice a day, via intravenous catheter twice a day, via intravenous catheter twice a day, via intravenous catheter
(IV), for 4 weeks, with 4 weeks of follow-  (IV), for 4 weeks, with 4 weeks of follow-  (IV), for 4 weeks, with 4 weeks of follow- Dat f h
up after the last dose was administered. up after the last dose was administered. up after the last dose was administered. ata ior eac
Edit Overall Number of Baseline 3 6 6 15 arm/group and
Participants f h I
» Baseline Analysis Population or the overa
CEs e population are
Edit Age, Continuous Number 3 participants 6 participants 6 participants 15 participants .
Median (Full Range) Analyzed required.
Delete ;
Unit of measure:
years r i 9
67 (43 to 72) 63 (36 to 74) 62.5 (42 to 82) 67 (36 to 82)
Edit Sex: Female, Number 3 participants 6 participants 6 participants 15 participants
Male Analyzed
Delete  Measure Type: Count
of Participants
Unit of measure:
participants
Female 2 66.67% 3 50% 2 33.33% 7 46.67%
Male 1 33.33% 3 50% 4 66.67% 8 53.33%
Edit Race (NIH/OMB) Number 3 participants 6 participants 6 participants 15 participants
Measure Type: Count  Analyzed
Delete of Participants
Unit of measure:
participants
American Indian 0 0% 0 0% 0 0% 0 0%
or Alaska Native
Asian 0 0% 0 0% 0 0% 0 0%
Native Hawaiian 0 0% 0 0% 0 0% 0 0%
or Other Pacific
Islander
Black or African 1 33.33% 2 33.33% 1 16.67% 4 26.67%
American
White 2 66.67% 4 66.67% 5 83.33% 1 73.33%
More than one 0 0% 0 0% 0 0% 0 0%
race
Unknown or Mot 0 0% 0 0% 0 0% 0 0%

Reported




Dose Escalation

m
=

Region of Number 3 participants 6 pariicipants 6 participants 15 participants
Enrollment ~ Analyzed
Measure Type: Count
of Participants

E |

Unit of measure:
participants
United States 3 100% 6 100% 6 100% 15 100%
WHO Number 3 participants 6 participants 6 participants 15 participants
Performance  Analyzed

Status [1
Measure Type: Count
of Participants

m
2

Fl

Unit of measure:
participants

Percentages are

i i 0 % 33% % 6 i
Category Titles briefly I 1 33.33% 2 3333 2 33.33% 5 SRl automatically

describe each stage 1 (Symptomatic, 1 33.33% 3 50% 3 50% 7 ol calculated when
but ambulatory)

org rade. 2 (Symptomatic, 1 33.33% 1 16.67% 1 16.67% 3 ol “‘Count of

= Participants” is
[1] Measure Description: World Health Organization (WHQ) performance status: p
« 0 = Asymptomatic (Fully active, able to carry out predisease activities without restriction) the Measure
The Baseline Measure Description « 1 = Symptomatic, but ambulatory (only physically strenuous activity restricted) T Displavi
. « 2 = Symptomatic, <50% in bed (Ambulatory, capable of all self care, unable to carry out any work activities. Up and about >50% of waking hours) ype. Lisplaying
fU”y describes all stages or grades, « 3 = Symptomatic, >50% in bed, but not bedbound (only limited self-care, confined to bed or chair >50% of waking hours) them is optional.
from best to worst outcome. + 4 = Bedbound (Completely disabled, no self-care, Totally confined to bed or chair)
+ 5=Death
Edit Tumor Type Nurriber 3 participants 6 participants 6 participants 15 participants
Measure Type: Count  Analyzed
Delste of Participants
Unit of measure:
participants
Non-small-cell 1 3333% 2 33.33% 2 3333% 5 33.33%
lung carcinoma
(NSCLC)
Prostate 1 33.33% 2 33.33% 2 33.33% 5 33.33%
Ovarian 1 33.33% 2 33.33% 2 33.33% 5 33.33%
Edit Number of Prior  Number 3 participants 6 participants 6 participants 15 participants
Chemotherapy ~ Analyzed
Delete Regimens
Measure Type: Count
of Participants
Unit of measure:
participants
1 1 33.33% 1 16.67% 2 33.33% 4 26.67%
When categories and the Measure Type 2 0 0% 1 16.67% 1 16.67% 2 13.33%
“« . ” 3 1 33.33% 1 16.67% 0 0% 2 13.33%
Count of Participants” are both used, e 3 e, 5 o 2 o ? s are

system validations can check that the
sum of participants per arm/group
equals the number analyzed.




Units Other Than Participants

" Results Section

Add Baseline Measure Help

Baseline Measures Overview

Definitions

Arms/groups represent the
randomization of units

(implants) and show how well
the units were distributed.

¥Hide All

Edit

Arm/Group Title

¥ Arm/Group Description

Ghostsply® Implants

Titanium Ghostsply® implants were
randomly assigned to the left or the
right mandible side in a split-mouth
randomized design.

Crestene® Implants

Ceramic Crestene® implants were

randomly assigned to the left or the
right mandible side in a split-mouth
randomized design.

Total

Arow is added to the Edit
Baseline Characteristics
table to:
* Display the Type of
Units Analyzed and
the number analyzed

per arm/group

Overall Number of Baseline

Participants

Overall Number of Units

Analyzed

Type of Units Analyzed: implants

¥ Baseline Analysis
Population Description

[Not specified]

26

48

26

42

26

90

+ Allow the selection of F
‘implants” as the
analysis population in
the baseline

Delete

measures

Age,
Continuous
Median (Full
Range)

Unit of measure:

years

Number
Analyzed

26 participants

26 participants

26 participants

55 (21 to 75)

55 (21 to 75)

55 (21 to 75)

Age,
Customized

Measure Type:
Number

Unit of measure:

participants
<= 18 years
Between 18
and 65 years
>= 65 years

Number
Analyzed

26 participants

25

26 participants

25

26 participants

25

Data for each
arm/group
and for the

overall
population
are required.




Units Other Than Participants

Customized

Sex/Gender, Number
Customized Analyzed

Measure Type:
Number

Unit of measure:

26 participants

26 participants

26 participants

measures and the
Measure Type
“Number” are used
to allow the

participants
Female
Male

9
17

9
17

17

adjustment of the
Total values across

Delete

Race and Number
Ethnicity Not ~ Analyzed
Collected [11
Measure Type:

Count of

Participants

Unit of measure:
participants

0 participants

0 participants

0 participants

0

[11 Measure Analysis Population Description: Race and Ethnicity were not collected from any participant.

Edit

Delete

When categories
and the Measure

Region of Number

Enroliment Analyzed
Measure Type:
Number

Unit of measure:
participants

26 participants

26 participants

26 participants

rows of participants.
This avoids the
double counting of
participants.

The Number Analyzed

row displays the number
of implants analyzed per
arm/group when “Count
of Units” is selected as
the Measure Type.

. United States 26 26 26
Typ_e , Count of Edit  Implantation Erl:lm'llberd 48 implants 42 implants 90 implants /
Units” are both MS|te TyTpe alyze Percentages are
easure e: .
usle'dd’ system e automatically calculated
validations can - its” i
o ot it Unit of measure. when “Count of Units” is
check that the sum implants the Measure Type.
of units per £ tFI’_rior 19 39.58% 16 38.1% 35 <L Displaying them is
lentulism
arm/group equals (missing optional.
the number 2L
Extraction 29 60.42% 26 61.9% 55 61.11%

analyzed.



Cluster Randomized

A row is added to the
Baseline Characteristics
table to:
* Display the Type of
Units Analyzed and the
number analyzed per

arm/group

+ Allow the selection of
“Intensive Care Units”
as the analysis
population in the
baseline measures

™ Results Section  Add Baseling Measure Reorder Baseline Measures  Help

Baseline Measures Overview

Definitione:

Fshow all

Edit Group 2: Targeted ;
% anll Group 3 Enhanced Roam
ArmiGroup Title Group 1: Standard Care Decolonlzah%nﬂlzlus Standard Disinfection Pius Standard Care Tatal
* ArmiGroup Description  Patlents were screened for As in Group 1, patients were Az in Groups 1 and 2, patients
Paissonosis davrilanum (PO screened for PD infection on ICU were screaned for PD infection
infection on intensive care unit admission and each enrolled an ICU admission and each
{ICU) admissizn. Each enrolled 1CU fook transmission-based enrolled ICL took transmission-
ICU took transmission-based precautions, based on guidance  based precautions, based on
precautions, based on guidance  from the CDC. In addition, PD- quidance from the CDC. In
from the Centers for Disease positive patients received a 5- additlon, reoms fram which PD
Control and Prevention (CDC). day decolonization ragimen of patients were discharged wera
twice daily intranasal 2% No Bug  disinfected with a solution
cream and daily bathing with 4% coniaining hypechlonte (bleach)
No-Scrub sanitizing cloths. plus a disinfecting ultraviclet light
{UN-C) device.
Edit Overall Number of 78,653 80,685 77,583 236,931
Baseline Participants
Overall Number of Units 23 22 29 I
Analyzed
Type of Linits Analyzed: Intensive
Carer Units
* Bassline Analysis
Population Deseription
Edit Age,
Continuaus 1" Data for each arm/group and for the overall
Degs  Median {Infer- . -
ST Bl population are required.
Uirdt af s re:
PRI
Baseling Hurribsar 39,530 parlicipanis 41,229 parlicipanis 38,804 parlicipanis 119663 parlicipants
Periog  finalyzed r J
83 (51 to 76) 66 (54 to 78) &7 (5510 79) B85 (520 77}
Intervention hlumber 39,123 parficipants 39,456 parlicipants 38,789 parlicipants 117368 participants
Period ~ Analyzed

64 (52 10 77)

65 (53 to 77)

&6 (54 to T8)

65 (52 to 77)

1] Measure Analysis Population Description: Participants assessed for age in the baseline and intervention periods

Edit  Sex: Female,

Mala 1
Dewie Measure Type:
Count of
Farticipanta
Urat of measure:
participants.
Baseline Humbar
Peripd  Analyzed
Femala
Male
Intarvention Murmibser
Period Arailyzod
Femiale
Mala

39.530 parficipants
19.014 48.1%
20.516 51.8%

39,123 participants

18,427 47 1%
20,696 52.5%

41,229 parficipants
20,367 4843
20,862 50.5%

39,456 parlicipants
19.412 49.2%
20,044 50.6%

38,804 parficipants

20,100 51.6%
18,704 40.2%
38,789 parficipants

18.929 48 5%
19,260 51.2%

119563 participants
59481 40.75%
Bl0E2 S0.25%

117368 paticipants

55768 48,3
E0600 a1.83%

1] Mezsure Analysis Population Description: Participants essessead for sex in the bassline and intervention periods




Cluster Randomized

Separate
rows are
used to

present

data for the
two periods
of the study.

Edit Ethnicity
(NIH/OMBE) T
Dlsas Measure Type:
Count of
Participanta

Uret of measure:

participants
Basaling
Period

Intervention
Period

Nuribar
Arcilyzed

Hispanic or
Lating
Hispanic or
Lating
Unknawn
Reported
Numbsr
Analyzad
Hispanic or
Latina
Hispanic ar
Lating
Undnown
Raportad

I 39,530 participants

41,229 parlicipants

38,804 participants

119563 participants I

810 23%
38620 87 7%

o 0%

985 2.50%
40, 244 9T E1%

1.501 3.87%

37.203 9, 13%

Q 0%

3396 264%

TIEIET a7.16%

o

E=

| 30,123 paricipants

39,456 parlicipants

38,789 parlicipants

117368 garticipanis |

806 2.28%

38227 ar.71%

a 0%

963 2.44%

36,483 a7.56%

0 %

1479 3.81%
37.310 A6.15%

0 0%

335 284%

114030 ar.16%

0%

(=]

1] Measure Analysis Population Description: Participants assessed for ethnigity in the baseline and intervention periods

Edit Race
(MIH/OME) M
Diemis Mezsura Type:
Count of
Farticipants
Urat of measure:
participants
Basaling
Pariod

Intervention
Pariod

ML
Analyzed
American

Inddian o
Alaska
Malive

Nativia
Hawsiian or

|zlardsr
Black ar
African
‘Whita
Wera than
One race
Linkinesiem

Repaorted
Numibar
Analyzed
Amedican
Indian or
Mlagka
Native
AsEn
Maliver
Haweaiian ar

Islandar
Glack or
American
\White
Mere than
e race
Linknown

Risported

39,520 parficipanis

420 1.06%

1,862 4.BE%

13 0.33%

8388 21.21%

28631 T243%
i} (i

a %
39,123 participants

391 1%

1.856 5%
128 0,33%

8215 %

28432 T2.67%

41,228 parlicipanta

B5g 208%

1.209 2.83%
244 n.65%

9.882 23.9™%

29,035 T0.42%

39,456 carlicipants
659 1.67%

1.008 256%
158 4%

9,182 253.2T%

25,448 T2.1%

38,804 parlicipania

560 1.44%

2737 7.05%

169 DA44%

9821 2531%

25517 B5.76%
LI} 0%

L] %

38,789 parlicipants

581 1.5%

2,715 T%
171 0.44%

9697 25%

25625 B6.D6%

119563 partidpanta

1838 1.54%

5008 4.84%
544 n45%

280ER 234%%

E3ED 60,57

117368 participanis

1631 1.530%

LEED 4.B4%
458 0.35%

27084 25.08%

BI505 T0.3%

1] Measune Analysis Population Description: Participants assessed for race in the baseline and Intervention periods

Analysis populations
are adjusted from the
Overall Number of
Participants Analyzed
values to reflect

participation in each
period, and an
explanation is provided
in the Measure
Analysis Population
Description.




L]
CI uste r Ra n d o m Ized Edit Region of Humicer 78,653 participants 80,685 participants 77.593 participants 236931 patcipants

e e The Number Analyzed row
Pariipans displays the number of
R e Intensive Care Units analyzed
UnilEFI States T8EB3 100% 80,685 100% 77.593 100% 236931 100% per arm/group When “Count Of
Edit Ir1te|:|swe Cﬁ:ﬂ .
L Eu%%pﬁ": Units” is selected as the
et Measure Type.
. Intensee Cans
Units
When Categorlfs and the Easel'me_ A:Ium 23 B jmpsive Care Unite 22 B \ntensive Care Units 28 M1 ensive Care Linits 74 B jptepsive Care Uit
Measure Type Count of MaﬂJcF:IF:r:f 3 13,04% 3 15.64% 2 58% B 10.61%
U n itS” are both used y System Baseling ﬁNmLanLT 23 P intanaive Care Units 22 P ntsnsive Care Units 29 ™ |ntensive Cars Unite 74 B intsraive Care Units
0 0 Period :
validations can check that the Surgical only 5 2 aTH < 4 15.48% 4 3 10,343 " 9 12.16%
o Husriber 21 |nlansive Care Units nlansive Care Lnits niensive Care Units ntensive Care Units A
sum of units per arm/group Me:::fﬁ: ey | 2 et ek i e e — ikl Pcrcentages are automatically
equa|s the number analyzed. :u“rg?c”al 18 78.26% 15 65.18% 24 82.76% 57 2= calculated when “Count of
Intervention P:‘El‘i""ﬁ 23 ¥ |ntgnsive Care Units 20 M intgnsive Cars Linits 29 ™ |nignsive Care Units 72 ¥ inignsive Cars Urits U n its” iS the Measure Type
Perind : .
Medical only 3 13.04% 1 5% 2 i3 L] B.33% = A A 2
Intervention humiber 23 1 jriensive Care Units 20 T jptepsive Care Urits 29 B ensive Care Units 72 B jptepsive Care Urits DISplayIng them IS Opt|0na| .
Perind .  Analyzed
Surgical only 2 8.7% 4 2% 3 10,34% ] 175%
Intervention Humbar 23 ¥ |ntansive Care Units 20 M ntansive Care Units 29 B |ntenaive Care Units 72 B |ntansive Care Units
_Pen'od: Analyzed
Mﬁ;ﬁ 18 76, 26% 15 75% 24 82.76% a7 TRATY
111 Measune Analysis Population Degeription: Data not available for the tvo 1CUS in Group 2 that withdrew during the intervention penod
The Number of Baseline Participants for each < Rimactab i
] . ) 3 participants
arm/group is displayed as a footnote when “Count of 141 38,804 partcipants

Units” is the M - d th lue differs f Rl An analysis population is adjusted from the Overall Number of Units
nits “15 he Measure 1ype and the value ditiers from Begrtaisiabdlll A\nalyzed value to reflect participation in the intervention period, and an
explanation is provided in the Measure Analysis Population Description.

the Overall Number of Participants Analyzed. 19} 38,789 pariicipants
(8] 117368 participants

Edtt Number of
Participants
Ueme  with Pricr PD
Infection 2
Measzure Typa:
Count of
Participants

LIl of misesune:
participanls

Baseling MLt 389,530 parlicipants 41,229 parlicipanta 38,804 rarlicipants 119563 particpana .
i | Ay The Baseline Measure
3826 0.68% 4.025 B.76% 3,61 10,08% 17Ez B.51% e .
Intervention ﬁlm 39,123 parlicipands 30,456 prlicipants 38,789 svlicipants 7368 parlicipants Descrlptlon prOVIdeS
Period age - 5
451 12.85% 4783 12.12% 412 106% 13048 "% additional information

[1] Measure Description: Prior infections were those that occurred 1 year prior to admission through day 2 of the ICU stay for the baseline
ar intervention period,

2] Measure Analysis Population Description: Participants assessed for pricr PD infection in the baseling and intervention periods

about the analysis.




Arms/groups are presented according to the

randomization and show how evenly participants
were distributed when they were randomized.

Fractional Factorial

Reported

" Results Section  Add Baseline Measure Reorder Baseline Measures Help  Definitions,
M
Edit CBT(H), CBT(H), CBT(H), CBT(H), CBT(L), CBT(L), CBT(L), CBT(L),
Texts(Y), Texts(Y), Texts(N), Texts(N), Texts(Y), Texts(Y), Texts(N), Texts(N),
Arm/Group Title Interactive(Y), Interactive(N), Interactive(Y), Interactive(N), Interactive(Y), Interactive(N), Interactive(Y). Interactive(N). Total
Matched Matched Matched Matched Matched Matched Matched Matched
Success(H) Success(L) Success(L) Success(H) Success(L) Success(H) Success(H) Success(L)
¥ Arm/Group  In-Person In-Person In-Person In-Person Web-Based Web-Based Web-Based Web-Based
Description  Cognitive CBT + Text CBT + CBT + CBT + Text CBT + Text CBT + CBT +
Behavioral Messaging +  Interactive Matched M ging + M jing +  Interactive Matched
Therapy Matched Exercises + Success Story  Interactive Matched Exercises + Success Story
(CBT) + Text  Success Matched (High) Exercises + Success Story Matched (Low)
Messaging +  Story (Low) Success Note: Matched (High) Success Note:
Interactive Note: Story (Low) Participants in ~ Success Note: Story (High) Participants in
Exercises + Participants in  Note: this condition ~ Story (Low) Participants in  Note: this condition
Matched this condition  Participants in  did not this condition  Participants in  did not
Success did not have this condition  receive text did not have this condition  receive text
Story (High) access to the  did not messages or access tothe  did not messages or
interactive receive text have access interactive receive text have access
exercises. messages. to the exercises. messages. to the
interactive interactive
exercises. exercises.
Edit Overall Number of 50 50 50 50 50 50 50 50 400
Baseline Participants
» Baseline Analysis
Population Description
Edit Age, Number 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 400
Continuous  Analyzed participants
Delste Mean . .
e Data for each arm/group and for the overall population are required.
Unit of '
measure: years 1
16.1 (2.2) 15.9(1.9) 15.8(1.1) 16.3 (1.5) 16.5 (2.0) 156.3 (1.4) 16.4 (1.8) 16.5(1.2) 16.0 (1.7)
Edit Sex: Number 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 400
Female, Analyzed participants
Delete Male
Measure Type:
Count of
Participants
Unit of
measure:
participants
Female 30 60% 32 64% 26 52% 27 54% 29  58% 31 62% 26 52% 28 56% 229 57.25%
Male 20  40% 18 36% 24 48% 23 46% 21 42% 19  38% 24 48% 22 44% 171 42.75%
Edit Ethnicity Number 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 400
(NIH/OMB) Analyzed participants
Delete  Measure Type:
Count of
Participants
Unit of
measure:
participants.
Hispanic 6 12% 10  20% 7 14% 5 10% 3 6% M 22% 8 16% 4 8% 54 13.5%
or Latino
Not 44 88% 40  80% 43 86% 45  90% 47 94% 39 78% 42 84% 46 92% 346 86.5%
Hispanic
or Latino
Unknown 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0%
or Not



Fractional Factorial

Edit Race Number 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 400
(NIH/OMB) Analyzed participants
pelete  Measure Type:
Count of
Participants
Unit of
measure:
participants.
American 0 0% 1 2% 0 0% 0 0% 0 0% 0 0% 1 2% 0 0% 2 0.5%
Indian or
Alaska
Native
Asian 3 8% 4 8% 2 4% 1 2% 5 10% 6 12% 4 8% 0 0% 25 6.25% Per‘ce ntages are
Native 0 0% 0 0% 1 2% 0 0% 0 0% 1 2% 0 0% 0 0% 2 0.5% .
Havaian automatically calculated
Pacific “
isancer when “Count of
Black or 10 20% 15 30% 12 24% 16 32% 13 26% 14 28% 20 40% 1" 2% 111 27.75% ey ” s
 Acan Participants” is the
erican
White 37 74% 30  60% 35 70% 33 66% 32 64% 29 58% 25 50% 39 78% 260 65% MeaSU re Type
More 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% . . .
tan ne Displaying them is
Brinous 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% 0 0% opt|0na|_
Reported
Edit  Regionof  Number 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 400
Enrollment ~ Analyzed participants
Delete  Measure Type:
Count of
Participants
Unit of
measure:
participants
United 50 100% 50 100% 50 100% 50 100% 50 100% 50 100% 50 100% 50 100% 400 100%
States
Edit Previous In- Number 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 400
School Analyzed participants
Lelete  Suspensions
Measure Type:
Count of
Participants
Unit of
measure:
participants
9 18% 2 4% 7 14% 6 12% 8 16% 4 8% 2 4% 7 14% 45 11.25%
Edit Repeateda Number 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 50 participants 400
Grade Analyzed participants
Delete  Measure Type:
Count of
Participants
Unit of
measure:
participants

1 2% 3 6% 1 2% 2 4% 1 2% 3 6% 4 8% 3 6% 18 4.5%



SMART

Baseline Measures Overview

" Results Section Add Baseline Measure Reorder Baseline Measures Help

Definitiops.

Arms/groups are presented according to the randomization

of participants in stage 1 and show how evenly participants
were distributed when they were randomized.

Stage 1: Usual Post-Adoption Follow-up

Stage 1: Adoption-Specific Family

e Data for each arm/group

Arm/Group Title (UF) Counseling (ASFC) Total

¥ Arm/Group Description The adoption caseworker provided 12 Alicensed clinical social worker provided
weekly post adoption visits to record 12 weekly trauma-informed adoption
information about the adolescent's counseling sessions for the adopted
nutrition and growth, activities, and adolescent with his or her new parents
adjustment to school and the new family.  and new siblings if applicable. Counseling
The caseworker provided educational aimed to educate parents about the best
materials to the parents and general parenting practices for healing
advice about adolescent development traumatized adolescents and the best
and parenting techniques for adolescents. ways to handle their behavioral issues.

Edit Overall Number of Baseline 138 138
Participants
» Baseline Analysis Population Includes all participants who started stage 1

Description

and for the overall

Edit Age, Continuous Number
Mean (Standard Deviation) ~Analyzed

Unit of measure: years

138 participants

L, ST population are required.

13.9 (1.9) 14.2 (2.5) 14.1(2.2)
Edit  Sex: Female, Male  Number 138 participants 138 participants 276 participants
Measure Type: Countof ~ Analyzed
Delete Participants
Unit of measure:

participants

Female 76 55.07% 68 49.28% 144 52.17%

Male 62 44.93% 70 50.72% 132 47.83%

Edit  Ethnicity (NIH/OMB)  Number
Measure Type: Countof ~ Analyzed

138 participants

138 participants

276 participants

- Partiipants Percentages are
e o automatically calculated
Hlsp_t'm 0 0% 0 0% ¢ 0% when “Count of
Not;irli;:{lr:g 138 100% 138 100% 276 100% ParthlpantS” |S the
Unknown or 0 0% 0 0% 0 0%
Not Reportsd Measure Type.

Edit Race (NIH/OMB) Number
Measure Type: Countof ~ Analyzed
Delete Participants

Unit of measure:
participants
American
Indian or
Alaska
Native
Asian
Native
Hawaiian or
Other Pacific
Islander
Black or
African
American
White

138 participants

1 0.72%
88 63.77%
0 0%
43 31.16%

6 4.35%

138 participants

o] 0%
91 65.94%
o] 0%
40 28.99%
7 5.07%

276 participants

Displaying them is

optional.
1 0.36%
179 64.86%
0 0%
83 30.07%
13 4.71%



SMART

Edit Region of Enrollment Eﬁnllberd 138 participants 138 participants 276 participants
Measure Type: Count of alyzex
Delete Participants
Unit of measure:
participants
United States 138 100% 138 100% 276 100%
i Edit  Friends and Family 1 i
Baseline sy Analysis populations
e Attachment H
data relevant Classontionts, 2 are adjusted from the
Measure Type: Number
to the _ Overall Number of
| d Pacansoe P Participants Analyzed
rlma an ‘ercentage of Farticipan
p ry ANu{nb:é I 100 participants 100 participants 200 participants I ar ICIpan S na yze
nalyz
secondary P " prs values to reflect the
Outcom e [1] Measure Description: The FFlis a semi-structured interview used to classify adolescent attachment to adoptive parents as pop ulation used for the
secure (best), insecure/ambivalent, insecure/avoidant, or disorganized (worst). The percentage of participants with either
measures secure or insecure ordered (insecure/ambivalent or insecure/avoidant) attachment is reported. re|ated outcome
[2] Measure Analysis Population Description: This assessment is reported for participants who completed stage 2 (outcome
are reported. measure analysis population). measures, and an
Edit V Child Behavior . . .
Checklist (CBCL) explanation is provided
Delete Score [ 2 q 0
Mean (Standard Deviation) in the Measure AnaIySIS
Unit of measure: units on a H H H
= Population Description.
Externalizing Behavior Number 100 participants 100 participants 200 participants
Analyzed
12.68 (5.30) 11.22 (4.58) 11.95 (5.01)
Internalizing Behavior, ANU;'“b:é 100 participants 100 participants 200 participants
nalyz
13.61 (5.38) 13.32 (5.14) 13.47 (5.26)
The B asel | ne [1] Measure Description: The Child Behavior Checklist/6-18 (CBCL) was used to assess adolescent behavior. The school-age
CBCL is designed for children and adolescents ages €-18 and includes eight syndrome scales. Three syndrome scales,
inti Anxious/Depressed, Withdrawn/Depressed, and Somatic Complaints, are summed to produce an Internalizing Behavior
Measu re DeSC” pt|0n subscale score ranging from 0 to 64, while two others, Rule Breaking Behavior and Aggressive Behavior, are summed to
A produce an Externalizing Behavior subscale score ranging from 0 to 70. Higher scores on both subscales indicate more
p rovi d €es th e ran g e numerous and frequent behavioral problems.
1 1 1 [2] Measure Analysis Population Description: This assessment is reported for participants who completed stage 2 (outcome
a nd d I reCt|OnaI|ty Of measure analysis population).

each scale or
subscale score.
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