Adverse event onset date (AEDATE):

Event number (AESEQNUM):

This adverse event has beenclosed by the Medical Reviewer and may no longer be updated.

For the purposes of this protocol, only overdoses, whether hospitalized or not, and all deaths will be reported in AdvantageEDC.

1. Adverse event outcome:(ALAEOUT)

2

a.lf"Overdose" or"Overdose resulting in death”, date of overd os e:(A1ODDT)
b.If"Overdose resulting in death"or "Other death”, date of death:(AIDTHDT)

. f"Overdose", severity of overd os e:(A1OD SEVE)

. f"Overdose"or "Overdose resulting in death”, were opioidsinvolved in the overdose ?(A 10PIOID)
. f"Other death”, primary cause of death:(A1CAUSE)

. Date site became aware ofthe event:(ALAWARDT)

. Hospitalization:(AIHOSPIT)

Conments:(AD1COM M)

Adverse Events (AD1)

1-Overdose
2-Overdose resulting in death
3-Other death

I
(mm/dd/yyyy)
(mm/dd/yyyy)

1-Grade 1 - Mild
2-Grade 2 - Moderate
3-Grade 3 - Severe

" No [ ves [ Unknown

[
(mm/dd/yyyy)

TNo T ves T unknown

Web Version: 1.0; 5.00;09-19-16



Seg A — CTN-0051A2 Annotated CRFs Segment A

Additional Selection Options for AD1

Event number (AESEQNUM) (key field):
01-1stAdverse Eventofthe day
02-2nd Adverse Eventofthe day
03-3rd Adverse Event of the day
04-4th Adverse Event of he day
05-5t Adverse Event of he day
06-6t Adverse Event of the day
07-7th Adverse Event of he day
08-8th Adverse Event of the day
09-9t Adverse Event of he day
10-10th Adverse Eventofthe day
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Demographics (DEM)
Web Version: 1.0; 2.02; 07-11-14

1. Date of birth:(DEBRTHDT) (mm/dd/yyyy)
2. Age:(DEAGE) (xx)

3. Gender:(DEGENDER) [ male [ Female [ Dontknow [ Refused

4. Does the participant consider him or herself to be Hispanic/Latino?(DEHISPNC) [~ No | ves | Dontknow | Refused

If "Yes", indicate the group that represents his or her Hispanic origin or

. 1-Puerto Rican
ancestry:(DEHISPSP) 2-Dominican (Republic)
3-Mexican/Mexicano
4-Mexican American
5-Chicano
*Additional Options Listed Below

5. What race does the participant consider himor herself to represent:
(Check all that apply)

White: (DEWHITE) [

Black/ African American: (DEBLACK) |

Indian (American): (DEAMEIND) [

Alaska native: (DEALASKA) [

Native Hawaiian: (DEHAWAII) I

Guamanian: (DEGUAM) [

Samoan: (DESAMOAN) -

Other Pacific Islander: (DEPACISL) [ Specify:(DEPACISO)I
Asian Indian: (DEASAIND) [

Chinese: (DECHINA) [

Filipino: (DEFILIPN) [

Japanese: (DEJAPAN) -

Korean: (DEKOREA) [

Vietname se: (DEVIETNM) [

Other Asian: (DEASIAN) [ Specify:(DEASIAOT) [
Some other race: (DERACEOT) [ Specify:(DERACESP)I
-OR-

Don't know:(DERACEDK) |

Refused: (DERACERF) |
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6. What is the highest grade or level of school the participant has completed or the
highest degree they have received?(DEEDUCTN)

7. We would like to know about what the participant does -- is he/she working now,
looking for work, retired, keeping house, a student, or what?(DEJOB)

If "Other", specify:(DEJOBSP)

00-Never attended / kindergarten only
01-1stgrade

02-2nd grade

03-3rd grade

04-4th grade

*Additional Options Listed Below

01-Working now

02-Only temporarily laid off, sick leave, or matemity leave
03-Looking for work, unemployed

04-Retired

05-Disabled, permanently or temporarily

*Additional Options Listed Below

8. Is the participant married, widowed, divorced, separated, never married, or living 01-Married

with a partner?(DEMARTL)

Comments:(DEMCOMM)

02-Widowed

03-Divorced

04-Separated

05-Never married

*Additional Options Listed Below
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Additional Selection Options for DEM

If "Yes", indicate the group that represents his or her Hispanic origin or ancestry:
6-Cuban

7-Cuban American

8-Central or South American

9-Other Latin American

99-Other Hispanic

98-Refused

97-Don't know

What is the highest grade or level of school the participant has completed or the highest degree they have received?
05-5th grade

06-6th grade

07-7th grade

08-8th grade

09-9th grade

10-10th grade

11-11th grade

12-12th grade, no diploma

13-High school graduate

14-GED or equivalent

15-Some college, no degree

16-Associate's degree: occupational, technical, or vocational program
17-Associate's degree: acade mic program

18-Bachelor's degree (e.g., BA AB, BS, BBA)

19-Master's degree (e.g., MA, MS, MEng, MEd, MBA)
20-Professional school degree (e.g., MD, DDS, DVM, JD)
21-Doctoral degree (e.g., PhD, EdD)

98-Refused

97-Don't know

We would like to know about what the participantdoes -- is he/she working now, looking for work, retired, keeping house, a student, or what?
06-Keeping house

07-Student

99-Other

Is the participant married, widowed, divorced, separated, never married, or living with a partner?
06-Living with partner

98-Refused

99-Don't know
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Segment (PROTSEG): A
Visit number (VISNO):

Date of assessment(DSMASMDT)

Have you used in the past 12 nonths:

Answer the following for drugs used in the past 12 months
Criteria

1. Recurrent substance use resulting in a failure to fulfil major

role obligations at work, school, or home

(e.g., repeated absences or poor work performance related o
b use; sub lated suspensions,

or expulsions from school; neglect of children or household):

DSM - 5 - Substance Use Disorders (DSM)

(mm/ddkyyyy)

Opioids
0-No
1-Yes

(DSOPIL2M)

Opioids

0-No
1-Yes
(DS OP I0BL)

Alcohol
0-No
1-Yes
(DSALC12M)

Alcohol

0-No
1-Yes
(DSALCOBL)

Amphetamines
0-No
1-Yes

(DSAMP12M)

Amphetamines

0-No
1-Yes
(DSAMPOBL)

Cannabis
0-No
1-Yes

(DSTHC12M)

Cannabis

0-No
1-Yes
(DS THCOBL)

Cocaine
0-No
1-Yes
(DSCOC12M)

Cocaine

0-No
1-Yes
(DSCOCOBL)

Sedatives
0-No
1-Yes

(DSSED12M)

Sedatives

0-No
1-Yes
(DSSEDOBL)

2 ib use in situations in

which itis physically hazardous

(e.g., driving an automobile or operating a machine
when impaired by substance use):

3. Continued substance use despite having persistentor recurrent
social or interpersonal problems caused or

exacerbated by the effects of the substance

(e.g.. arguments with spouse about consegquences

of intoxication, physical fights):

4. Tolerance, as defined by either of the following:
a aneed for markedlyincreased amounts of the substance to
ac hieve intoxic ation or desired effect

b. markedly diminished effect with continued use of the same amount

of the substance
(Note: Tolerance is notcounted for those taking medications
under medical supervision such as

ti ty medications or beta- blockers.)

5. Withdrawal, as manifested by either of the following:

0-No

1-Yes
(DS OP HAZ)

0-No

1-Yes
(DSOPISOC) E

0-No
1-Yes
(DSOPTOL)

0-No

1-Yes
(DSALCHA2)

0-No

1-Yes
(DSALCSOC) E

0-No
1-Yes
(DSALCTOL)

0-No

1-Yes
(DSAMPHAZ)

0-No

1-Yes
(DSAMPSOC) E

0-No
1-Yes
(DSAMPTOL)

0-No
1-
(DS THCHAZ)
E
1-Yes
(DSTHCS OC)

Yes
-No
0-No
1-Yes
(DSTHCTOL)

0-No

1-Yes
(DSCOCHAZ)

0-No

1-Yes
(DSCOCSOC) E

0-No
1-Yes
(bscocToL)

0-No

1-Yes
(DSSE DHAZ)

0-No

1-Yes
(DSSEDSOC) E

0-No
1-Yes
(DSSEDTOL)

a. the characteristic witdrawal syndrome for the subs tance ?’:\:U 3':\:0 ?’$° ?’$° ?’:\:U ?’:\:U
b. the same (ora closelyrelated) substance is aken o ~res ~res ~res ~res ~1es ~res
relieve or avoid withd rawal sy mptoms (DS OP WIT) (DSALCWIT) (DSAMPWIT) (DSTHCWIT) (Dscocwir) (DSSEDWIT)
(Note: Withdrawal is not counted for those taking medications
under medical supervision such as i {
anti-anxiety medic ations or beta- blockers.)
Criteria Opioids Alcohol Amphetamines Cannabis Cocaine Sedatives
;r;;\f’:lnb:::sm'zsmo;en taken in larger amounts or over a longer 0-No 0-No 0-No 0-No 0-No 0-No
: 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes
(DSOPIDOS) (DSALCDOS) (DSAMPDOS) (DSTHCDOS) (DS COCDOS) (DSSEDDOS)
Z.o n;l'r:lesr ig:;ee(s\:zl:mdeswe or unsuccess ful efforts to cutdown or 0-No 0-No 0-No 0-No 0-No 0-No
: 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes
(DSOPICUT) (DSALCCUT) (DSAMPCUT) (DSTHCCUT) (DScoccuT) (DSSE DCUT)

8. A great deal oftime is spent in activiies necessary to obtain
the substance, use the subs@ance, or recover fromits effects:

0-No
1-Yes
(DSOPITIM)

0-No
1-Yes
(DSALCTIM)

0-No
1-Yes
(DSAMPTIM)

0-No
1-Yes
(DSTHCTIM)

0-No
1-Yes
(DSCOCTIM)

0-No
1-Yes
(DSSEDTIM)

9. Important social, occupational, or recreational activies
are given up orreduced because of substance use:

10. The sub use is i despite ge of having
a persistent or recurrent physical or psychological problem
thatis likely to have been caused or exacerbated by the substance:

0-No
1-Yes
(DSOPIACT)

0-No
1-Yes
(DSOPICON)

0-No

1-Yes
(DSALCACT)

0-No

1-Yes
(DSALCCON)

0-No

1-Yes
(DSAMPACT)

0-No

1-Yes
(DSAMPCON)

0-No

1-Yes
(DSTHCACT)

0-No

1-Yes
(DSTHCCON)

0-No

1-Yes
(DS COCACT)

0-No

1-Yes
(DS COCCON)

0-No

1-Yes
(DSSEDACT)

0-No

1-Yes
(DSSEDCON)

Web Version: 1.0; 2.00;02-27-14



g i)s[(a::\ac‘g-ng ora strong desire or urge to use a specific 0-No 0-No 0-No 0-No 0-No
i 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes
(DSOPICRA) (DSALCCRA) (DSAMPCRA) (DSTHCCRA) (DS COCCRA) (DSSE DCRA)

Seg A — CTN-0051A2

0-No
1-Yes

Opioids Alcohol Amphetamines Cannabis Cocaine Sedatives

Meets criteria for Substance Use Disorder: | (psopisco) | Severe (DSALCSCO) | Severe (DSAMPSCO) [ Severe | (DSTHCSCO) [ Severe (Dscocsco) | Severe (DSSEDSCO) [ Severe

I Moderate [ Moderate I Moderate I Moderate I Moderae I Moderate
[~ wmild [ Mmild [~ mild [~ wmild [~ mid [~ mild
[~ None [~ None ™ None [~ None I~ None [~ None

Conmments:(DSMCOMM)
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Segment (PROTSEG): A
Visit number (VISNO):

Detox unit

1. Admission date o detoxunit (DXADMNDT) (mm/dd/yyyy)

2. Admission time (24-hourformat): (px ADMNTM) (hh:mm)

Comments:(DX SCOM M)

Detoxification Utilization Summary (DXS)

Seg A — CTN-0051A2 Annotated CRFs Segment A

Web Version: 1.0; 3.01;06-23-16
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Seg A — CTN-0051A2 Annotated CRFs Segment A

Detox Utilization (DXU)

Web Version: 1.0; 2.01;06-24-16

Segment (PROTSEG): A
Visit number (VISNO):

Medications used for detoxification

Detox

Day 01
(Admission to Detox)

Day 02

Day 03

Date (mm/dd/yyyy):

(DTDXDTO1)

(DTDXDT02)

(DTDXDT03)

L Drug L 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
(DTD1DRO1) * (DTD2DR01) * (DTD3DRO) *
Specify otal daily dose (xxx-xx): (DTD1TLO1) mg (DTD2TLO1) mg (DTD3TLO1) mg
e BLLEs 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
(DTDIDR02) * (DTD2DR02) * (DTD3DR02) *
Specify otal daily dose (xxx.xx): (DTD1TLO2) mg (DTD2TLO02) mg (DTD3TLO2) mg
S5 0mgjs: 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
Eioroy I ey I Oy I
Specify otal dally dose (xxx.xX): (DTD1TL03) mg (DTD2TLO3) mg (DTD3TLO3) mg
4 Drug 4 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
(DTDIDR04) * (DTD2DR04) * (DTD3DR04) *
Specily otal daily dose (cxx):  om1TLoa) [ mg omzriosy [ mg omariesy [ mg
£ PULS 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
(DTD1DRO5) * (DTD2DRO5) * (DTD3DRO5) *
Szaly WRICEY (R @ e mg (DTD2TL05) mg (DTD3TLO5) mg
& By 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Oitions Listed Below *Additional Oitions Listed Below

(DTD1DRO6)

Specify otal daily dose (xxx.Xx): (DTD1TLO06)

*Additional O itions Listed Below
mg

(DTD2DR06)

(DTD2TLO6)

[ m
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Comments:

(DTDCOMO1)

(DTDCOM02)

Seg A — CTN-0051A2 Annotated CRFs Segment A

(DTDCOMO3)

Detox

Date (mm/dd/yyyy):

1 Drug L

Specify otal daily dose (xxx.xx):

2. Drug 2:

Day 04
(DTDXDTO4)

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
Oomeoro:) I—
(DTD4TLOL) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
I I S —

Day 05

(DTDXDTO5)

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
omsoro:) I—
(DTDS5TLO1) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
R

Day 06

(DTDXDTO6)

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Oitions Listed Below
(DTD6DRO1)
(DTD6TLO1) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
T I —

Specify otal daily dose (xxx.xX):

(DTDA4TLO2) mg

(DTD5TLO2) mg

(DTD6TLO2) mg

S el 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
R I osoroy I Emeoroy I
Specify ptal dally dose (xxX.xX): (DTD4TLO3) mg (DTDS5TLO3) mg (DTD6TLO3) mg
4. Drug 4 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
Emioro I— Emsoro:) I Emeoro, I
Specify ptal dally dose (xxX.xX): (DTD4TLO4) mg (DTD5TLO4) mg (DTD6TLO4) mg
& B 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
(oaro I (osoro) I oero:) I
Specify otal dally dose (xxX.xX): (DTD4TLO5) mg (DTD5TLO5) mg (DTD6TLO5) mg
6 Drug & 00--- None 00--- None 00--- None
01--- BUP-NX Sublingual 01--- BUP-NX Sublingual 01--- BUP-NX Sublingual
02--- BUP only Sublingual 02--- BUP only Sublingual 02--- BUP only Sublingual
03--- Methadone PO 03--- Methadone PO 03--- Methadone PO
04--- Methadone IM 04--- Methadone IM 04--- Methadone IM
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
(DTD4DRO6) (DTDSDRO6) (DTDEDRO6)
Specify otal dally dose (xxx.XX): (DTD4TLO06) mg (DTDS5TLO6) mg (DTD6TLO6) mg
Comments:
(DTDCOM04) (DTDCOM05) (DTDCOM06)
Detox Day 07 Day 08 Day 09

Date (mm/dd/yyyy):

(DTDXDTO7)

(DTDXDT08)

—
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1. Drug L 00-- None
01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(DTD7DRO1) *
Specify otal daily dose (xx<XX): (pTD7TLOL) e

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
| A
(DTDSTLO1) mg

Seg A — CTN-0051A2 Annotated CRFs Segment A

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
| A —
(DTDITLO1) mg

N

. Drug 2: 00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(DTD7DR02) *
Specify btal dally dose (XXXX): (DTD7TLOZ) mg

Drug & 00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(DTD7DR03) *
Specify btal daly dose (xxx.xX): (DTD7TLO03) mg

Drug 4 00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
I | A ——

w

»

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(omeoro2 I——
(DTDSTLO2) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(DTD8DRO3) *
(DTD8TLO3) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
R | e e e

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(medro2) I
(DTDOTLO2) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(DTDIDRO3) *
(DTDITLO3) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
) A —

Specify btal daly dose (x.xX): (DTD7TLO04) mg

(DTD8TLO4) mg

(DTDITLO4) mg

5. Drug 5: 00--- None
01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD7DRO5)
Specify total daily dose (xxx.xx): (DTD7TLOS) mg

6. Drug 6: 00--- None
01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD7DRO6)
Specify otal daily dose (xxx.xx): (DTD7TLO6) [— mg
Comments:
(DTDCOM07)
Detox bay 10
Date (mm/dd/yyyy): (DTDXDTL0)
1 Drug L 00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
o000 I ——
Specify btal daly dose (xx.xX): (DTD10T01) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD8DRO5)
(DTDSTLOS) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD8DRO6)

(DTD8TLO6) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
I

(DTDIDRO5)
(DTDITLOS) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTDIDRO6)

(DTDITLO6) mg

(DTDCOM08)

Day 11

(DTDXDTLL)

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD11D01)

(DTD11TO1) mg
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(DTDCOM09)

Day 12

(DTDXDTL2)

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD12D01)

(DTD12T01) mg



2. Drug 2:

Specify otal daily dose (xxx.xx):

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(DTD10D02) *
(DTD10T02) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(DTD11D02) *
(DTD11T02) mg

Seg A — CTN-0051A2 Annotated CRFs Segment A

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
| A —
(DTD12T02) mg

w

. Drug 3:

Specify otal daily dose (xxx.xX):

IS

. Drug 4

Specify otal daily dose (xxx.xx):

o

Drug 5:

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
Methadone IM

04-

*Additional Options Listed Below
(10007 I—
(DTD10T03) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
Methadone IM

04-

*Additional Options Listed Below
e e ons | M —
(DTD10T04) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(DTD10DO5) *

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(DTD11D03) *
(DTD11T03) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(o11004) I
(DTD11T04) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
) |

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(DTD12D03) *
(DTD12703) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(DTD12D04) *
(DTD12T04) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
| A

Specify otal daily dose (xxx.xx):

(DTD10TO5) mg

(DTD11T05) mg

(DTD12T05) mg

o

Drug 6:

Specify total daily dose (xxx.xx):

Comments:

Detox

Date (mm/dd/yyyy):

1 Drug 1

Specify botal daily dose (xxx.xx):

2. Drug 2

Specify otal daily dose (xxx.xx):

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
I

(DTD10D06)

(DTD10TO06) mg

(DTDCOM 10)

Day 13
(DTDXDTL3)

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(1300 I —
(DTD13TO1) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
|

(DTD13D02)

(DTD13T02) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
|

(DTD11D06)

(DTD11T06)

(DTDCOM11)

Day 14
(DTDXDT14)

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(oo, —
(DTD14TO1) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
I

(DTD14D02)

(DTD14T02) mg
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00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
I

(DTD12D06)

(DTD12T06) mg

(DTDCOM12)

Day 15
(DTDXDTL5)

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Options Listed Below
(o500
(DTD15TO1) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
I

(DTD15002)

(DTD15T02) mg



3. Drug 3

Specify otal daily dose (xxx.xx):

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(DTD13D03) *
(DTD13T03) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(DTD14D03) *
(DTD14T03) mg

Seg A-

(DTD15003)

(DTD15T03)

CTN-0051A2 Annotated CRFs Segment A

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Oitions Listed Below
mg

4. Drug 4

Specify otal daily dose (xxx.xX):

5. Drug 5:

Specify otal daily dose (xxx.xx):

6. Drug 6:

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
Methadone IM

04-

*Additional Options Listed Below
(o100, I—
(DTD13T04) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
Methadone IM

04

*Additional Options Listed Below
(DTD13D05) *
(DTD13T05) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(DTD13D06) *

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
(o10:) I—
(DTD14T04) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
e | A —
(DTD14T05) mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
| A ——

(DTD15D04)

(DTD15T04)

(DTD15D05)

(DTD15T05)

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Oitions Listed Below
mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Oitions Listed Below
mg

00--- None

01--- BUP-NX Sublingual
02--- BUP only Sublingual
03--- Methadone PO
04--- Methadone IM

*Additional Oitions Listed Below

(DTD15D06)
Specify ptal dally dose (xxx.xX): (DTD13T06) [— mg (DTD14T06) [— mg (DTD15T06) [— mg
Comments:
(DTDCOM13) (DTDCOM 14) (DTDCOM15)

Comments:(DXUCOMM)
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Additional Selection Options for DXU

Detox day 1drug used 01

05--- Clonidine

Z01-BENZODIAZEPINES

01A--- Chlordiazepoxide

02A--- Clonazepam

03A--- Diaze pam

04A--- Lorazepam

99A--- Other

Z02-GABAAGENTS/MUSCLE RELAXANTS
01B--- Gabapentin

02B--- Baclofen

03 Cyclobenzaprine

99B--- Other
Z03-SLEEP/ANXIETY/ANTI-HISTAMINE AGENTS
01C--- Trazodone

02C--- Diphenhydramine

03C--- Hydroxyzine

04C-- Zolpidem

05C--- Mirtaze pine

99C--- Other

Z04-GIAGENT S

01D--- Anti-acid agent

02D--- Anti-diar rheal

03D--- Laxative agent

99D--- Other

Z05-NON-STEROIDAL ANTI-INFLAMMATORY AGENTS
01E--- lbuprofen

99E--- Other

Page 14 of 22
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A251A (ENR)
Web Version: 1.0; 1.00;09-13-16

Date ofinformed consent signature:(S8CNSTDT) I (mm iddlyyyy)
Date of medical record release signature (SBMDRCDT) I (mm/ddlyyyy)

Conments:(S8COMM )

Original main consent

IRB approval date of ICF(S8IRBDT) I (mmddlyyyy)
Main study re-consent

IRB approval date of ICF(S8IRB2DT) | (mmddlyyyy)
Date informed consent signed:(S8CST2DT) | (mmddlyyyy)
Main study re-consent

IRB approval date of ICF{(S8IRB3DT) | (mmddlyyyy)
Date informed consent signed:(S8CST3DT) I (mm iddlyyyy)
Main study re-consent

IRB approval date of ICF(S8IRB4DT) I (mm /dd/yyyy)
Date informed consent signed:(S8CST4DT) I (mm/ddlyyyy)
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Medical Management Termination (Community Discharge Plan) (MMD)

Web Version: 1.0; 2.01;09-13-16

Segment (PROTSEG): A
Visit number (VISNO):

Date of assessment(MMDASMDT) I (mm ddlyyyy)
1. Are you currently homeless or living in a s helter?(MDHM LES S) " No [ vYes
2. Currently, which substance is the major problem? 0-00 - No problem

Interviewer should determine the majordrug or drugs of abuse (excluding Nicotine use). 00 = no problem, 15 = alcohol and one or more drugs; 16 =more

than one drug butno alcohol. Ask participantwhen notclear.(M DM AJDRG) 1-01 - Alcohol (any use at all)

2-02 - Alcohol (to intoxication)

3-03 - Heroin

4-04 - Methadone/LAAM (prescribed or illicit)
5-05 - Other Opiates/Analgesics

6-06 - Barbiturates

7-07 - Other Sedatives/Hypnotics/Tranquilizers
8-08 - Cocaine

9-09 - Amphetamines

9a-09a - Methamphetamine

10-10 - Cannabis

11-11 - Hallucinogens

12-12 - Inhalants

15-15 - Alcohol and one or more drugs

16-16 - More than one dvui, but no alcohol

(MDMJIDGNA) “OR- I™ (97) Notanswered
3. Lifeime use (years) of any opioid:(MDYRSUSE) I (xx) years
4. Age offirst use (onset) of any opioid:(M D1STUSE) I (xx) years

Conments:(MMDCOMM)
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Seg A — CTN-0051A2 Annotated CRFs Segment A

Protocol Deviation (PDV)
Web Version: 1.0; 1.02;04-04-17
Date of deviation (PDDATE):
Protocol deviation number (PDSEQNUM):

1. Date deviation identified:(PDVDATE) (mm/ddfy yyy)

& BRI E) 701-INFORMED CONSENT PROCEDURES
01A--- No consent/assent obtained

01B--- Invalid/incomplete informed consent form

01C--- Unauthorized assessments and/or procedures conducted prior to obtaining informed consent
01D--- Non IRB approved/outdated/obsolete informed consent documents used

*Additional Options Listed Below

If*Other", specify:(PDTY PSP) ’

3. Briefdescription of what oc curred:(PD DES CPT) |

4. Brief description of the actual or expected corrective action for this event:(PDACTION) ’

5. Briefdescription of the plan to prevent recurrence:(PDPREVRE) |

6. Is this deviation reportable to your IRB?(P DIRBREP) [T No T Yes
If"Y es", will the IRB be notified at the time of continuing review ?(PDIRBCON) " No [ vYes
If"Yes", date of planned submission:(PDIRBPDT) [_ (mm/dd A yyy)
1f"No", date of actual submission:(PDIRBADT) [ (mmidayyyy

Comments:(PDVCOM M)
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Seg A — CTN-0051A2 Annotated CRFs Segment A

Additional Selection Options for PDV

Protocoldeviation number (PDSEQNUM) (key field):
01-1stProtocol Deviation of the day
02-2nd Protocol Deviation of the day
03-3rd Protocol Deviaion ofthe day
04-4th Protocol Deviation of the day
05-5th Protocol Deviation of the day
06-6t Protocol Deviation of the day
07-7th Protocol Deviation of the day
08-8th Protocol Deviation ofthe day
09-9th Protocol Deviation of the day
10-10th Protocol Deviaton of the day

Deviation type:

01E--- Informed consent process not properly conducted and/or docume nted
01Z--- Other (specify)

Z02-INCLUS ION/EXCLUSION CRITERIA

02A--- Ineligible participant randomized/inclusion/exclusion criteria not met
02Z--- Other (specify)

Z04-LABORATORY ASSES SMENTS

04A--- Biologic specimen not collected/processed as per protocol

042Z--- Other (specify)

Z05-STUDY PROCEDURES/ASSES SMENTS

05A--- Protocol required tnot or

05B--- Study a: ments not Foll dasper protocol

05C--- Inappropriate unblinding

05Z--- Other (specify)

Z06-ADVERSE EVENT

06A--- AE notreported

06B--- SAE not reported

06C--- AE /SAE reported out of protocal specified reporiing timeframe

06D--- AE [SAE not elicited, obs erved and/ordocumented as per protocol
06E--- Safety assessment (e.g. labs, ECG, clinical referral to care) not conducted per protocol
06Z--- Other (specify)

Z07-RANDOMIZAT ION PROCEDURES

07A--- Stratification error

07Z--- Other (specify)

Z08-STUDY MEDICATION MANAGEMENT

08A--- Medic ation dispensed to ineligible participant

08B--- Medication dispensed to incorrect participant

08C--- Medicafion dosing errors (protocol specified dose not dispensed)
08D--- Participant use of protocol prohibited medicaton

08Z--- Other (specify)

Z09-STUDY BEHAVIORAL INT ERVENTION

09A--- Study behavior al intervention was not provided/performed as per protocol
09Z--- Other (specify)

Z99-OTHER SIGNIFICANT DEVIATIONS

99A--- Destruction of study materials without priorauthorizaion foms ponsor
99B--- Breach of Confidentality

99Z--- Other (specify)
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TLFB Assessment Period (TAP)

Web Version: 1.0; 5.01;09-13-16
Segment (PROTSEG): A
Visit number (VISNO):

Date of assessment(TAPASMDT)

I (mm /dd/yyyy)
From: [— (mm/dd iy yy)
To [_ (mm/dd yyy)

[T No [ Yes

-

. Assessment period:(TATFSTDT)
(TATFENDT)

o

Have any illicit substances or alcohol been taken during this assessment period ?(TASUBALC)

@

Inthe 7 days prior to detox admission, what was the primary opioid used?(TA51PDRG) 1-Buprenorphine
2-Opioid analgesics
3-Methadone
4-Heroin
——
1-01- Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

5-05-1V Injection

a.Route:(TA51ROUT)

b. Average amountused (perday)(TA51AMNT)

| (xx) Units: (TASIUNIT
$ (xxx) dollars

c. Average cost (per day):(TA51COST)

Comments:(TAPCOMM)
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TFB week start date (TFWKSTDT):

Day

Sunday

Monday

Timeline Followback (TF1)

Tuesday

Wednesday

Thursday

Friday

Web Version: 1.0; 1.01;09-01-16

Saturday

Date

(TLDATEL)

(TLDATE2)

(TLDATE3)

(TLDATE4)

(TLDATES)

(TLDATE®)

(TLDATE?)

1. Have anyillicit substances or
alcohol been used on this day ?

2. Alcohol number of standard
drinks (xx):

3. Cannabinoids/Marijuana:

(mLsuBALL) [ No [ ves

(TLALCHL1)

(TLsuBAL2) | No [ ves

(TLALCHL2)

(TLsuBAL3) [ No [ ves

(TLALCHL3)

(TLsuBAL4) [ No [ ves

(TLALCHL4)

(TLsuBAL5) [ No | ves

(TLALCHL5)

(rLsuBAte) [ No [ ves

(TLALCHL6)

(TLsuBAL?) [ No [ Yes

(TLALCHL?)

(TLTHCRL) (TLTHCR2) (TLTHCRS3) (TLTHCR4) (TLTHCRS) (TLTHCRS6) (TLTHCR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4, Cocaine: TLCOCR1) (TLCOCR2) (TLCOCR3) TLCOCR4) (TLCOCRS) (TLCOCRS) (TLCOCR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking
4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-lV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection
*Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below *Additional Options Listed Below
I I I I I I I
5. Crack: TLCRAKR1) (TLCRAKR2) (TLCRAKR3) TLCRAKR4) (TLCRAK R5) (TLCRAKR6) (TLCRAKR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking
4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-lV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection 4-04-Non-IV Injection
*Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below *Additional Oitions Listed Below
6. Amphetamine-type simulants:  (TLAMP R1) (TLAMPR2) (TLAM PR3) (TLAMP R4) (TLAM PR5) (TLAM PR6) (TLAMPR?)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

=4

. Buprenorphine:

8. Opioid analgesics:

9. Methadone:

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLBUPRL) (TLBUPR2) (TLBUPRS3) TLBUPR4) (TLBUPRS) (TLBUPR6) (TLBUPR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|

(TLMTDRL)

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLMTDR2)

4-04-Non-IV Injection
*Additional Options Listed Below

5
5
d
&

4-04-Non-lV Injection

*Additional Oitions Listed Below

(TLMTDR4)
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4-04-Non-IV Injection
*Additional Options Listed Below

|
|

(TLMTDRS)

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLMTDRS)

(TLOPIR1) (TLOPIR2) (TLOPIR3) TLOP IR4) (TLOPIRS) (TLOPIRG) (TLOPR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

(TLMTDR?)



10. Heroin:

11. Hallucinogens, including
MDMA cstasy :

12. Sedatives and hypnotics,
excluding Benzodiaze pines :

13. Benzodiazpines:

Seg A — CTN-0051A2 Annotated CRFs Segment A

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use

1-01-Oral

2-02-Nasal

3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|
|

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use

1-01-Oral

2-02-Nasal

3-03-Smoking

4-04-Non-lV Injection
*Additional Options Listed Below

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

0-00-No use
1-01-Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLHERR1) (TLHERR2) (TLHERR3) (TLHERR4) (TLHERR5) (TLHE RR6) (TLHERR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

(TLMDAR1) (TLMDAR2) (TLMDAR3) (TLMDAR4) (TLMDARS5) (TLMDAR6) (TLMDAR?7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

I I I I I I I
(TLBARRL) (TLBARR2) (TLBARR3) (TLBARR4) (TLBARRS) (TLBARRS) (TLBARR7)

0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use

1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral

2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal

3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLBZOR1) (TLBZOR2) (TLBZOR3) (TLBZOR4) (TLBZOR5) (TLBZORS) (TLBZOR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|

14. Inhalants:

Other Drugs

15. Oterdrug 1 use:

Specify other drug 1:

16. Other drug 2 use:

4-04-Non-IV Injection
*Additional Options Listed Below

|
|
|

4-04-Non-IV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection

*Additional Oitions Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection

*Additional Oitions Listed Below

TLINHR1) (TLINHR2) (TLINHR3) TLINHR4) (TLINHRS5) (TLINHR6) TLINHR7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

|

(TLOTLR1) (TLOTIR2) (TLOTIR3) (TLOT1R4) (TLOTIRS) (TLOTIR6) (TLOT1R?7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

(TLOTSP11) (TLOTSP12) (TLOTSP13) (TLOTSP 14) (TLOTSP15) (TLOTSP16) (TLOTSP17)
(TLOT2R1) (TLOT2R2) (TLOT2R3) (TLOT2R4) (TLOT2RS) (TLOT2R6) (TLOT2R7)
0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use 0-00-No use
1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral 1-01-Oral
2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal 2-02-Nasal
3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking 3-03-Smoking

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-lV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

4-04-Non-IV Injection
*Additional Options Listed Below

Specify other drug 2:

(TLOTSP21)

(TLOTSP22)

(TLOTSP23)

(TLOTSP 24)

(TLOTSP25)

(TLOTSP26)

(TLOTSP27)

Comments:(TFICOMM)
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Seg A — CTN-0051A2 Annotated CRFs Segment A

Additional Selection Options for TF1
D1cannabinoids

5-05-V Injection
99-99-Other
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