Adverseevent 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, Grade 1 (mild)unrelated adverse events should not be reported in AdvantageEDC.

1. Adverse event name:(ALDESCPT)

N

. Advers e event name:(A1SPINAE)

If*Other", s pecify:(ALDESCPT)

<

Date site became aware ofthe event:(ALAWARDT)

IS

. Severity of event:(ALSEVRTY)

o

. Istherea ble possibilitythat the extended-re caused the event?(ALRDRUG1)
If"Yes", action taken with extended-release naltrexone:(A1ADRUG1)

&

Is there a

possibility that BUP-NX (: caused the event?(A1RDRUG?2)
If"Yes", action taken with buprenorphine:(A1ADRUG?2)

9

f*Unrelated"to the studydrug(s), alternative etiology(AIALTESD)

If"Other," specify ALAEP SP)
8. Outcome of event(A1OUTCM)

9. Date of resolution or medically stable (A IRESDT)

Adverse Events (AD1)

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

Respiratory depi ion-Respil ion
Alcohol intoxication-Alcoh
Hepatic impairment-Hepatic impairment

Dep dlevel of i Dep level of consciousness
Hypersensitivity-Hypersensitivity

Oral reaction to Suboxone film-Oral reaction to Suboxone film
Peripheral edema-Peripheral edema

Increased intracranial pressure-Increased intracranial pressure
Unintentional pediatric exposure-Unintentional pediatric exposure
99-Other

[
(mm/dd/yyyy)

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

" No [ ves

0-None

1-Decreased drug
2-Increased drug
3-Temporarily stopped drug

4-PermanentI‘ stoiied drui

M No [ ves

0-None

1-Decreased drug
2-Increased drug
3-Temporarily stopped drug

4-PermanentI‘ stoiied drui

0-None apparent

1-Study disease

2-Concomitant medication

3-Other pre-existing disease or condition
4-Accident, trauma, or external factors

*Additional Oitions Listed Below

1-Ongoing

2-Resolved without sequelae
3-Resolved with sequelae
4-Resolved by convention
5-Death

L ————————
(mm/dd/yyyy)

Exceptfor " None of the following”, all selections in the question below will designate this as a Serious Adverse Event (SAE). The Serious Adverse Event Summary (AD2) form should be completed for all Serious Adverse Events reported.

Drug withdrawal syndrome-Drug withdrawal syndrome (from abrupt discontinuation of suboxone)



10. Was this eventassociated with:(A1A SSOC)

a.lf"Death”, date ofdeath:(AIDTHDT)

b.  If "Inpaientadmission to hospital or prolongation of hospitalization™:

Date of hospital admis sion:(A1HOSPAD)

Date of hospital discharge:(ALHOSP DC)

Conments:(AD 1COM M)

0-None of the following

1-Death

2-Life-threatening event

3-Inpatient admission to hospital or prolongation of existing hospitalization
4-Persistent or significant incapacity

5-Congenital anomaly or birth defect

6-Important medical event that required intervention to prevent any of the above
7-Seizure

8-Hospitalization for a medical event

(mm/dd/yyyy)

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




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 the day
10-10th Adverse Eventofthe day

If "Unrelated" to the study drug(s), alternative etiology
5-Concurrentilines skcondition (not pre-exising)

6-Study procedures

7-Nalo>one challenge

99-Other



Adverseevent onset date (AEDATE):
Event number (AESEQNUM):

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

1. Initial narrative description of serious adverse event:

(A2SUMM)

2. Relevant past medical history: (A2SAEMHX) [ No

[ Yes [ unknown

Allergies, pregnancy, smoking and alcohol use, hy pertension, diabetes, epilepsy, depression, etc.

(A2MEDHX)

28 Medications at the time of the event: (AZSAEMED)[_ No

" Yes [ unknown

Serious Adverse Event Summary (AD2)

Medication Indication
(Generic Name)
(A2_01DNM) | (A2_01DIN) |
(A2_02DNM) | (A2_02DIN) |
(A2_03DNM) | (A2_03DIN) |
(A2_04DNM) [ (A2_04DIN) |
(A2_05DNM) [ (A2_05DIN) [
(2_06DNM) | (a2_o06DIN) |
(A2_07DNM) | (A2_07DIN) |
(A2_08DNM) | (A2_08DIN) |
(A2_09DNM) | (A2_09IN) |
(A2_100NM) [ (A2_1001N) [
4. Treatments for the event: (AZSAETRT)[_ No [ Yes [ unknown
Treatment Indication Date Treated
(mm /ddlyyyy)
(A2_1TNME) | (A2_1TIND) | (A2_1L7DT) |
(A2_2TNME) | (A2_2TIND) | (A2_2L7DT) |
(A2_3TNME) | (A2_3TND) | (a2_3LTOT) |
(A2_4TNME) [ (A2_4TND) | (a2_aLTOT) |
(A2_5TNME) [ (A2_5TIND) | (A2 5LTDT) |

5. Labs/tests performed in conjunction with this event: (A2SAE LAB) " No [ ves [ unknown

Lab/Test Findings Date of Test

(mmddiyyyy)
(A2_1LBNM) | (A2_1LBIN) | @2aeon [
(A2_2LBNM) | (A2_2LBIN) | @2zeon [
(A2_3LeNM) | (a2_3LeiN) | @eaeon [
(A2_aLBNM) | (a2_asiN) | @2amon [

Web Version: 1.0; 1.00;02-25-15



(A2_5LBNM) | (A2_sLBIN) | |(Az_5LBD1)

6. Follow-up:
Include labs testresults as they bec ome available, clinical changes, consultantdiagnosis, etc.

(A2FOLLUP)

7. Addifonal infor mation requested by the Medical Monitor:

(A2ADDINF)!
Have all Medical Monitor requests been addressed? (A2R QADDR) [ Yes






Adverseevent onset date (AEDATE):

@ ® PR

P =N e

Event number (AESEQNUM):

. Was this determined to be a serious adverse event?(A3SAE)
Was this event i iated with extended-r elease 2(A3RXRNTX)
Was this event i i with bupr ine? (A3RELDRG)
Was this event expec te d? (A3E XPECT)
Is this a standard expedited/reportable event?

(ie. isit serious, p and related to apy DA)
If"No", is this an expedited/reportable event for other reasons?(A3EXP OTH)
Does the protocol need to be nodified based on this event?(A3MP ROT)
Does the consent form need to be modified based on this event?(ABM CNST)
Is the review complete? (ASREVDNE)
If"No", what additonal information is required:(A3ADDINF)

As sessed by:(A3ASRID)

Reviewed by:(A3REV ID)

Conments:(A3COMM)

Serious Adverse Event Medical Reviewer (AD3)

[ No [ Yes
[ No [ ves
[ No [ ves
[T No [ ves
[ No [ ves
TNo [ ves
M No [ ves
Mno [ ves
M no [ ves

(intals)
(intals)

Web Version: 1.0; 3.00;08-19-14






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

CTN-ASI Lite v1.0: Drug/Alcohol Use (ASD)

Web Version: 1.0; 2.00;03-10-14

CTN-ASI Lite v. 1: Drug/Alcohol Use

Route of Administration:
1=0Oral 2=Nasal 3= Smoking 4= Non-IV injection 5= NV injection
Note the usual or most recent route. Formore than one route, choose the most severe.

The routes are listed from leastsevere to mostsevere. If Past 30 Days and Lifetime Use are zero, route

should be "Notapplicable".

Substance

D1 Alcohol (any use at all):

D2 Alcohol (to intoxication):

D3 Heroin

D4 Methadone/LAAM
(prescribed):

D4a Methadone/LAAM
(illcit):

A Past 30
(Days)

(apALAZ0D) | ()
(ADALBOD) (xx)

(ADHER30D) | (xx)

(ADMDP30D) | (%)

(ADMDI0D) [ (xx)

B Lifetime Use
(Years)

(aDALALFT) [ )
(ADALILFT) (xx)

(ADHERLFT) | ()

(ADMDPLFT) | ()

(ADMDILFT) | (xx)

C Age of FirstUse C Age ofFirst Use
(onset) (onset)Not Applicable

(ADALONST) () Onset{ADALONNA) [ NA
(apALIONS) [ (%)  Onset{ADALIONA) [ NA

(ADHERONS) | (x) Onset(ADHERONA) [ NA
(ADMDPONS) |

(xx) Onset(ADMDPONA) [ NA

(ADMDIONS) | () Onset{ADMDIONA) | NA

D Route of Administration

4-{H)-Oral
2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97-(97) Not answered
(ADHERRTE) h

1-(1) Oral

2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable
97-(97) Not answered

(ADMDPRTE)

1-(1) Oral

2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97-(97) Not answered
(ADMDIRTE) h

Comments

(ADALACOM) |

(ADALICOM) |

(ADHERCOM) |

(ADMDP COM) |

(aompicom) |

D5 Other Opiates/Analgesics:

(ADOPI30D) | (%)

(ADOPILFT) | ()

(ADOPIONS) | (xx)  Onset{ADOPIONA) [ NA

1-{1) Oral

2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97-(97) Not answered
(ADOPIRTE) h

(Abopicom) |

D6 Barbiturates:

(ADBAR30D) | )

(ADBARLFT) | ()

(ADBARONS) | (xx) Onset{ADBARONA) [ NA

| 1-{1 Qral

(1-(1) Oral

2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection

5-(5) IV injection

96-(96) Not applicable

97-(97) Not answered
(ADBARRTE)

(ADBARCOM) |




D7 Other Sedatives/
Hypnotics/Tranquilizers:

D8 Cocaine:

(ADSHT30D) (xx)

(ADCOC30D) (xx)

(ADSHTLFT) (xx) (ADSHTONS) (xx) Onset{ADSHTONA) [~ NA

(ADCOCLFT) (xx) (ADCOCONS) (xx) Onset{ADCOCONA) | NA

(ADSHTRTE)

(ADCOCRTE)

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable
97-(97) Not answered

1-(1) Oral
2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97 9; Not answered

(ADSHTCOM) [

(apcoccom) |

D9 Amphetamines:

(ADAM P30D) (xx)

(ADAM PLFT) (xx) (ADAMPONS) (xx) Onset{ADAMPONA) | NA

(ADAM PRTE)

1-(1) Oral
2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97 9; Not answered

(aoampcom) |

D9a Methamphetamine:

D10 Cannabis:

(ADMET30D) (xx)

(ADTHC 30D) (xx)

(ADMETLFT) (xx) (ADMETONS) (x) Onset(ADMETONA) [~ NA

(ADTHCLFT) (xx) (ADTHCONS) (xx)  Onset{ADTHCONA) | NA

(ADME TRTE)

(ADTHCRTE)

1-(1) Oral
2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97 9; Not answered

1-(1) Oral
2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97 9; Not answered

(ADMETCOM) |

(ADTHCCOM) |

D11 Hallucinogens:

D12 Inhalants:

D36 Nicotine:

D13 Morethan 1substance per day
(including alcohol, excluding nicotine) :

(ADHAL30D) (x%)

(ADINH30D) (x%)

(ADNIC30D) ()
(ADGT130D) ()

(ADHALONS) (xx)  Onset{ADHALONA) | NA

(ADHALLFT) (xx)

(ADINHONS) (xx)

Onset(ADINHONA) | NA

(ADINHLFT) (xx)

(ADNICONS) (xx)

(ADGTIONS) (%)  Onset(ADGTIONA) | NA

(ADNICLFT) 0)
(ADGTILFT) )

Onset{ADNICONA) | NA

1-(1) Oral
2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable

97-(97) Not answered
(ADHALRTE) h

(ADINHRTE)

2-(2) Nasal

3-(3) Smoking

4-(4) Non IV injection
5-(5) IV injection
96-(96) Not applicable
97-(97) Not answered

(aDHALCOM) |

(ADINHCOM) |

(ADGT1COM) |

D14 Currently, which substance is the majorproblem?

® Interviewershould determine the major drug or drugsof abuse (excluding Nicotine use). Code the number nextto the drug in 01-12 (code prescribed orillicit methadone as 04). 00 = no problem, 15 = alcohol and one or more drugs; 16 = more than one drug but no alcohol. Ask pariicipant when not clear.




0-00 - No problem

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

1 More than one drug, but no alcohol
(ADMAJDRG) *

OR

(ADMIDGNA) | (97) Notanswered

Comments:(ADM JDGC M)

D17 How many times have y ou had Alcohol DT's?

* DeliiumTremens (DT's): Occur24-48 hoursafter last drink, or significant decrease in alcohol intake. Characterized by shaking, severe disorientation, fever, hallucinations; they usually require medical atention

(ADALCDT) (xx)

OR

(ADALDTNA) [~ (97) Notanswered

Comments:(ADALDTCM)

How many times in your life have you beentreated for
Include detoxification, halfway houses, in/outpatientcounseling and AA or NA (if 3+ meetings within one month period) .

D19 Alcohol abuse:

(ADALCTRT) (xx)

OR

(ADATRTNA) N (97) Not answered

Comments:(ADATRTCM)

D20 Drugabuse:

(ADDRGTRT) (xx)

OR

(ADDTRTNA) [ (97) Notanswered

Comments:(ADDTRTCM)

How many of these were detox only:

D21 Alcohol:

@ IfD19 = 00, then question D21 is Notapplicable.

(ADADE TOX) (xx)

OR

(ADADTXNA) [ (96) Notapplicable [ (97) Not answered

Comments:(ADADTXCM )



D22 Drugs:

* |fD20 = 00,then question D22 is Notapplicable.

(ADDDETOX) (xx)

OR

(ADDDTXNA) |~ (96) Notapplicable [~ (97)Not answered

Comments:(ADDDTXCM)

How much money would you say you spent during the past 30 days on:
Max. =$99999

D23 Alcohol:

* Only count actual money spent. Whatis the financial burden caused by alcohol?

(ADALCMNY) $ (xxxxx)

OR

(ADAMNYNA) [~ (97)Not answered

Comments:(ADAMNYC M)

D24 Drugs:

¢ Only count actual money spent. Whatis the financial burden caused by drugs?

(ADDRGMNY) $ (XxXXK)

OR

(ADDMNYNA) [ (97) Notanswered

Comments:(ADDMNYCM)

D25 How many days have you been treated in an outpatientseting for alcohol or drugsin the past30 days?

¢ Include AA/NA

(ADOUTPAT) (xx) days

OR

(ADOPTNA) [~ (97) Notanswered

Comments:(ADOPTCOM)

D26 How many days in the past30 have you experienced alcohol problems?

® Include: Craving, withdrawal symptoms, disturbing effects of use, orwanting to stop and being unable to.
(ADAP30D) (xx) days
OR

(ADAP3ONA) | (97) Not answered

Comments:(ADAP30C M)

For questions D28-D31, please ask participant to use the Participant Rating Scale. The participantis rating the need for additional substance abuse treatment.

D28 How troubled or bothered have you been in the past30 days bythese alcohol problems?



0-(0) Not at all
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(ADAPB30D)

OR

(ADAB30NA) | (97) Not answered

Comments:(ADAB30CM)

D30 How inportant o you now is treatment for these alcohol problems?

0-(0) Not atall
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(ADAPI30D)

OR

(ADAI2ONA) [ (97) Notanswered

Comments:(ADAI30OCM)

D27 How many days in the past30 have you experienced drug problems?

* Include: Craving, withdrawal symptoms, disturbing effects of use, orwanting to stop and being unable to.

(ADDP30D) (xx) days

OR

(ADDP3ONA) N (97) Notanswered

Comments:(ADDP 30CM)

D29 How troubled or bothered have you been in the past30 days bythese drug problems?

0-(0) Not at all
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(ADDPB 30D)

OR

(ADDB30ONA) [ (97) Notanswered

Comments:(ADDB 30CM)

D31 Howinportant o you now is treatment for these drug problems ?

0-(0) Not at all
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremely
(ADDPI30D)

OR

(ADDI3ONA) [ (97) Not answered

Comments:(AD DI30C M)

Confidence Ratings: Isthe above information significantly distorted by:







CTN-ASI Lite v1.0: Employment/Support Status (ASE)

Web Version: 1.0; 1.00; 12-17-13

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

CTN-ASI Lite v. 1: Employment/Support Status

E1 Education completed:

e GED =12 years
e Include formal education only.

(AEEDCPYR)  (xx) a.years
(AEEDCPMT)  (x) b. months

OR

(AEEDCPNA) L (97) Not answered

Comments:(AEEDCPCM) e

E2 Training or technical education completed:

e Formal/organized training only. For military training, only include
training that can be used in civilian life, i.e., electronics or computers.

(AETECPMT)  (xx) months

OR

(AETECPNA)  (97) Notanswered

Comments:(AETECPCM) s

E4 Do you have a valid driver's license?

e Valid license; not suspended/revoked.

:

(AEDRVLSC)




Comments:(AEDRVLCM) e

E5 Do you have an automobile available?

e Ifanswerto E4 is "No", then E5 must be "No". Does not require ownership, only requires availability on a regular basis.

(AEAUTOAV)

Comments:(AEAUTOCM) P

E6 How long was your longest full time job?

e Full time = 35+ hours weekly; does not necessarily mean most recent job.

(AEJOBYR) (xx) a.years
(AEJOBMT) (xx) b. months
OR

(AEJOBNA) (97) Not answered

Comments:(AEJOBCM) P

E7 Usual (orlast) occupation?

e Use Hollingshead Categories Reference Sheet.

(AEOCCUPT)
Specify:

(AEOCCPSP) e



OR

(AEOCCPNA) (97) Not answered

Comments:(AEOCCPCM) P

E9 Does someone contribute the majority of your support?

e [s participant receiving any regular suppotrt (i.e., cash, food, housing) from family/friend?
e Include spouse's contribution; exclude support by an institution.

(AESUPPRT)

Comments:(AESUPPCM) A

E10 Usual employment pattern, past three years?

e Answer should represent the majority of the last 3 years, not just the most recent selection. If there are equal times for
more than one category, select that which best represents the more current situation.

(AEUSEMPL)

Comments:(AEUSEMCM) A

E11 How many days were you paid for working in the past 30 days?

e Include "under the table" work, paid sick days, and vacation.

(AEPAID) (xx) days

OR

(AEPAIDNA)  (97) Notanswered



Comments:(AEPAIDCM) e

For questions E12-E17: How much money did you receive from the following sources in the past 30 days?
Max. = $99999

E12 Employment (netincome):

e Netor "take home" pay, include any "under the table" money.

(AEEMPMNY) $ (XXXXX)

OR

(AEEMNYNA) (97) Not answered

Comments:(AEEMNYCM) A

E13 Unemployment compensation:
(AEUNEMNY) $ (XXXXX)

OR

(AEUMNYNA) (97) Not answered

Comments:(AEUMNYCM) A

E14 Welfare:

e Include food stamps, transportation money provided by an agency to go to and from treatment.

(AEWLFMNY) $ (XXXXX)
OR

(AEWMNYNA) (97) Not answered

Comments:(AEWMNYCM) A

E15 Pensions, benefits, or Social Security:

e Include disability, pensions, retirement, veteran's benefits, SSI & workers' compensation.

(AEPENMNY) $ (xxxxX)

OR

(AEPMNYNA) (97) Not answered



E16

E17

E18

E19

Comments:(AEPMNYCM) P

Mate, family or friends:

e Money for personal expenses, (i.e., clothing), include unreliable sources ofincome (e.g., gambling). Record cash
payments only, include windfalls (unexpected), money from loans, gambling, inheritance, tax returns, etc.

(AEMATMNY) $ (XXXXX)
OR

(AEMMNYNA) (97) Not answered

Comments:(AEMMNYCM) s

lllegal:

e Cash obtained from drug dealing, stealing, fencing stolen goods, gambling, prostitution, efc.
e Do not attempt to convert drugs exchanged fto a dollar value.

(AEILLMNY) $ (XXXXX)

OR

(AEIMNYNA) (97) Not answered

Comments:(AEIMNYCM) A

How many people depend on you for the majority of their food, shelter, etc.?

e Must be regularly depending on participant; do include alimony/child support; do notinclude the participant or self-
supporting spouse, efc.

(AEDEPEND) (xx) max =99

OR

(AEDPNDNA)  (97) Not answered

Comments:(AEDPNDCM) P

How many days have you experienced employment problems in the past 30 days?

e Include inability to find work, if they are actively looking for work, or problems with present job in which that job is
Jjeopardized.

e Ifthe participant has not had the opportunity to work, due to incarceration or other controlled environment, the



appropriate answer to E19 is NA and the participant rating in E20 should also be NA as it depends on the problem day

question.
(AEEP30D) (xx) days
OR
(AEEP30NA) (96) Not applicable (97) Not answered
(AEEP30CM) ~

For questions E20-E21: Please ask participant to use the Participant Rating Scale.

The participant's ratings in questions E20 and E21 refer to question E19. Stress help in finding or preparing for a job, not giving them a
job.

E20 How troubled or bothered have you been by these employment problems in the past 30 days?

o Ifthe participant has been incarcerated or detained during the past 30 days, they cannot have employment problems.

(AEEBP30D)
OR
(AEEB30NA) (96) Not applicable (97) Not answered
Comments:(AEEB30CM) e

E21 How important to you now is counseling for these employment problems?

r' S

(AEECI30D)
OR

(AEEC30NA) (97) Not answered

Comments:(AEEC30CM) e

Confidence Ratings: Is the above information significantly distorted by:



E23 Participant's misrepresentation?

(AEMISREP)  (0)No (1) Yes

E24 Participant's inability to understand?

(AEUNDRST)  (0)No (1) Yes

Comments:(ASECOMM)



CTN-ASI Lite v1.0: Family/Social Relationships (ASF)

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

CTN-ASI Lite v. 1: Family/Social Relationships

Web Version: 1.0; 1.00;12-18-13

F1 Marital status:

® Common-law marriage = 1: Specify in Comments.

1-(1) Married

2-(2) Remarried

3-(3) Widowed

4-(4) Separated

5-(5) Divorced

6-(6) Never married
97-(97) Not answered

(AFMRTLST)

Comments:(AFMRTLCM)

F

w

Are you satis fied with this situation?

® satisfied = Generally liking the situaton. Refers o question F1.

0-(0) No
1-(1) Indifferent

2-(2) Yes

97-(97) Not answered

(AFMS SAT)

Comments:(AFM SATCM )

F4 Usual living arrangements (past 3 yrs ):

® Choose arrangements mostrepresentative ofthe past 3 years. Ifthere is an even splitin time between these arrangements, choose the mostrecentarrangement.

1-(1) With sexual partner and children
2-(2) With sexual partner alone

3-(3) With children alone

4-(4) With parents

5-(5) With family

6-(6) With friends

7-(7) Alone

8-(8) Controlled environment

9-(9) No stable arrangements

97-(97) Not answered

(AFLIVARR)

Comments:(AFLVARCM)

F6 Are you satisfied with these arrangements?

® Refers to response in question F4.



0-(0) No
1-(1) Indifferent

2-(2) Yes

97-(97) Not answered
(AFLSSAT)

Comments:(AFLSATCM)

Do you live with anyone who:

F7 Has acurrentalcohol problem?

(AFLIVALC)

Comments:(AFLVALC M)

=

@

Uses non-prescribed drugs?

97-(97) Not answered

(AFLIVDRG)

Comnents:(AFLVDGC M)

F

©

With whom do you spend mostofyour free ime?

® I agirlfrier i is i as family by ici then they must referto them asfamily throughout this section, not as a friend. Familyis notto be referred to as "friend."

1-(1) Family
2-(2) Friends

3-(3) Alone

98-(97) Not answered
(AFFREETM)

Comments:(AFFREECM)

F10 Are you satsfied with spending your free time this way?

* Asatsfied response mustindicate thatthe person generally likes the situation. Refers to queston F9.

0-(0) No
1-(1) Indifferent

2-(2) Yes

97-(97) Not answered
(AFFTM SAT)

Comments:(AFSFREC M)

Have you had significant periods in which you have experienced serious problems getting along with:
® "Serious problems"mean those thatendangered the relationship.
® A'problem" requires contact of some sort, either bytelephone or in person. Indicate "Notapplicable" ifthere was no contact.

A Past 30 Days B Lifetime

F18 Mother:

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

96-(96) Not applicable
97-(97) Not answered

96-(96) Not applicable
97-(97) Not answered

(AFM TR 30D) (AFMTRLFT)



F19 Father:

F20 Brothers/sisters:

96-(96) Not applicable

97-(97) Not answered
(AFFTR30D) h

96-(96) Not applicable
97-(97) Not answered
(AFSIB30D)

(AFFTRLFT)

96-(96) Not applicable
97-(97) Not answered
(AFSIBLFT)

F21 Sexual partnerk pouse:

0-(0) No

1-(1) Yes

96-(96) Not applicable
97-(97) Not answered

(AFSPS30D)

1-(1) Yes
96-(96) Not applicable
97-(97) Not answered
(AFSPSLFT)

F22 Children:

F23 Other significant family (specify):

(AFOSFMSP)

F24 Close friends:

0-(0) No
1-(1) Yes
96-(96) Not applicable
97-(97) Not answered

|

(AFCHD30D)

0-(0) No
1-(1) Yes
96-(96) Not applicable
97-(97) Not answered

|

(AFOSF30D)

0-(0) No
1-(1) Yes
96-(96) Not applicable
97-(97) Not answered

|

(AFFRD30D)

0-(0) No
1-(1) Yes
96-(96) Not applicable

97-(97) Not answered
(AFCHDLFT) h

0-(0) No
1-(1) Yes
96-(96) Not applicable

97 9; Not answered
(AFOSFLFT)

0-(0) No
1-(1) Yes
96-(96) Not applicable

97 9; Not answered
(AFFRDLFT)

F25 Neighbors:

F26 Co-workers:

Did anyone abuseyou?
(F18-F26)

F28 Physically (caused you physical harm)?

F29 Sexually (forced sexual advances/acts)?

Commens:(AFPRBLCM)

0-(0) No
1-(1) Yes
96-(96) Not applicable

97-(97) Not answered
(AFNBR30D) h

96-(96) Not applicable
97-(97) Not answered

(AFCWK 30D)

A Past 30 Days

0-(0) No

1-(1) Yes
97-(97) Not answered

(arpag3op) NN

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

97-(97) Not answered
(AFSAB30D) h

0-(0) No

1-(1) Yes

96-(96) Not applicable
97-(97) Not answered

(AFNBRLFT)

96-(96) Not applicable
97-(97) Not answered

(AFCWKLFT)

B Lifetime

0-(0) No

1-(1) Yes

97-(97) Not answered
(AFPABLFT)

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

97-(97) Not answered
(AFSABLFT) h

F30 How many days in the past 30 have you had serious conflicts with yourfamiy?

(AFFMC30D) (xx) days

OR

(AFFC30NA) | (97) Notanswered

Comments{AFFC30CM)

For questions F32 and F34, please ask participant to use the Participant Rating Scale.

F32 Howtroubled or bothered have you been in the past 30 days by these family problems?



0-(0) Not at all
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(AFFCB30D)

OR

(AFFB30NA) | (97)Not answered

Comments(AFFB30CM)

F34 Howimportant to you now is treatment or counseling for thes e family proble ms?
Participantis rating his/herneed for counseling for family problems, notwhether the family would be willing to attend.

0-(0) Not atall
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(AFFCIBOD)

OR

(AFFI30NA) [ (97) Not answered

Comments(AFFA30CM)

F31 How many days in the past 30 have you had seriousconflicts with other people (excluding family)?

(AFSCC30D) (xx) days

OR

(AFSC30NA) | (97) Not answered

Comments( AFSC30CM)

For questions F33 and F35, please ask participant to use the Participant Rating Scale.

F33 Howtroubled or bothered have you been in the past 30 days by these social problems?

0-(0) Not at all
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(AFSPB30D)

OR

(AFSB30NA) [ (97) Notanswered

Comments{ AFSB30CM)

F35 How important to you now is treatment or counseling for these social problems?

* Include participant's need to seek treatment forsuch social problemsas loneliness, inability to socialize, and dis

with friends . P:

0-(0) Not atall
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(AFSP130D)

OR

(AFSI30NA) [ (97)Not answered

Commentsi( AFSIBOC M)

rating should refer to dissatisfaction, conflicts, or otherserious problems. Exclude problems thatwould be eliminated if participanthad no substance abuse.






Segment (PROTSEG): A

Visit number (VISNO):

CTN-ASI Lite v1.0: General Information (ASG)

Web Version: 1.0; 1.00;01-08-14

CTN-ASI Lite v. 1: General Information

G9 Contactcode:

(AGCONTCT)

G12 Special:

(AGSPCIAL)

1-(1) Inperson

2-(2) Telephone (Intake ASI must be in person)
3-(3) Mail

97-(97) Not Answered

1-(1) Participant terminated

2-(2) Participant refused

3-(3) Participant unable to respond
96-(96) Not Applicable

G14 How long have you lived at your current address?

(AGADDRYR) (xx) a.years
(AGADDRMT) I (xx) b. months

OR

(AGADD2NA) [ (96) Not applicable | (97) Notanswered

Comments:(AGADD RC M)

G18 Doyou have areligious preference?

(AGRELIGN)

Other (specify)(AGRELGS P)

Comments:(AGRELGCM)

G19 Have you beenin a controlled environmentin the past30 days? (A place, theoretically, without access to drugs/alcohol)

(AGCNTENV)

1-(1) Protestant

2-(2) Catholic

3-(3) Jewish

4-(4) Islamic

99-(5) Other

6-(6) None

97-(97) Not answered

2:(2) Jail

3-(3) Alcohol or drug treatment
4-(4) Medical treatment

5-(5) Psychiatric treatment
99-(6) Other

97-(97) Not answered



Other (specify)(AGCENVSP)

Comments:(AGCENVC M)

G20 How many days? (Refers to total number of daysdetained in the past 30 days)

* Not applicable if question G19is "No."
(AGCEDAYS) (xx) days
OR

(AGCEDSNA) | (96) Notapplicable | (97) Notanswered

Comments:(AGCEDSCM)

Conments:(ASGCOMM)




CTN ASlI-Lite v1.0 (ASI)

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

Web Version: 1.0; 1.00;12-17-13

CTN-ASI Lite v. 1

Date of assessment(ASIASMDT) (mm/ddly yyy)
Date of birth{(ASBRTHDT) (mm/dd/yyyy)

Introducing the CTN-ASI Lite v. 1
Seven potential problemareas: Medical, Enployment/Support Status, Alcohol, Drug, Legal, Family/Social, and Psychological.
iew. Al iong ed is i ial.

Al clientsreceive this same athe re
There are two time periods we will discuss :

1. The past 30 days
2. Lifetime Data

Participant Rating Scale: Participant inputisimportant. For each area, | will ask you to use this
scale to letme know how bothered you have been by any problems in each section. | will also ask
you how important treatment is for you for the area being dis cussed.

Please refer to the P articipant Rating Scale in the adjacentkey.

Ifyou are unconfortable giving an answer, then don'tanswer.
Please do not give inaccurate information!

Interviewer Instructions

1.Leave no blanks.

2.Make plenty of comments (if another person reads this ASI, they should have arelativelycomplete picture of the clients perceptions of his/her problems).
3.Throughoutthe AS|, please note if not or not i inthe iate box.

4. Terminate interview if client misrepresents wo or more sections.

5. When noting comments, please write the question number.

HALF TIME RULE:
Ifa question asks the number of months, round up periods of 14 days or more to 1 month.
Round up 6 monthsor more to 1 year.

CONFIDENCE RATINGS:

- Lasttwo items in each section.

— Do not over interpret.

— Denial does not warrant misrepresentation.
- Mi { = overt licti inir

Probe and make plenty ofcomments!

Key: Participant Rating
Scale

O=Notatall
1=Slightly

2=Moderately

3=Considerably

4=Extremely

CTN-ASI Lite v. 1: Hollingshead Categories

1=Higher Executive, Major Professionals, Ow ner of Large Business

2=Business Manager, Owner (medium sized business), Other Professional (nurse, optician, phar macist, social worker, teacher)

3=Administrative Personnel, Manager, Owner/Proprietor of Small Business (bakery, car dealership, engraving business, plumbing business, florist decorator, actor, reporter, travel agent)

4 =Clerical and Sales, Technician, Ow ner of Small Business (bank teller, bookkeeper, clerk, drafsman, timekeeper, secretary, carsalesperson)

5=Skilled Manual - usually having had training (baker, barber, brakeman, chef, electrician, fireman, lineman, ini i h . painter, repai tailor, welder, police officer, plumber)
6=Semi-skilled (hospital aide, painter, bartender, bus driver, cutter, cook, drill press, garage guard, checker, waiter, spot welder, machine operator)

7 =Unskilled (atiendant, janitor, construction help, unspecified labor, porter). Include Unemployed.

8=Homemaker

9=Student/No Occupation/Disabled




List of Commonly Used Drugs

Alcohol: Beer, wine, liquor

Methadone: Dolophine, LAAM

Opiates: Pain killers= Morphine, Diluaudid, Demerol, Perc ocet, Darvon, T alwin, Codeine, Tylenol 2, 3,4 Syrups = Robitussin, Fentanyl

Barbiturates: Nembutal, Seconal, T uinol, Amytal, Pentobarbital, S ecobarbital, Phenobarbital, Fiorinol

Sed/Hyp/Tranq: Benmdiazepines = Valium, Librium, Ativan, Serax, Tranxene, Dalmane, Halcion, Xanax, Miltown, Other = Chloral Hy drate (Noctex), Quaaludes
Cocaine: Cocaine Crystal, Free-Base Cocaine or "Crack”, and "Rock Cocaine"

Methanphetamine: Speed, ke, Crystal

Cannabis: Marijuana, Hashish

Hallucinogens: LSD (Acid), Mescaline, Mushrooms (Psilocybin), Peyote, Green, PCP (Phencyclidine), Angel Dust, E cstacy

Inhalants: Nitrous Oxide, Amyl Nitrate (Whippits, Poppers), Glue, Solvents, Gasoline, Toluene, etc.

Justnote ifthese are used: Antide pressants,
Ulcer Meds = Zantac, Tagamet
Asthma Meds = Ventoline Inhaler, Theodur
Other meds = Antipsychotics, Lithium

Alcohol/Drug Section Instructions
The following questions look attwo ime periods: the past 30 days and lifetime. Lifetime refers to the ime prior to the last 30 days. However, ifthe client has been incarcerated for more than 1 year, you would only gatherlifetime information, unles sthe clientadmits to significant alcohol/drug use during incarceration. This
guideline only applies to the AlcoholDrug Section.

- 30day questions only require the number of days used.
— Lifeime use is ask ed to determine extended periods of use
— Regular use = 3+ imes per week, binges, or problematic irregular use in which normal activities are compromised.
— Acohol to intoxication does not necessarily mean "drunk;" use the words "felt the effects " "got a buzz" "high,"etc,, instead of intoxication. As a rule of thumb, 3+ drinks in one setting, or within a brief period of ime, or 5+ drinksin one day defines “intoxicaton."
. How to ask these questions:
. "How manydays in the past 30 have you used...?"
— "How manyyearsin your life have you regularlyused...?"

Comments:(ASICOM M)



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

CTN-ASI Lite v1.0: Legal Status (ASL)

Web Version: 1.0; 1.00;12-18-13

CTN-ASI Lite v. 1: Legal Status

L1 Was thisadmission prompted by the criminal justice system?

L

N

® Judge, probation/parole officer, etc.

(ALCJSADM)

Comments:(ALCISCM)

Are you on parole or probation?

® Note duration and level in comments.

0-(0) No, neither

1-(1) Yes, parole or post release supervision
2-(2) Yes, probation or pre-sentencing diversion
97-(97) Not answered

(ALPROBAT)

Comments: (AL PRB TC M)

How many times in your life have youbeen arrested and charged with the following:

Include total numbers of counts, notjust convictions. Do not include juvenile [under age 18] crimes, unless theywere charged as an adult. Include formal charges only.

L

w

L

IS

L5

L6

L7

L8

L9

Shoplifinghandalism:

Parole/fprobation violations:

Drug Charges:

Forgery:

Weapons offense:

Burglarylarceny B &E:

Robbery:

L10 Assault

(ALSHPLFT) I (xx)

@appvioL) [ (xx)

(ALDRGCHR) [— (xx)

(ALFORGER) )

(ALWEAPON) | (xx)

(ALBURGLR) (xx)

(ALROBBRY) (xx)

(ALAS SLT) (xx)

OR

[e]

Bl

OR

OR

OR

OR

OR

(ALSLFTNA) [ (97) Notanswered

(ALPPVINA) | (97)Not answered

(ALDCHRNA) [ (97)Not answered

(ALFORGNA) [ (97)Not answered

(ALWEAPNA) [ (97) Notanswered

(ALBURGNA) | (97)Not answered

(ALROBBNA) | (97) Not answered

(ALASLTNA) [ (97) Notanswered

Comments:

(ALSLFTCM)

(ALPPVLCM)

(ALDCHRCM)

(ALFORGCM)

[
(ALWEAP CM) |

(ALBURGCM)

(ALROBBCM)

(ALASLTCM) |



L11

L13

L14

L15

L16

Arson: (ALARSON) (xx)

Rape: (ALRAPE) (xx)

Homicide/mans laughter: (ALM URDER) (xx)

Prostitution: (ALPROST) ()

Conempt of court: (ALCONTMP) |

(xx)

Other (specify) : (ALOTHARR) (xx)

If"Other", specify:(ALOTHA SP)

L17

How many of these charges resulted in convictions ?

* Donotinclude misdemeanoroffenses from questions L18-L20 below. Convictions include fines, probation, i

® IfL3-L16 = 00,then L17 = Notapplicable

(ALCONVCT) (xx)

OR

(ALCNVTNA) [ (96) Not appiicable [ (97) Notanswered

Comments(ALCNVTC M)

OR

OR

OR

OR

OR

(ALARSNNA) [ (97) Notanswered

(ALRAPENA) [ (97)Not answered

(ALMRDRNA) [ (97)Not answered

(ALPRSTNA) [ (97) Not answered

(ALCNTPNA) [ (97)Not answered

(ALOARRNA) [ (97)Not answered

, and guilty pleas.

(ALARSNCM)

(ALRAPECM)

(ALMRDRCM)

(ALPRSTCM)

(ALCNTPCM) I

(ALOARRCM)

How many times in your life have you been charged with the following:

L18

Disorderly conduct, vagrancy, public intoxication:

(ALDISCND) )

OR

(ALDCNDNA) [~ (97) Not answered

Comments(ALDCNDCM)

Driving while intoxicated (DWI):

(ALDWI) (xx)
OR

(ALDWINA) | (97)Not answered

Comments{ALDWICM)

Major driving violatons:

® Moving violations: speeding, recklessdriving, no license, eftc.

(ALDRVIOL) %)

OR

(ALDRVLNA) [ (97) Notanswered

Comments:(ALDRVLCM)



L21 How many months were you incarcerated in your life?

*® Ifincarcerated 2 weeks or more, round this up to 1 month. Listtotal number of months incarcerated (up to 99). If more than 99, code 99 and enterthe number in comments.

(ALINCRMT) (xx) months

OR

(ALINCRNA) [ (97)Not answered

Comments{ALINCRCM)

L24 Are you presently awaiting charges, tial, orsentence?

(ALCHTRSE)

L25 What for (refersto L24)?

* Use code 03-16, 18-20. If more than one, choose most severe. Don'tinclude civil cases, unless a criminal offense is involved.

03-03 = Shoplifting
04-04 = Probation violation
05-05 = Drug
06-06 = Forgery
07-07 = Weapons
08-08 = Burglary
09-09 = Robbery
10-10 = Assault
11-11 = Arson
12-12=Rape
13-13 = Homicide
14-14 = Prostitution
15-15 = Contempt

99-16 = Other
18-18 = Disorderly conduct
19-19=DWI
20-20 = Major driving violation
(aLcrss ) I—
OR

(ALCTSPNA) [ (96) Notapplicable | (97)Not answered

Comments(ALCTSPCM)

L26 How many days in the past 30 were you detained orincarcerated?

* Include being arrested and released on the same day.

(ALIN30OD) (xx) days

OR

(ALIN3ONA) | (97)Not answered

Commentsy ALIN30C M)

L27 How many days in the past 30 have you engaged in illegal activities for profit?

* Exclude simple drug possession. Include drug dealing, prostitution, selling stolen goods, etc. May be cross checked with question E17 under Employment/Family Support section.

(ALIP30D) (xx) days

OR

(ALIP30NA) [~ (97) Not answered

Commentsi(ALIP30CM)

For questions L28-29: Please ask participant to use the Participant Rating Scale.



L28 How serious do you feel your presentlegal problems are?

*® Exclude civil problems

0-(0) Not atall
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(ALLP S30D)

OR

(ALLP 30NA) [ (97) Notanswered

Comments{(ALLP30CM)

L29 Howimportant to you now iscounseling orreferral for these legal problems?

* Participantis rating a need for additional referral to legal counsel for defense against criminal charges.

0-(0) Not atall
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(ALLCI30D)

OR

(ALLI3ONA) [ (97)Not answered

Comments:(ALL30C M)

Confidence Ratings: Isthe above information significantly distorted by:

L31 Participant's misre presentation?

(ALMsRER) [ N0 T (1) Yes

L32 Participant's inability to understand?

(ALUNDRST) [ @ No [~ (1) Yes

Conments:(ALCOMM)




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

CTN-ASI Lite v1.0: Medical Status (ASM)

Web Version: 1.0; 1.00;12-17-13

CTN-ASI Lite v. 1: Medical Status

M1 How many timesin your life have you been hospitalized for medical problems?

® Include O.D.'s and D . Exclude detox, alcohol/drug, psy chiatric
treatmentand childbirth (ifno complications).

® Enter the number of overnight hospitalizations for
medical problems.

(AMHOSPTM) (xx) times

OR

(AMHOSPNA) [ (97) Notanswered

Comments(AMHOSPCM)

M3 Do you have any chronic medical problems which continue to interfere with your life?

® A chronic medical condition is a serious physical or medical condition
thatrequires regularcare (i.e., medication, dietary restriction),
preventing full advantage of their abilities.

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

97-(97) Not answered
(AMCHRMPR)

If "Yes", specify: (AMCRMPSP)

Comments: (AMCRMP CM) |

M.

S

Are you taking any prescribed medication on a regular basis for a physical problem?

® Medication prescribed by a M.D. for medical conditions; not psychiatric medicines.
*® Include medicines prescribed, whether or notthe participantis currently king them.

® Theintent isto verifychronic medical problems.

(AMRXPHYS)

If "Yes", specify: (AM RXP HSP)

Comments: (AM RX PHC M)

M5 Do you receive a pension fora physical disability?

® |nclude Workers' Compensation, exclude psychiatric disability.



97-(97) Not answered

(AMPENSPD)

If "Yes™", specify: (AM PNP DSP)

Comments: (AMPNDCM)

M6 How many days have you experienced medical problemsin the past30 days?

® Donotinclude ailments directly caused bydrugs/alcohol.

@ Include flu, colds, etc. Include serious ailments related to drugs/
alcohol, which would continue even if the participantwere abstinent
(e g, cirrhosis of liver, abscessesfrom needles, etc).

(AMPRB30D) (xx) days

OR

(AMPR30NA) [ (97) Notanswered

Comments(AMPR30CM)

For questions M7 & M8, please ask participant to use the ParticipantRating Scale.

M7 How troubled or bothered have you been bythese medical problemsin the past30 days?

@ Restrictresponse b problem days of question M6.

0-(0) Not at all
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(AM PBR30D)

OR

(AMPB30NA) | (97)Not answered

Comments(AMPB30CM)

M8 How imporant to you now is treatment for these medical problems?

@ Refers to the need for new or additional medical treatmentby the participant

0-(0) Not atall
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(AMMTI30D)

OR

(AMMBONA) [ (97)Not answered

Comments(AMMI30CM)

Confidence Ratings: Isthe above information significantly distorted by:

M10 Participant's misr epr ese ntation?

(AMMISREP) [ (9 No [ (1) Yes

M11 Participant's inability to understand?

(AMUNDRST) [ (0)No [ (1) Yes






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

CTN-ASI Lite v1.0: Psychiatric Status (ASP)

Web Version: 1.0; 1.00;12-17-13

CTN-ASI Lite v. 1: Psychiatric Status

How many times have youbeentreated for any psy icalor i Ip ?
® Donot include abuse, emp ,or ily Treatment episode =a series of more or lesscontinuous visits ortreatment days, not the number of visits or days. Enter di in C if known.
P1 Inahospital orinpatient setting?
(AP PIHSPX) ()
OR
(APPHPNA) [ (97)Not answered
Commentsi(A PPIHCM)
P2 Outpatient/private patient?
(AP POHSPX) | (xx)
OR
(APPOHPNA) [ (97)Not answered
Comments(APPOHP CM)
P3 Do you receive apension fora psychiatric disability?
(AP PENP SY)
Comments(APPENPCM)
Have you had asignificant period of time (that wasnot a directresultof drug/alcohol use) in which you have:
A Past 30 Days B Lifetime Comments
P4 ( d serious dep i d 3 loss of interest, difficulty with daily function? 0-(0) No 0-(0) No
1-(1) Yes 1-(1) Yes (APDEPCM)
97-(97) Not answered 97-(97) Not answered
(AP DEP 30D) h (APDEPLFT) h
P5  Experienced serious anxiety tension-uptight, unreasonably worried, inability o feel relaed? 0-(0) No 0(0) No
1-(1) Yes 1-(1) Yes EEEE) ‘
97-(97) Not answered 97-(97) Not answered
(AP ANX 30D) h (APANXLFT) h
P6 Experienced hallucinations-saw thingsor heard voices thatother people did not see or hear? 0-(0) No 0-(0) No
1-(1) Yes 1-(1) Yes
$7-(97) Not answere $7-197) Not answere 4 (APHLCCM)
97-(87) Not answered

(AP HLC30D)




P7 Exp d trouble u

0-(0) No 0-(0) No
1-(1) Yes 1-(1) Yes
97-(97) Not answered 97-(97) Not answered CECECEM)
(APCNC30D) (APCNCLFT)
For questions P8-P10, participantcould have been under the influence of alcohol/drugs
A Past30Days B Lifetime Comments

P8  Experienced trouble controlling violent behavior including episodesofrage, or violence?

® Participantcan be under the influence of alcohol/drugs.

(APVLTCM)
(APVLT30D) (APVLTLFT)
P9  Experienced serious thoughts of suicide ? 0-(0) No 0-(0) No
® Participantseriouslyconsidered a plan for taking his/her life. 1-(1) Yes 1-(1) Yes e —
97-(97) Not answered 97-(97) Not answered )
(APTOS30D) (APTOSLFT)
P10 Atempted suicide? 0-(0) No 0-(0) No
® Include actual suicidal gestures or attem pts 1-(1) Yes 1-(1) Yes
97-(97) Not answered 97-(97) Not answered (RETEY
(apasuzoD) [N (~~/suLrT) I
P11 Been prescribed medicatons for any psychological/emotional problem?
® Prescribed forthe participant by MD. AEEDCID
Record "Y es" ifa medication was prescribed even if the parcipantis nottaking it. 97-(97) Not answered

(AP MED30D) (APMEDLFT)

P12 How many daysin the past30 have you these p or I problems ?

® This refers to problems noted in questions P4-P10.

(APPRB30D) (x) days

OR

(APPR30NA) [ (97) Notanswered

Conments:(APPR30CM)
For questions P13-P14, please ask participantto use the ParticipantRating Scale.

P13 How much have you been troubled or bothered by these psychological or emotional problems in the past 30 days?

® Participantshould be rating the problem days from question P12.

0-(0) Not at all
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(APPBR30D)

OR

(APPB30NA) | (97) Notanswered

Conments:(APPB30CM)

P14 How importantto you now is treatment for these psychological or emotional problems?

0-(0) Not atall
1-(1) Slightly
2-(2) Moderately
3-(3) Considerably
4-(4) Extremel
(APPTI30D)

OR

(APPI3ONA) [~ (97) Not answered

Conments:(APPI30CM)






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

Date of assessment(CHPASMDT)

Please rate the extent to which each of the following statements describeshow you have been feeling or acting in the past week.
i how you have been feeling in the pastweek, youwould give arating of "Strongly Agree " If you feel the statement isnot at all how you have been feeling in the pastweek, you would give a rating of "Strongly Disagree.”

10.
11
7,
13
14
15.

16.

Forexample, ifyou feel the very

I feel as if things are never going to get beter.
I'have no future.
It seems as if | can do nothing right.

Everyhing I do urns out wrong.

. Thereis noone lcandepend on.

. The people | care the mostforare gone.

I wish my suffering could just all be over.
Ifeel that there is no reason to live.
Iwish I could justgo to sleep and notwake up.
I find myself saying or doing things without thinking.
I often make decisions quickly or"on impulse.”
lotten feel irritable or easily angered.
loften overreact with anger or rage over minor things.
I'have been having thoughts of kiling myself.
I'have thoughts about how I might kill my self.

I'have aplan to kill myself.

Comments:(CHPCOMM)

©2008 UT Southwestern Medical Center at Dallas

y

Strongly

Disagree
(CHNVRBTR) [
(cHNOFUTR) [
(CHNORGHT) [
(CHWRONG) |
(CHDEPEND) |
(CHPPLGNE) [
(CHSUFFER) [
(CHRSLIVE) [
(CHSLEEP) |
(CHNOTHNK) |
(cHiMPULS) [
(CHRRITE) [
(CHOVRRCT) [
(cHKiLLmS) [
(CHHOWKIL) [

(CHPLNKIL) [

Disagree

0O o0 4doodgodoodododn>dod

Concise Health Risk Tracking (CHRT) - Participant Rated Module (CHP)

Neither
Agreenor
Disagree

-
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Agree

0O o0 4doododoodododndod

I (mmddlyyyy)

Strongly
Agree

O oo oo oo oo oo oo
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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: (DEHAWALII) [

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) I
Some other race: (DERACEOT) [ Specify:(DERACESP)I
-OR-

Don't know:(DERACEDK) |

Refused: (DERACERF) |



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




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 participanthas 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



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 consequences

of intoxication, physical fights):

4. Tolerance, as defined by either of the following:
a. aneed for markedlyincreased amounts of the substance to
achieve intoxication 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 analgesics, antidepressants,
anti-anxiety medic ations or beta- blockers.)

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

a. the characteristic withdrawal syndrome for the subs tance

b. the same (ora closelyrelated) substance is taken o

relieve oravoid withdrawal sy nptoms

(Note: Withdrawal is not counted for those taking medications
under medical supervision such as analgesics, antidepressants,
anti-anxiety medic ations or beta- blockers.)

0-No

1-Yes
(DS OP HAZ)

0-No

1-Yes
(DSOPISOC) E

0-No

1-Yes
(DSOPTOL) E

0-No

1-Yes
(DS OP WIT)

0-No

1-Yes
(DSALCHA2)

0-No

1-Yes
(DSALCSOC) E

0-No
1-Yes
(DSALCTOL) E
0-No
1-Yes
(DSALCWIT) E

0-No

1-Yes
(DSAMPHAZ)

0-No

1-Yes
(DSAMPSOC) E

0-No
1-Yes
(DSAMPTOL) E
0-No
1-Yes
(DSAMPWIT) E

1
E
1-Yes
(DSTHCS OC)
E
1-
(DSTHCTOL)

0-No
1-Yes
(DSTHCWIT)

0-No
-Yes
(DS THCHAZ)
-No
No
Yes

0-No

1-Yes
(DSCOCHAZ)

0-No

1-Yes
(DSCOCSOC) E

0-No
1-Yes
(DSCOCTOL) E
0-No
1-Yes
(DSCOCWIT)

0-No

1-Yes
(DSSE DHAZ)

0-No

1-Yes
(DSSEDSOC) E

0-No
1-Yes
(DSSEDTOL) E
0-No
1-Yes
(DSSE DWIT) E

Criteria

6. The substance is often taken in larger amounts or over a longer
period than was intended :

7. Thereis apersistentdesire or unsuccess ful efforts to cutdown or

control substance use:

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

Opioid

@

(DSOPIDOS)

(DSOPICUT)

0-No
1-Yes
(DSOPITIM)

Alcohol

0-No
1-Yes
(DSALCDOS)
0-No
1-Yes
(DSALCCUT)
0-No
1-Yes
(DSALCTIM)

Amphetamines

0-No
1-Yes
(DSAMPDOS)
0-No
1-Yes
(DSAMPCUT)
0-No
1-Yes
(DSAMPTIM)

Cannabis

0-No
1-Yes
(DSTHCDOS)
0-No
1-Yes
(DSTHCCUT)
0-No
1-Yes
(DSTHCTIM)

Cocaine

0-No
1-Yes
(DscocDos)
0-No
1-Yes
(DscoccuT)
0-No
1-Yes
(bscocTmMm)

Sedatives

0-No
1-Yes
(DSSEDDOS)
0-No
1-Yes
(DSSE DCUT)
0-No
1-Yes
(DSSE DTIM)

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

10. The sub use is i despite ge of having
a persistent or recurr ent 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



11. Craving ora strong desire or urge to use a specific 0-No 0-No 0-No 0-No 0-No 0-No
substance:
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes
(DSOPICRA) (DSALCCRA) (DSAMPCRA) (DSTHCCRA) (DSCOCCRA) (DSSE DCRA)
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 [ Moderae I Moderate
[~ wmild [ Mmild [~ mild [~ wmild [~ mid [~ mild
™ None I None ™ None I None [~ None [ None

Conments:(DSMCOMM)



Detoxification Utilization Summary (DXS)

Web Version: 1.0; 3.01; 06-23-16
Segment (PROTSEG): A

Visit number (VISNO):

1. Last (licit or illicit) opioid use prior to randomization

Date: (DXLSOPDT)  (mm/ddlyyyy)
Time (24-hour format):  px; SOPTM) S (hh:mm)
Substance: a
(DXLSOPSB) e
Route: a
(DXLSOPRT) -

2. Detox unit

Admission date to detox unit: (DXADMNDT) ‘ ‘ (mm/ddlyyyy)
Admission time (24-hour format): (DXADMNTM) S (hh:mm)
Discharge date from detox unit: (DXDDCDT) ‘ ‘ (mm/dd/yyyy)

Facility participant discharged to: (DXDCFCLT) =~ Outpatient ~ Residential

Discharge date from residential facility: (DXFCDCDT) ‘ ‘ (mm/ddfyyyy)

Comments:(DXSCOMM)




Additional Selection Options for DXS

Last opiate used substnce
6-Hydromorphone (Dilaudid)
7-Oxymorphone (Numorphan, Opana)
8-Meperidine (Demerol)

9-Codeine (Tylenol 3)

10-Fentanyl (Duragesic transdermal)
11-Morphine



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

Medications used for detoxification

Detox

Day 01
(Admission to Detox)

Detox Utilization (DXU)

Day 02

Day 03

Date (mm/dd/yyyy):

(DTDXDTO1)

(DTDXDT02)

(DTDXDT03)

L By & 00--- None

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

*Additional Options Listed Below
| A —

(DTD2DRO1)

00--- None

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

*Additional Oitions Listed Below

(DTD3DROY)

00--- None

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

*Additional Oitions Listed Below

Specify otal daily dose (xxx.xx): (DTD1TLO1) I mg

(DTD2TLOL) mg

(DTD3TLOL) mg

2. Drug 2:

00--- None

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

*Additional Options Listed Below
DRy I—

Specify otal daily dose (xxx.xx): (DTD1TL02) I mg

3. Drug 3

(DTD1DRO3)

00--- None

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

*Additional O itions Listed Below

Specify otal daily dose (xxx.xx): (DTD1TL03) I mg

4, Drug 4:

(DTD1DRO4)

00--- None

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

*Additional O itions Listed Below

(DTD2DR02)

00--- None

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

*Additional Oitions Listed Below

(DTD2TLO2) mg

(DTD2DRO3)

00--- None

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

*Additional Oitions Listed Below

(DTD2TLO3) mg

(DTD2DR04)

00--- None

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

*Additional Oitions Listed Below

(DTD3DRO2)

00--- None

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

*Additional Oitions Listed Below

(DTD3TLO2) mg

(DTD3DRO3)

00--- None

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

*Additional Oitions Listed Below

(DTD3TLO3) mg

(DTD3DRO4)

00--- None

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

*Additional Oitions Listed Below

Specify wotal daily dose (xxx.xx): (DTD1TL04) I mg

(DTD2TLO04) [— mg

(DTD3TLO4) mg

5. Drug 5:

(DTD1DRO5)

Specify total daily dose (xxx.xx): (DTDITLOS)

6. Drug 6

00--- None

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

*Additional O itions Listed Below
| mg

00--- None

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

(DTD1DRO6)

Specify tal daily dose (Xxx.xx): (DTD1TLO06)

*Additional O itions Listed Below
| mg

(DTD2DRO5)

00--- None

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

*Additional Oitions Listed Below

(DTD2TLO5) [_ mg

(DTD2DRO6)

00--- None

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

*Additional Oitions Listed Below

(DTD2TLO6) ,_ mg

(DTD3DRO5)

00--- None

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

*Additional Oitions Listed Below

(DTD3TLO5) mg

(DTD3DRO6)

00--- None

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

*Additional Oitions Listed Below

(DTD3TLO6) mg

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



Comments:

(DTDCOMO1)

(DTDCOM02)

(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
meoro:) I—
(DTD4TLOL) mg

00--- None

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

*Additional Options Listed Below
I A 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—
(DTD5TLO1) mg

00--- None

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

*Additional Options Listed Below
I I

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
| A —

Specify otal daily dose (xxx.xX):

(DTD4TLO2) mg

(DTD5TLO2) mg

(DTD6TLO2) mg

w

. Drug 3:

Specify total daily dose (xxx.xx):

»

Drug 4:

Specify otal daily dose (xxx.xx):

o

Drug 5:

00--- None

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

*Additional Options Listed Below
omero I—
(DTDATLO3) mg

00--- None

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

*Additional Options Listed Below
e | A —
(DTD4TLO4) mg

00--- None

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

*Additional Options Listed Below
Y N —

00--- None

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

*Additional Options Listed Below
(DTD5DRO3) *
(DTD5TLO3) mg

00--- None

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

*Additional Options Listed Below
oo |
(DTDS5TLO4) mg

00--- None

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

*Additional Options Listed Below
e I

00--- None

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

*Additional Options Listed Below
(omeoro: I
(DTD6TLO3) mg

00--- None

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

*Additional Options Listed Below
(e oo | M —
(DTD6TLO4) mg

00--- None

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

*Additional Options Listed Below
e o I —

Specify otal daily dose (xxx.xx):

6. Drug 6:

Specify otal daily dose (xxx.xx):

Comments:

Detox

Date (mm/dd/yyyy):

(DTD4TLOS5) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD4DRO6)

(DTD4TLO6) mg

(DTDCOM04)

Day 07

(DTDXDT07)

(DTD5TLOS) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD5DRO6)

(DTD5TLOG) mg

(DTDCOMO05)

Day 08

(DTDXDT08)

(DTD6TLOS) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD6DRO6)

(DTD6TLOG) mg

(DTDCOMO06)

Day 09

(DTDXDT09)



1 Drug L

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
(DTD7DRO1) *
(DTD7TLO1) mg

00--- None

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

*Additional Options Listed Below
| A
(DTDSTLO1) mg

00--- None

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

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

00--- None

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

*Additional Options Listed Below
(R0, I
(DTD7TLO2) mg

00--- None

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

*Additional Options Listed Below
(EomR I —
(DTD7TLO3) mg

00--- None

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

*Additional Options Listed Below
e | A —

00--- None

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

*Additional Options Listed Below
(meoro2 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
(omeoro2 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
| M —

(DTD7TLO4) mg

(DTD8TLO4) mg

(DTDITLO4) mg

2. Drug 2
Specify btal daily dose (xxx.xx):
3. Drug 3:
Specify total daily dose (xxx.xx):
4. Drug 4
Specify otal daily dose (xxx.xx):
5. Drug 5:
Specify otal daily dose (xxx.xx):
6. Drug 6:
Specify otal daily dose (xxx.xx):
Comments:
Detox

Date (mm/dd/yyyy):

1. Drug 1:

Specify total 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

(DTD7DRO5)
(DTD7TLOS) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTD7DRO6)

(DTD7TLO6) mg

(DTDCOMO7)

Day 10
(DTDXDTL0)

00--- None

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

04--- Methadone IM

*Additional Options Listed Below
(o000,
(DTD10TO1) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
I

(DTD8DRO5)
(DTDSTLOS) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTDBDRO6)

(DTDBTLO6) 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)

(DTD11TOL) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below
I

(DTDIDRO5)
(DTDOTLOS) mg

00--- None

01--- BUP-NX Sublingual

02--- BUP only Sublingual

03--- Methadone PO

04--- Methadone IM

*Additional Options Listed Below

(DTDIDRO6)

(DTDOTLOG) mg

(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

00--- None

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

*Additional Options Listed Below
(o120 I—
(DTD12T02) mg

w

. Drug 3:

Specify otal daily dose (xxx.xx):

IS

. Drug 4

Specify total daily dose (xxx.xx):

o

Drug 5:

00--- None

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

04--- Methadone IM

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

00--- None

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

04--- Methadone IM

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

00--- None

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

04--- Methadone IM

*Additional Options Listed Below
(DTD10D05) *

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
(oo11004 I ——
(DTD11T04) mg

00--- None

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

04--- Methadone IM

*Additional Options Listed Below
e

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
o200 A —
(DTD12T04) mg

00--- None

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

*Additional Options Listed Below
| A

Specify total 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 total daily dose (xxx.xx)

2. Drug 2:

Specify btal 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)

(DTD10T06) 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
(o300 —
(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)

(DTD11706)

(DTDCOM11)

Day 14
(DTDXDTL4)

00--- None

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

*Additional Options Listed Below
(oo I —
(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

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
(DTDXDT15)

00--- None

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

*Additional Options Listed Below
(o500 I
(DTD15TO1L) 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



w

. 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

00--- None

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

*Additional Options Listed Below
(o500 I
(DTD15T03) mg

IS

. Drug 4

Specify otal daily dose (xxx.xx):

o

. Drug 5:

Specify total daily dose (xxx.xx):

o

. Drug 6:

00--- None

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

04--- Methadone IM

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

00--- None

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

04--- Methadone IM

*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
(o0, I—
(DTD14T04) mg

00--- None

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

04--- Methadone IM

*Additional Options Listed Below
e e o] M ——
(DTD14T05) mg

00--- None

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

04--- Methadone IM

*Additional Options Listed Below
| A

00--- None

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

*Additional Options Listed Below
(DTD15D04) *
(DTD15T04) mg

00--- None

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

*Additional Options Listed Below
(DTD15D05) *
(DTD15T05) mg

00--- None

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

*Additional Options Listed Below
| A

Specify total daily dose (xxx.xx):

(DTD13T06) mg

(DTD14T06) mg

(DTD15T06) mg

Comments:

Conments:(DXUCOMM)

(DTDCOM13)

(DTDCOM 14)

(DTDCOM15)




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--- Mittaze 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--- Ibuprofen

99E--- Other



Date informed consent signed:(SICNSTDT)

Date medical release signed:(SLMEDDT)

Conments:(SLCOMM)

Original main consent
IRB approval date of ICF(S 1IRBDT)

Main study re-consent
IRB approval date of ICF{S1IRB2DT)

Date informed consent signed:(S1CST2DT)

Main study re-consent
IRB approval date of ICF(S1IRB3DT)

Date informed consent signed:(S1CST3DT)

Main study re-consent
IRB approval date of ICF(S1IRB4DT)

Date informed consent signed:(S1CST4DT)

0051A (ENR)

I (mmddlyyyy)
I (mm ddlyyyy)

| (mm ddlyyyy)

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

| (mmddlyyyy)
I (mm/ddlyyyy)

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

Web Version: 1.0; 2.00;11-30-14



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

Date of assessment(FNDASMDT)

Do you currently smoke cigaretes?(FNSMOKE)

If "Yes", read each question below. For each question enter the answer choice which best describesyourresponses.

1. How soon after you wake up do you smoke your first cigar ette 2(FNFIRST)

Fagerstrom Test for Nicotine Dependence (FND)

(mm/dddy yyy)

[ No [ ves

3-Within 5 minutes
2-6 - 30 minutes
1-31 - 60 minutes
0-After 60 minutes

2.Doyoufind it difficult to refrain fromsmoking in places where it is forbidden (e.g., in church, at the library, in cinema, etc )?(FNFORBDN) " No [ Yes

3. Which cigarette would you hate most to give up?(FNGNV EUP)

4.How many cigarettes/day do you smoke ?(FNNODAY )

5. Do you smoke more frequently during the first hours afterwaking than during the restofthe day?(FNFREQ)

6. Do yousmoke if you are so ill that you are in bed most of the day? (FNSICK)

Comments:(FNDCOM M)

Tolerance Q

™ Thefirst onein he moming | Al others

0-10 or less
1-11-20
2-21-30
3-31 or more

[ No [ Yes

T No [ Yes

Heatherton TF; Kozlowski LT; Frecker RC; T he Fagerstom Test for Nicotine Dependence: a revision ofthe

BrJ Addict (1991), 86, 119-1127.

Web Version: 1.0; 1.01;10-21-13



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

Date of assessment(HAMASMDT)

To rate the severity of depression, administer this questionnaire. The higher the score, the more severe the depression.

io

o

IS

DEP RESS ED MOOD (Sadness, hopeless, helpless, worthless)

The Hamilton Rating Scale for Depression (HAM)

I (mmddlyyyy)

0-(0) Absent

1-(1) These feeling states indicated only on questioning

2-(2) These feeling states spontaneously reported verbally

3-(3) Communicates feeling states non-verbally- i.e., through facial expression, posture, voice, and t
4-(4) Patient reports VIRTUALLY ONLY these feeling states in his spontaneous verbal and non-verbal com

(HADPMOOD)

FEELINGS OF GUILT

0-(0) Absent

1-(1) Self reproach, feels he has let people down

2-(2) Ideas of guilt or rumination over past errors or sinful deeds

3-(3) Present llness is a punishment. Delusions of guilt

4-(4) Hears accusatory or denunciatory voices and/or experiences threatening visual hallucinations

(HAGUILT)

SUICIDE

0-(0) Absent

1-(1) Feels life is not worth living

2-(2) Wishes he were dead or any thoughts of possible death to self
3-(3) Suicide ideas or gesture

4-(4) Attempts at suicide (any serious attempt rates 4;
(HAS UICDE) %

INSOMNIA EARLY

0-(0) No difficulty falling asleep
1-(1) Complains of occasional difficulty falling asleep - i.e., more than 1/2 hour

2-(2) Comilains of niihtI‘ difficulg fallini asleei
(HAINSME R)

INSOMNIA MIDDLE

0-(0) No difficulty
1-(1) Participant complains of being restless and disturbed during the night

2-(2) Waking during the night - any getting out of bed rates 2 (except for purposes of voidint
(HAINSMM D) w

INSOMNIA LATE

0-(0) No difficulty
1-(1) Waking in early hours of the morning but goes back to sleep
2-(2) Unable to fall asleep again if he gets out of bed

(HAINSMLT)

WORK AND ACTIVITIES

0-(0) No difficulty

1-(1) Thoughts and feelings of incapacity, fatigue or weakness related to activities; work or hobbies
2-(2) Loss of interest in activity; hobbies or work-either directly reported by patient, or indirect i
3-(3) Decrease in actual time spent in activities or decrease in productivity

4-(4) Stopped working because of present illness

(HAWRKACT)

RETARDATION: PSYCHOMOTOR
(Slowness ofthought and speec h; impaired ability to concentrate; decreased motor ac ivity)

Web Version: 1.0; 1.00;10-03-13



10.

1)

11

=

12

N

13

w

14.

15.

16.

17.

0-(0) Normal speech and thought
1-(1) Slight retardation at interview
2-(2) Obvious retardation at interview
3-(3) Interview difficult

4-(4) Complete stupor

(HAP SYCHM)

AGITATION

0-(0) None

1-(1) Fidgetiness

2-(2) Playing with hands, hair, etc.

3-(3) Moving about, can't sit still

4-(4) Hand wringing, nail biting, hair-pulling, biting of lips

(HAAGITAN)

ANXIETY (PSYCHOLOGICAL)

0-(0) No difficulty

1-(1) Subjective tension and irrability

2-(2) Worrying about minor matters

3-(3) Apprehensive attititude apparent in face or speech
4-(4) Fears expressed without questionin

(HAANXPSY)

ANXIETY SOMATIC: Psychological concomitants of anxiety, (i.e., effects of autonomic overactivity, “butterflies,” indigesion, stomach cramps,
belching, diarthea, palpitations, hyperventilation, parathesia, sweating, flushing, tremor, headache, urinary frequency). Avoid asking about
possible medicaion side effects (i.e., dry mouth, consiipation)

0-(0) Absent
1-(1) Mild
2-(2) Moderate
3-(3) Severe
4-(4) Incapacitating
(HAANxsowv) I

SOMATIC SYMPTOMS (GASTROINTESTINAL)

0-(0) None

1-(1) Loss of appetite but eating without encouragement from others. Food intake about normal
2-(2) Difficulty eating without urging from others. Marked reduction of appetite and food intake
(HASOMGASS)

SOMATIC SYMPTOMS GE NERAL

0-(0) None

1-(1) Heaviness in limbs, back and head. Backaches, headache, muscle aches. Loss of energy and fatigab
2-(2) Any clear-cut symptom rates 2

(HASOM GE N)

GENITAL SYMPTOMS (Synptoms such as: loss of libido; impaired sexual performance; mens trual disturbances)
0-(0) Absent

1-(1) Mild

2-(2) Severe

(HAGENS YM)

HYPOCHONDRIASIS

0-(0) Not present

1-(1) Self-absorption (bodily)

2-(2) Preoccupation with health

3-(3) Frequent complaints, requests for help, etc.

4-;4 H‘ﬁochondriacal delusions
(HAHY POCH)

LOSS OF WEIGHT
A.When rating by history:

0-(0) No weight loss
1-(1) Probably weight loss associated with present illness

2-(2) Definite accordinito iarticiiant weiiht loss
(HAWEIGHT)

INSIGHT
0-(0) Acknowledges being depressed and ill
1-(1) Acknowledges iliness but attributes cause to bad food, climate, overwork, virus, need for rest
2-(2) Denies being ill at all

(HAINSIGT)

Calculated score:(HAMSC ORE)






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

Lab collecion date (LABDATE)

Clinical Laboratory Tests (LAB)

(mm/ddkyyyy)

Result

Date of Collection

Abstracted from

(mm/ddlyyyy) Medical Record
Test Result
1. Aspartate Aminotransferase (AST/SGOT)  (LaasT) | (xxxx.x) 1UIL (LaasTDT) | (LAASTMR) [ Yes
2. Alanine Aminotransferase (ALT/SGPT) (LAALT) (ooxx.x) UIL (LAALTDT) (LAALTMR) ™ Yes
LFTs

3. Abumin (LAALBUMN) | (xx) g/dL (LAALBDT) (LAALBMR) [ Yes

4. Total Bilirubin (LABILRBT) (xx.x) mg/dL (LABILDT) (LABLMR) | vYes
5. Hep B surface antigen (HB sAG) (LAHBSAG) [ Negaive [ Posiive (LAHBAGDT) | (LAHBAGMR) [~ Yes
Hepatitis | 6. Hep B surface antibody (HBSAB) (LAHBSAB) | Negative [ Positive  (LAHBABDT) | (LAHBABMR) | Yes
|7- Hep C aniibody (LAHEPC) [ Negative [ Positive (LAHEPCDT) | | (LAHEPCMR) | Yes

HIV |8- HWV antibody (LAHNVAB) [ Negaive [ Postive  (LAHNVDT) | | (LAHIVMR) [ Yes

Conments:(LABCOM M)

Web Version: 1.0; 6.03;09-07-16



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

Date of assessment(MHXASMDT)

Date of assessment(MHXASMDT)

Medical History

Medical and Psychiatric History (MHX)

(mm/ddlyyyy)
(mm/ddlyyyy)

Web Version: 1.0; 5.01;03-17-16

Condition History of the If "Yes", specify: Condition Present
Condition: Currently:
1. Eyedisorders: (MHEY EH) " No I ves (MHE YESP) | (MHEYEC) M no [ ves
2. Eardisorders: MHEARH) [ No [ ves (MHEARSP) [ MHEARC) [ No [ ves
3. Respiratory and throat disorders : (MHRESPH) [ No T Yes (MHRESPS P) I (MHRESPC) " No T vYes
4. Cardiovascular disorders: (MHCARDH) [ No [ ves  (MHCARDSP) | MHCARDO) | No T ves
5. Liver and gallbladder disorders: MHLIVRH) [ No [ Yes  (MHLIVRsP) | MHLVRC) [ No [ ves
6. Other gastrointestinal disorders: MHGH) [ No [ ves (MHGISP) I MHGIo) [ No [ ves
7. Skin disorders: MHSKINH) [ No [ ves  (MHsKkinsP) [ (MHSKING) [~ No [ ves
8. Musculoskeletal disorders: (MHMUSCH) [ No [ ves  (MHMuscsp) | MHMusce) [ No [T ves
9. Metabolic disorders: (MHMETAH) [ No [ Yes  (MHMETASP) | (MHMETAC) [ No [ ves
10. Endocrine disorders: (MHENDOH) [ No [ ves  (MHENDOSP) | MHENDOC) [~ No [ ves
11. Renaland urinary tract disorders: (MHRENLH) [ No [ ves (MHRENLSP) I MHRENLC) [ No [ ves
12. Reproductive sysiem and breast disorders:  (wHREPOH) [ No [ Yes  (MHREPOSP) | (MHREPOC) [~ No [ ves
13. Epilepsy orseizure disorder: (MHELPYH) [~ No [~ Yes  (MHELPYSP) | (MHELPYC) [~ No [ Yes
14. Clinically significant neurological damage:  (MHNEURH) | No | Yes  (MHNEURSP) [ (MHNEWRC) [ No [ ves
15. Other nervous systemdisorders: (MHNERVH) [T No [ vYes (MHNERVSP) | (MHNERV C) " No T vYes
Psychiatric History
Condition History of the If "Yes", specify: Condition Present
Condition: Currently:
16. Anxiety or panic dis order: (MHANXH) [~ No [~ ves  (MHANXSP) [ (MHANXC) [~ No [ ves
17. Atiention Deficit Hyperactivity Disorder: MHADHDH) [ No [ ves  (MHADHDSP) | MHADHDC) [ No [ ves
18. Bipolar Disorder: MHBPIRH) [ No [ ves  (MHBPLRSP) I MHBPLRC) [ No [ ves
19. MajorDepressive Disorder: (MHMDDH) T No T vYes (MHMDDSP) ! (MHMDDC) [ No [ vYes
20. Schizophrenia: (MHSCHZH) T No [ ves (MHSCHZSP) I (MHSCHZC) M No [ ves
21. Suicidal ideation: musioH) [N T ves msosp) [ MHsioe) [~ No T ves
22. Suicidal behavior: MHsBEHH) [ No [ ves  (MHSBEHSP) | MHsBeHC) [ No [ ves
23. Homicidal ideation: (MHHIDH) [~ No T ves (MHHIDSP) | MHHDC) [ No [ ves
24. Homicidal behavior: (MHHBEHH) [ No [ Yes  (MHHBEHSP) | (MHHBEHC) [~ No [ ves
25. Violent behavior: (MHVBEHH) | No [ ves  (MHVBEHSP) | MHVBEHC) [ No [ ves



26. Psychotic episodes: (MHPSYEH) | No

27. Otherpsychiatic disorder: (MHPSYOH) [~ No

I ves
[~ Yes

(MHPSYESP) |

(MHPsYOSP) [

Other Conditions not Listed Above

28. (MHOTHR1) |

29 (MHOTHR2) |

30. (MHOTHRS) |

Specific Details:

(MHOTHR1S)

’(MHOTHRZS) ’
‘(MHOTHRSS) ’

31. Does the participant have a history of surgical and/or medical proce dures? (MHSURGRY)

If the participanthas had major surgery, provide most important'significant surgical event data below, including date of surgery.

If the participantremembers only the year, then record "06" for the month and "15" for the day . Ifthe pariicipant remembers only the month and year, then record " 15" forthe day.

Type of Surgery andlor Medical Procedure

32.(MHSRG1) |

33.(MHSRG2) |

M No T ves

Surgery/Procedure Date:
(mm/ddlyyyy)

(MHSRGIDT)
(MHSRG2DT)

(MHSRG3DT)

34.(MHSRG3) |
35.(MHSRG4) | (MHSRG4DT)
36.(MHSRGS) | (MHSRGSDT)

37. Does the participant have chronic pain that is pain lasting longerthan 6 months?(M HPAIN6M )

[T No [ ves

38. On ascale of0to 10, how uncomfortable would the participant describe opioid withdrawal to be, with 0 being none, 1 being litle discomfort, 5 being moderate (xx)

dis comfort, and 10 being almostunbearable? (M HOPIWDL)

Opiate Treatm ent History

Treatment

Buprenorphine:
Methadone:

Oral naltrexone:

Has the participant
had previous opiate
treatment?

(MHTRTBUP) | No [ Yes
MHTRTM™) [ No [ ves

(MHTRTNTX) [ No [ ves

If" Yes", was the
treatment successful?

(MHSCFBUP) | No [ Yes
(MHSCFMTD) [ No [ ves

(MHSCENTX) | No [ ves

Injectable naltrexone:

MHININTX) | No [ ves

(MHSCINTX) [ No [ ves

Other, specify:(MHTRTOSP) I

(MHTRTOTH) [ No [ ves

(MHSCFOTH) | No [ ves

Medical History - Specific Study Eligibility Criteria

39. Does the participant have a known allergy or sensitivityto buprenorphine, naloxone, naltrexone, polyl gly h

components of the Vivitrol® diluent? (M HDRGAL G)

tid CoR "

,or other " No [ Yes

40. Does the participant have a serious medical, psy chiatric, or substance use disorderthat, in the opinion of the study physician, would make sudy participation [~ \, [~ veg
hazardous to the parficipant, or compromise study findings, or would prevent the participant from completing the study ?(M HM EDCON)
41. Does the participant have pain of sufficient severity to require ongoing pain management with opioids? (MHPAINM G)

Conments:(MHXCOMM)

" No T ves

Condition Present

Currently:

(MHOTHR1C) | No

(MHOTHR2C) | No

(MHOTHR3C) | No

™ ves

™ ves

I Yes

(MHPSYEC) | No

(MHPSYOC) [ No

[ ves

" Yes



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

Date of assessment(MOTASMDT)

People are ir in icipating in a lication research study for many reasons.

Note on ascale of 1-5 (1=Strongly Disagree; 5=Strongly Agree) which of the following reasons contribute to your decision to volunteer for thisresearch study and what you think about the study medication.

Motivation for Participating, Attitudes Regarding Study Medications (MOT)

I (mmddlyyyy)

Strongly Disagree | Disagree | Neutral Agree | Strongly Agree

1 2 3 4 5
1. lam paricipating because | wantto avoid relapsing back to drug use. (MOARDRU) | | - o -
2. lam paricipating because my family/ friends want me to be in the research study. (MOPARFAM) [ [ r o o
3. lwould otherwise have difficulty obtaining these ty pes of medic ations. (MOPARMED) [ | m ' |_
4. lam parficipating because my treatment team wants me to participate in this study. (MOPARTEA) ' m I ' n
5. lwantto be in this study because of criminal justice issues (parole officer, judge, drug court, etc.). (MOPARCRI) o | n o -
6. lam interested in the money | will receive to participate in this study. (MOPARMON) [ | [ o -
7. 1donot have a strong preferenc e which medication I receive in this study. (MOMEDANY) [ m - - ‘o
8. lwould prefer o receive Bup i ( (MOMEDBUP) [ | ' ' '
9. Iflreceive Buprenorphine-Naloxone (Subosone) | am sure that | will take it every day for the next6 months. (MOTKEB UP) r | ' r r
10. Iwould prefer to receive Naltrexone monthly injections. (MOMEDNAL) o ' — ' ‘n
11. ff Ireceive Naltrexone lamsure that I will getan injection every month for the next6 months. (MOHVENJ) | | r o o

12. Of the friends and/or family members you spend ime with:
a.How manyhave alcohol problenms ?2(M ONFRALC)

b.How manyuse heroin and/or other illicit o pioids?( MONFROPS)

c.How manyuseilicit drugs and/or non-prescribed drugs 2(M ONFRICT)

Conment:(MOTCOMM)

[ (xx)
[ xx)
[ (xx)

Web Version: 1.0; 1.02;01-03-14



Non-CTP / Study Medical and Other Services (NMS)

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

-

N

w

»

o

o

=

Date of assessment(NMSASMDT)

The following questions are about the services you've received in the past 30 days, besides whatyou've received in this research study.

. Are you currently receiving substance abuse treatment services fromthis substance abuse treatment program (CTP)?(NMCTPSER)

. Have you i inan (other) { program for drug or alcohol problems?

(Do not include your participation in this study or the services directly related to this study or services received from this substance abuse treatment
program.) (NM OUTSER)

a.How many days have you participated2(NMOUTDAY)
b.How many hours do you atend the programin a typical week? (NMOUTHR)

c. Are you, orhave you been, required by the criminal justice system to attend treatment?2(NMOUTCJ)

. Have you been admited into a residential program for detoxor for other services?(NMRDTX)

a.How many admissions?(NMRD TXNO)

b. How many nights altogether for all stays?(NMRDTXNG)

. Have you been admited into a hospital for detox?(NMHDTX)

a. How many admissions?(NMHDTXNO)

b.How many nights altogether for all stays?(NMHDTXNG)

. Have you been admited to the hospital forany other reason?(NMHS PTL)

a.How many times were you admitted? (NM HSPNO)

b. Were any admissi for iatric or { reasons? 1SPPSY)
c. How many nights altogether for all stays?(NMHSPNG)

. Have you visited an emergency room and notbeen admitted to the hospital? (NM ER)

How many times did you visit the emergency room?(NMERNO)

. Outside of the services or programs mentioned above, have you seen a therapist, thatisa psychiatrist, psychologist, counselor, or social worker for

psychological or emotional problems?(NMMTHLTH)
How many times did you see a psychiatrist, psychologist, counselor or social worke r?(NMM THLNO)

drug problems?(NMMDDRG)
How many times did you see a psychiatrist, psychologist, counselor or social worker?(NMM DGNO)

. Have you visited a medical office, notincluding yourtherapist? (include all visits to a physician, nurs e, nurse practitioner, or physician's assistant.)

(NMMEDOFF)
a. How many visits to a medical offic e have you had? (NM ME DN O)

b.How many of these visits did you see a doctor?(NM ME DSEE )

. Have you attended AA NA, or CA meetings? (NM AA)

For how many days ?(NMAA DAY)

. Are you currently prescribed any medication for the treatment of substance abuse ?(NM RXM ED)

a.lf"Yes", which ofthe following medications have you been presc ribed?
Depot Naltrexone (NMRXV VTD)
Naltr exone(NMRXVVTL)
Suboxone(NMRXSBX)
Subutex(NMRXSBTX)
M ethadone (N\M RXM ETH)
Buprenorphine(NMR XBUP)
Acamprosate( NMRXACS)
Antabuse/Disulfiram(NMRXDSM)

(mm/dddy yyy)

" No

" No

™ Yes

™ Yes

(xx) days

(xx) hours

™ No

™ No

(xx) admissions
(xx) nights

™ No

(xx) admissions
(xx) nights

" No

(xx) admissions

" No

(x¥) nights

" No

I ves

I ves

™ Yes

™ Yes

I Yes

™ Yes

(xx) visits

" No

I ves

(xx) times

. Qutside of the services or programs mentioned above, have you seen a therapist, thatisa psychiatrist, psychologist, counselor, or social worker for alcoholor [~ no

I ves

(xx) times

" No

™ ves

(xx) Visits
(xx) visits

" No

™ Yes

(xx) days

™ No

[ No
" No
" No
" No
" No
" No
" No
" No

™ Yes

™ ves
™ ves
I ves
™ Yes
I ves
I ves
I ves
I Yes

Web Version: 1.0; 1.00;10-14-13



12.

13.

I~

©

14

15.
16.

IS

=

Othe ((NMRXOTR) " No [ Yes specity:(\MRxOTSP)[

Comments:(NMSCOMM)

b.How many total days did you take this/thes e medications?(NMM EDDAY) (xx)
Have you had health ins urance 2(NMIN SURE) [T No [ ves
a.Did you have Medicaid 2(NMINSMED) [T No [ ves
b. Did you have other public insurance 2(NMIN SPUB) [ No [ ves
c. Do you have private health insurance 2(NMINS PRV) [T No [ ves
d.Have you spent ime uninsured?(NMINSNO) [T No [ ves
Have you had a job? This includes anyjoh for which yan have been paid (including under-the-table work.)(NM WORKIN) M No [ vYes
a.How many days have you been paid for working? (NMWRKDAY) (xx) days
b. Including overtime, how many hours per week do you work on this job? (NMWRKHRS) [_ (xxx) hours
c.Including tips and bonuses, whatis your hourly rate on this job, before taxes?(NMWRKRTE ) ($$$.$$) per hour
Now I would like to ask you some questions about your legal status. | want to remind you all information is keptstrictly confidential. Legal information will not be available to anyone outside this research study.
. Was your admission into substance abuse treatment prompted by the criminal justice system?(NM CRMADM ) [T No [ Mandated | Referred/recommended
How manydayshave you participated in criminal actvities (excluding drug use)?(NMCRMACT) (xx) days
How manydayswere you detained orincarcerated (spent overnightin jai)?(NMCRM INC) (xx) days
Have you committed, been charged with, or been convicted of (answer all questions below):
Committed If"Yes", Charged Convicted
Number of Days:
00q)
17. Drug charges (not drug dealing) NA NA (NMDCCHAR) [ No [ ves | (wvibccony) [ No [ ves
18. Drugdealing (NMDDcoMT) | No [ Yes  (NMDDDAYS) (NMDDCHAR) | No [~ Yes |(NnmDDcoNV) [ No [ vYes
19. Shoplifting/retail theft (NMsLcomMT) [ No [ Yes  (NMSLDAYS) | (NMSLCHAR) | No [~ ves |mstconv) [ No [ ves
20. Theftnon-retail (NMTFCOMT) [~ No [ Yes  (NMTFDAYS) (NMTFCHAR) [~ No [ ves |wmTrconv) ™ No [ ves
21. Robbery (NMRBCOMT) [ No [ Yes  (NMRBDAYS) (NMRBCHAR) [~ No [ ves |mRBCONV) [ No [ ves
22. Household burglary (NMHHCOMT) I~ No [~ Yes  (NMHHDAYS) (NMHHCHAR) [~ No [ Yes | (NMHHCONV) [~ No [ ves
23. Auto theft (NMATCOMT) [ No [ Yes  (NMATDAYS) | (NMATCHAR) [~ No [ Yes |(NMATCONV) I~ No [ ves
24. Aggravated assault (NMAACOMT) [~ No [ Yes  (NMAADAYS) | (NMAACHAR) [~ No [ ves |(NMAACON\/) M No [ ves
25. Sexual assault (NMSAcOMT) [ No [ Yes  (NMSADAYS) (NMSACHAR) [ No [ ves |(NMSACONV) T No [ ves
26. Driving while intoxicated (NMDIcOMT) [~ No [~ Yes  (NMDIDAYS) (NMDICHAR) [~ No [ vYes |(NMDICONV) M No [ ves
27. Other, specify:(NMOTCRSP) [ (NMOTCOMT) [~ No [~ Yes  (NMOTDAYS) | (NMOTCHAR) [ No [~ Yes |(NMOTCONV) [T No [ Yes




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

Complete this formonly for females.

Date of assessment(PBCASMDT)

1. Is the participant of childbearing potential 2(P BCHILD)
If"Yes", does the partcipantagree to use an acceptable method of birth control?( PBUS EBC)
If participant does not agree to use an acceptable method of birth control, specify:(PB BCNOSP)
2. Is the participant breastfeeding ?(PB BSTFED)
3. Was a pregnancy test performed?(P BPRGTST)
a.Date of pregnancy test(PBP TSTDT)

b. Result of pregnancy test:(PBRESULT)

Comments:(PBCCOM M)

Pregnancy and Birth Control Assessment (PBC)

| (mm/dd/yyyy)

T No [ ves
T No [ ves
|

T No [ ves
T No [ ves

I (mm/dd/yyyy)

[" Negatve [ Posttive

Web Version: 1.0; 3.02;12-09-14



Protocol Deviation Review (PDR)
Web Version: 1.0; 3.00; 03-17-16

Date of deviation (PDDATE):
Protocol deviation number (PDSEQNUM):

Completed by Protocol Specialist:

1. What section of the protocol does this deviation refer to?
(PDSECTN)

2. Does the report of this deviation require site staff . No
retraining? (PDTRAIN)

If "Yes", specify plan for retraining:(PDPLATRA)

" Yes

3. Deviation was discussed with Lead Investigative Team ‘ ‘ (mm/ddsyyyy)
on:(PDDISCDT)

4. Deviation is categorized as:(PDCATGRY)

- Major  Minor

5. Deviation assessment by Protocol Specialistcomplete: = o
(PDPSCMP)

Protocol Specialist reviewer:(PDPSRVID) S (initials)

' Yes

Protocol Specialist comments:(PDPSCOMM)

Completed by Protocol Monitor:

6. Corrective action for this deviation was completedand o
documented on-site as described:(PDACTDOC)

If "No", specify reason:(PDSITESP)

' Yes

7. Deviation was reported to the IRB as required: & No
(PDIRBRPT)

If "No", specify reason:(PDIRBSP)

" | Yes

8. Preventive action plan related to this eventwas L) No
completed and documented on-site as described:
(PDPREVNT)

9. Review by Protocol Monitor is complete:(PDPMCMP) @ No @& Yes
Protocol Monitor reviewer:(PDPMRVID) S (initials)

' Yes

Protocol Monitor comments:(PVCOMM)






Additional Selection Options for PDR

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



Date of deviation (PDDATE):
Protocol deviation number (PDSEQNUM) :

1. Date deviation identified:(PDVDATE)

2. Deviation type:(PDTY PE)

If*Other", specify:(PDTY PSP)

3. Briefdescription of what oc curre d:(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)
1f"Y es", will the IRB be notified at the time of c ontinuing review ?(PDIRBCON)
If"Yes", date of planned submission:(PDIRBPDT)

If"No", date of actual submission:(PDIRBADT)

Conmments:(PDVCOM M)

Protocol Deviation (PDV)

(mm/dddy yyy)

Z01-INFORMED CONSENT PROCEDURES
01A--- No consent/assent obtained
nvalid/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

[TNo [ Yes

[TNo [ Yes

[ iy
(mm/ddk yyy)

Web Version: 1.0; 1.02;04-04-17



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 Deviation ofthe day
04-4th Protocol Deviation of the day
05-5th Protocol Deviation of the day
06-6t Protocol Deviation of the day
07-7t Protocol Deviation of the day
08-8t Protocol Deviation of the day
09-9t Protocol Deviation of the day
10-10th Protocol Deviation 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 its not pl 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 er ror

07Z--- Other (specify)

Z08-STUDY MEDICATION MANAGEMENT

08A--- Medic ation dispensed to ineligible participant

08B--- Medication dispensed to incorrect participant

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

08Z--- Other (specify)

Z09-STUDY BEHAVIORAL INT ERVENTION

09A--- Study be havior al intervention was not provide d/performed as per protocol
09Z--- Other (specify)

Z99-OTHER SIGNIFICANT DEVIATIONS

99A--- Destruction of study materials without priorauthorizaton fomsponsor
99B--- Breach of Confidentality

99Z--- Other (specify)




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

Date of assessment(PE XASMDT)

Date of assessment(PE XASMDT)

General appearance:

Skin, hair, and nails:

Head and neck:

Ears, eyes, nose, and throat

Cardiovascular:

Respiratory:

Gastrointestinal:

Extremities:

Lymph nodes:

Musculoskeletal:

Comments

Physical Examination (PEX)

I (mmddlyyyy)
I (mm/ddlyyyy)

1-Normal
2-Abnormal, not clinically significant
" nt

97-Not assessed

(PEGENAPP)

1-Normal

2-Abnormal, not clinically significant
3-Abnormal, clinically significant
97-Not assessed

(PESKHRNA)
1-Normal
2-Abnormal, not clinically significant
3-Abnormal, clinically significant
97-Not assessed

(PEHDNK)
1-Normal
2-Abnormal, not clinically significant
3-Abr i, t
97-Not assessed

(peeenT) I
1-Normal
2-Abnormal, not clinically significant
3-Abnormal, clinically significant
97-Not assessed

pecArD) I
1-Normal
2-Abnormal, not clinically significant
3-Abnormal, clinically significant
97-Not assessed

Gy |
1-Normal
97-Not assessed

(PEGAST)
1-Normal
2-Abnormal, not clinically significant
3-Abnormal, clinically significant
97-Not assessed

(PEEXTR)
1-Normal
2-Abnormal, not clinically significant
3-Abnormal, clinically significant
97-Not assessed

(PELYMP)

1-Normal
2-Abnormal, not clinically significant

it

97-Not assessed

(PEMUSC)

(PEGASP)

(PESHNSP)

(PEHDNK SP)

(PEENTSP)

(PECARDSP)

(PERESPSP)

(PEGASTSP)

(PEEXTRSP)

(PELYMPSP)

(PEMUSCSP)

Web Version: 1.0; 3.01;03-17-16



Neurological: +-Normal
2-Abnormal, not clinically significant

3-Abnormal, clinically significant PEEIRE)
97-Not assessed
(PENEUR)
Planned injection site as sessment:
1-Normal
2-Abnormal, not clinically significant
3-Abnormal, clinically significant (PEINJSSP)
97-Not assessed
(PEINJS)
Other (specify in comments):
(specity ) 1-Normal
(PEOTHESP)
(PEOTHER)
1. Does participanthave a body habitus that precludes gluteal intramuscular injection of naltrexone with provided needle 2(PEB DYHBT) T N T ves

Comments:(PEBDHBS P) ’

2. Is the participant in good general health ?(PE HEALTH) [ No T Yes

Comments:(PEHLTHS P) ’

Comments:(PEXCOMM) ’



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

I

6

w

IS

o

&

Date of assessment(QLEASMDT)

Check the answerthatbestdescribes your current health state today .

Mobility:(QLMOB IL)

Selfcare (QLSLFCAR)

. Usual activities (e g., work, study, housework, familyor leisure activities):(QLACTIVE)

. Pain/discomfor t (QLP AIN)

. Anxiety/depression (QLANXDEP)

Use the paper EuroQol Questionnaire Thermom eter to indicate how good or bad your health is currenty.

Health state today:(QLHLTHST)

Conments:(QLECOMM)

US (English)® 1998 EuroQol Group. EQ-5D" is a rade mark of the EuroQol Group

EuroQoL Questionnaire (QLE)

I (mmddlyyyy)

1-1 have no problems in walking about
2-1 have some problems in walking about
3-1 am confined to bed

1-1 have no problems with self-care
2- have some problems washing or dressing myself

3-1am unable to wash or dress m‘self

1-1 have no problems with performing my usual activities
2-1 have some problems with performing my usual activities

3-l am unable to ierform m‘ usual activities

1-l have no pain or discomfort
2-1 have moderate pain or discomfort

3-1 have extreme iain or discomfort

1-1 am not anxious or depressed
2-1 am moderately anxious or depressed

3-lam extremeI‘ anxious or deiressed

I (xxx)

Web Version: 1.0; 1.00;08-30-13



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

1. Would you say thatin general your health is:(QLHE ALTH)

N

@

o

Date of assessment(QLPASMDT)

. Now thinking abouty ourphysical health, which includes phy sical iliness and injury, forhow many days during the past 30 days was your physical health not

g00d? (QLHLTNGD)

Now thinking abouty our mental health, which includes stress, depression, and problems with emotions, for how many days during the past 30 days wasy our
mental health not good 2(QLMTLNG)

. During the past 30 days, for abouthow many days did poor physical or mental health keep you from doing your usual activities, such as seflf-care, work, or

recreation? (QLACT)

. Are you currently homeless or living in a s helter? (QLHMLESS)

Conments:(QLPCOMM)

Quality of Life - PhenX (QLP)

I (mmddlyyyy)

1-Excellent

2-Very good

3-Good

4-Fair

5-Poor

97-Don't know/Not sure
98-Refused

l— (xx) Number of days
I (xx) Number of days
I (xx) Number of days

T no [ ves

Web Version: 1.0; 1.02;01-03-14



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

17.

=

19.

2

N

Date of assessment(RABASMDT)

A. Past Month Drug and Alcohol Use

Risk Assessment Battery (RAB)

(mm/dddy yyy)

Read each of the following questions very carefully. As you will see, many of these questionsare very personal. We understand thisand have taken great care to protectthe privacy of your answers. It is very important that you answer EVERY question honestly. In fact, its better notto answer a question atall than o tell us something thatis not
accurate or tue. Some questions may not seem to have an answerthat is true for you. When this happens, you should simply choose the answer thatis mostright. Don't spend too much time on any one question. Remember, always ask for help if you're unsure aboutwhat to do. Thanky ou for your time and cooperation.

Not atall A A few times Everyday
few times eachweek

1. Inthe pastmonth, how often have you injected cocaine and heroin together (Speedball)? (RASPEDBL) | - r [
2. Inthe pastmonth, how often have you injected heroin (not mixed)? (RAHERINJ) I r r r
3. Inthe pastmonth, how often have you snaded heroin (not mixed)? (RASNRTHR) [ r r r
4. Inthe pastmonth, how often have you smoked heroin (not mixed)? (RASMOKHR) r r - r
5. Inthe pastmonth, how often have you injected cocaine (not mixed)? (RACOCING) | r | [
6. Inthe pastmonth, how often have you snorted cocaine (not mixed)? (RASNRTCO) r r r r
7. Inthe pastmonth, how often have you smoked crack, rock, or freebas e coc aine? (RASMOKCO) o - (I |
8. Inthe pastmonth, how often have you injected amphetamines, methamphetamine, speed, crank, or cry stal? (RASPDINJ) m r r [
9. Inthe pastmonth, how often have you snared anphetamines, methamphetamine, speed, crank, or crystal? (RASNRTSP) o ] o o
10. In the past month, how often have you smoked amphetamines, methamphetanine, speed, crank, or crystal? (RASMOKSP) | [ o o
11. In the past month, how often have you used benzndiazepines (benzos, benzies) such as Xanax, Valium, Klonopin, or Atvan? | (RauseDbBz) [ | (I |
1?. In '|he past month, how often have you Faken painkillers [pills such as Percodan, Percocet, Vicodin, Demerol, (RAUSE DPK) | [ o o
Dilaudid, Darvon, Darvocet, orsyrup (Codeine)]?

Which types of painkillers did you use ?(RAPKSP) I

13. In the past month, how often have you injected Dil audid? (RADILNY) | I r r
14. In the past month, how often have you used acid, LSD, or other hallucinogens? (RAUS DL SD) r r - r
15. In the past month, how often have you us ed marijuana? | (RAUSDCAN) r I r r
16. In the past month, how often have you used beer, wine, or liquor? | (RADRANK) [ r - r

B. Needle Use
Inthe pastmonth, have you injected drugs 2(RADRGINJ) [ No [ ves

. Inthe pastmonth, have you shared needles orworks?(RASHNDLE)

With how many differentpeople did you share needles in the past month 2(RANDLWNO)

. Inthe pastmonth, how often have you used a needle after someone (with or without cleaning)?(RAUSOTND)

. Inthe pastmonth, how often have others used afteryou (with orwithout cleaning)?(RANDLEOT)

™ Noor Ihave not shot up in the past month | Yes

0-Zero or | have not shot up in the past month
1-1 other person
2-2 or 3 different people

3-4 or more different ieoile

0-Never or | have not shot up or shared in the past month
1-A few times (1 or 2times)
2-About once a week (3 or 4 times)

3-More than once a week i5 or more times;

0-Never or | have not shot up or shared in the past month
1-A few times (1 or 2times)
2-About once a week (3 or 4 times)

3-More than once a week i5 or more times’

Web Version: 1.0; 3.00;11-12-14



22. In the pastmonth, how often have you shared needles with someone you knew (orlater found out) had AIDS or was positive for HIV, the ADS virus?

(RAAIDSND) 0-Never or I have not §hot up or shared in the past month
1-A few times (1 or 2times)
2-About once a week (3 or 4 times)
3-More than once a week (5 or more times

23. Inthe pastmonth, did you get your needlesfromany of the following:

a. Ihavenotshotup in the pastmonth (RANDINOT) [~ No [ ves
b. From a diabetic (RANDLDBT) [~ No [ Yes
c. Onthe street (RANDLSRT) [ No [ ves
d. Drugstore (RANDLDST) [ No [ Yes

e. Shooting gallery orotherplace where users go t shoot up (RANDLSGY) " No [ Yes
f. Needle Exchange Program (RANDLEXC) | No [ Yes

g. Other, specify:(RANDLOSP) (RANDLOTH) [ No [ ves

24. In the pastmonth, how often have you been to a shooting gallery/house or other place where users go to shoot up?(RASHTGLY) 0-Never

1-A few times (1 or 2times)
2-About once a week (3 or 4 times)

3-More than once a week iS or more times’

0-Never
1-A few times (1 or 2times)
2-About once a week (3 or 4 times)

3-More than once a weekiS or more times’

0-I have not shot up in the past month

1-l ALWAYS use new needles

2-1 ALWAYS clean my needle just BEFORE | shoot up
3-After | shootup, | ALWAYS clean my needle
4-SOMETIMES | clean my needle, sometimes | don't

*Additional Oitions Listed Below

25. In the past month, how often have you been to a CrackHouse orotherplace where people go to smok e crac k?(RACRCK HS)

2

-3

. Which statement bestdescribes the way you cleaned your needles during the past month2(RANDLCLN)

27. fyoucleaned your needlesand works in the pastmonth, how did you clean them?

a. Ihavenotshotup inthe pastmonth (RANLNOT) [ No [ ves

b. Soap and water only (RANLSOAP) [ No [ Yes

c. Alcohol (RANLALCH) [ No [ ves

d. Bleach (RANLBLCH) [~ No [ ves

e. Boiling water (RANDLWTR) | No [ ves

f. Other, specify:(RANLCOSP) | (RANLOTHC) | No [ ves

g. ldidnotclean my needles in the past month (RANOTCLN) [ No [ ves

h. TALWAYS used new needles in the past month (RAALWAYS) " No [ ves

Neveror| have A few About once a week More than
not shot up or shared times (3or4times) oncea week
inthe pastmonth (Lor2times) (50rmore times)

28. Inthe pastmonth, how often have you shared rinse-water? (RARH20SH) N N [~ -

29. Inthe pastmonth, how often have you shared a cooker ? (RACOKR SH) r I I I

30. Inthe pastmonth, how often have you shared cotton? (RACTNSH) [ N [~ r

31. Inthe pastmonth, how often have you divided or shared drugs with others by (RABCKLD) [ o I I

using one syringe(yours or someone else’s) to squirt or load the drugsinto the

other syringe(s) (backloading, for example)?
C. Sexual Practices

32. How would you describe yourself(RASEX PRF) [ Straightor heterosexual [ Gayor homosexual [ Bisexual

PLEASE NOTE: For the following questions, sexmeans any vaginal intercourse, anal intercourse (in the butt) or oral sex (blowjobs, for example).



33. With how many men have you had sex in the pastmonth? (RAS EXME N)

34. With how many women have you had sex in the past month? (RAS EXWMN)

0-0
1-1
2-20r3
3-4 or more
men/man

0-0

1-1
2-20r3
3-4 or more

womenwoman

Never Afew About once a week | More than once a week

times (3or4times) (50rmore times)
(lor2times)
35. Inthe pastmonth, how often have you had sexso you could getdrugs? (RASEX4DG) l_ |_ - -
36. Inthe pastmonth, how otten have you given drugs to someone so you could have sex with then® | rapGasex) [ r r r
37. Inthe pastmonth, how often were you paid moneyto have sex with someone? (RAPOSTUT) [ ' ' '
38. Inthe pastmonth, how often did you give money to someone so you could have sexwith then? (RAPD4SEX) I r I I
39. In the past month, how often have you had sexwith someone you knew (or later found out) (RASEXHIV) n | m m
had AIDS or was positive for HIV, the AIDS virus?

40. In the pastmonth, how often did you use condoms when you had s ex?(RASEX SFE)

41. Inthe past30 days, how many times did you have penetrative sex (vaginal oranal sex? (RASEXPEN)

42. Inthe past30 days, how many times did you have penet ative s ex (vaginal oranal sex without a condom?(RASEX UPR)

D. Concerns About HIV and Testing
If you know thatyou are HIV positve, skip to question 46

43. How worried are you aboutgeting HV or ADS?(RAGETHN)

44. How worried are you that you may have already been exposed to the HV or AIDS virus?(RAEXP HIV)

45. How manytimes have you had a blood test for the ADS virus (HV)?(RATSTHV)

46. When were you lasttested for HIV2(RALTMHIV)

Which ofthese best describes the mostimportantreason you have not been tested for HIV in the past 12 months?
47. Reason nottested for HV:(RANOTSRN)

48. Were you ever told that you had HIV, the AIDS virus? (RAHIVYES)

49. How was assessment c ompleted RACMPLT)

0-1 have not had sex in the past month
1-All the time

2-Most of the time

3-Some of the time

4-None of the time

(xx)
(xx)

0-Not at all
1-Slightly
2-Moderately
3-Considerably

4-E><tremeI‘

0-Not at all
1-Slightly
2-Moderately
3-Considerably
4-Extremely

0-Never

1-1

22

33

44

*Additional Options Listed Below

(mm) / (RALTYHIV) (yyy)

1-You think you are at a low risk for HIV infection
2-You were afraid of finding out that you had HIV
3-You didn't have time

4-Some other reason

5-No particular reason

98-Refused to answer

97-Don't know

MNo [T ves [T Inever gotthe results

0-Entered directy in ePRO
1-In-person visit, collected on paper source

2-Teleihone visit, collected on iaier source










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

Date of assessment(SOWASMDT)

Time of assess ment (24-hour for mat)(S OASMTM)

Pleas e score each of the 16 items below according to how you feel now

Symptom Not at Al Alittle Moderately QuiteaBit | Extremely
1 Ifeel amxious (soaNx) [~ r - 0 o
2. Ifeellike yawning sovawn) [ r L o m
3. lam perspiring (soswean) 7 | [ L o m
4. Myeyes are teary (SOOUTEAR) [ r I r O
5. Mynose is running (sonosruny) [ | T L - m
6. lhave goosebumps (SOGOSBUM) r r r O o
7. 1am shaking sosHake) [ | I L] A I
8 Ihave hotflushes (soHon) [ r r - O
9. Ihave cold flushes (socoLp) r r [] D
10. My bones and muscles ache (soAcHE) I r (N r~ I
11. Ifeel restless (sorestLs) [ | [T [ - L
12. Ifeel nauseous (soNAus) [ r~ u o m
13, Ifeel like vomiting (sovomit) [ I r L] O
14. My muscles twitch somustwt) [ | T r [J O
15. 1have stormach cramps (soscHemp) [~ [ [T r r O
16. Ifeellike using now (sousenow) [ L] D L] a

Range 0-64. Handelsman, L., Cochrane, K.J., Aronson, M.J. etal. (1987)
Two New Rating Scales for Opiate Withdrawal, American Journal of Alcohol Abuse, 13,293-308.

Conmments:(SOWCOM M)

The Subjective Opiate Withdrawal Scale (SOW)

I (mmddlyyyy)
I (hh:mm)

Web Version: 1.0; 1.00;12-16-13



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

Date of assessment(STRASMDT)

1. Is the participant color-blind(STRCLRBD)
If "Yes", leave the rest of hisform blank.

2. Please complete the following fields based on the results of the Stroop T ask:

Raw Score
Word Score (W) (STRWRAW) | (xxx)
Color Score (C) (STRCRAW) | (xxx)

Color-Word Score (CW) (STRCWRAW) | (xxx)

Comments:(STRCOMM)

Copyright 2002 by Stoelting Co., WheatLane, Wood Dale, IL 60191.

Stroop Color and Word Test - Adult Version (STR)

I (mmddlyyyy)

M no T ves

Web Version: 1.0; 1.00;07-22-13



TFB week start date (TFWKSTDT):

Day

Sunday

Monday

Timeline Followback (T51)

Tuesday

Wednesday

Thursday

Friday

Web Version: 1.0; 1.01;09-07-16

Saturday

Date

(TLDATE1)

(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:

(rLsuBALL) [ No [ ves

(TLALCHL1)

(TLsuBAL2) | No [ ves

(TLALCHL2)

(TLsUBAL3) | No [ Yes

(TLALCHL3)

(TLsuBAL4) [ No [ ves

(TLALCHL4)

(TLsuBALs) [ No | ves

(TLALCHL5)

(LsuBALe) [ No [ ves

(TLALCHLS)

(TLsuBAL?) [ No [ Yes

(TLALCHL?)

(TLTHCRL) (TLTHCR?2) (TLTHCR3) (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) (TLCOCRS5) (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) (TLCRAKRS5) (TLCRAKR®6) (TLCRAKRY7)

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. type (TLAMPR1) (TLAMPR?2) (TLAMPR3) TLAMP R4) (TLAMPR5) (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

7. 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

(TLBUPR1) (TLBUPR2) (TLBUPRS3) TLBUPR4) (TLBUPRS) (TLBUPRSG) (TLBUPRT7)
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

(TLMTDR3)

4-04-Non-lV Injection

*Additional Oitions Listed Below

(TLMTDR4)

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

(TLMTDRS)

4-04-Non-IV Injection

*Additional Oitions Listed Below

(TLMTDR6)

(TLOPRR1) (TLOPIR2) (TLOPIR3) TLOP IR4) (TLOPIR5) (TLOPIR6) TLOPIR7)
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. Benzodiazepines:

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 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

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) (TLHE RR3) (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) (TLMDARS6) (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) (TLBARRG) (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) (TLBZORS) (TLBZORS6) (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

(TLINHR 1) TLINHR?2) (TLINHR3) TLINHR 4) (TLINHR5) (TLINHRS) (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?)
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:(T51COM M)







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

Date of assessment(TAPASMDT)

-

. Assessment period:(TATFSTDT)
(TATFENDT)

o

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

@

In the 7 days prior to detox admission, what was the primary opioid used?(TA51PDRG)

a.Route:(TASLROUT)

b. Average amountused (perday)(TA51AMNT)

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

Comments:(TAPCOMM)

TLFB Assessment Period (TAP)

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

[T No [ ves

1-Buprenorphine
2-Opioid analgesics
3-Methadone
4-Heroin
I
1-01- Oral
2-02-Nasal
3-03-Smoking
4-04-Non-IV Injection

5-05-1V Injection

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

Web Version: 1.0; 5.01;09-13-16



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

Date of assessment(TRLASMDT)

Record time (in seconds) required to complete each task.

1. Part A(TRTMPRTA)

2. Part B:(TRTMP RTB)

Conmments:(TRLCOM M)

Trail Making Test (TRL)

I (mmddlyyyy)

I (xxx) seconds
I (xxx) seconds

Web Version: 1.0; 1.00;08-14-13



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

[N

s> o

o o

© o~

©

10.

Date of assessment(TUHASMDT)

. Have you smoked at least 100 cigarettes in y our entire life 2(TUSMK100)
. Do you now smoke cigarettes every day, some days, or not atall2(TUSMFREQ)

. Have you EVER smoked cigarettes EVERY DAY for atleast 6 months?(TUEVE RY)

How old were you when you first started smoking cigaretes FAIRLY REGULARLY?(TUSTRTRG)

Section A: Every-Day Smokers

. On the average, abouthow many cigarettes do you now smoke each day?(TUNUMDY)

. How old were you when you first started smoking cigaretes every day?(TUSTRTAG)

Section B: Some-Day Smokers

. On how many of the past30 days did you smoke cigaretes?(TU30DAYS)

. On the average, on those [answerto Q7] days, how many cigaretes did you usually smoke each day?(TU30AVG)

Section C: Former Smokers

. When you last smoked every day, on average how many cigaretesdid y ou smoke each day?(TUNUMEDY)

When you last smoked fairly regularly, on average how many cigarettes did you smoke each day?(TUNUMRDY)

Conments:(TUHCOM M)

Tobacco Use History (TUH)

I (mmddlyyyy)

" No [ ves [ DontknowRefused

1-Every day
2-Some days

3-Not at all

97-Don't Know/Refused

" No ™ Yes [ pont know/Refused

I (xx) Years old

I (xx) Cigaretesper day
I (xx) Years old

| (xx) Days
I— (xx) Cigarettesper day

I (xx) Cigarettesper day
I (xx) Cigarettesper day

Web Version: 1.0; 1.02;01-10-14



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

1. Was aurine drug screen performed2(UDTEST1)

If"No", reason:(UDNORSN)

If*Other", s pecify:(UDNOSP1)

1st Urine Drug Screen

2. Date 1st urine specimen collected:(UDCOLDT)

3. Was the 1sturine temperature within range? (90 -100 °F)(UDTEMP1)

4.
5,

o

® ~

Was the Lsturine speci ined © be 2(UDADULTY)

1stUrine Drug Screen Result(s):

I1f"No", reason:(UDNORSN2)

If"Other", s pecify:(UDNOSP2)

2nd Urine Drug S creen Result(s):

| Drug Name (Abbreviation) Negative Positive

Drug Name (Abbreviation) Negative Positive | Invalid
Benzodiaze pines (B ZO): (ubBzo1) [ r r
Anphetamine (AMP): (UbAmPI) [ | [
Marjuana (THO): wothey) [ [
Methamphetamine (MET):  (ypyeTsy [ - [
Opiates (2000 ng) (OPI): (upori1) I r I
Cocaine (COC): (ococy [T I
Ecstasy (MDMA): (UDMDAL) [ r r
O codone (OXY): (uboxy1) [ r r
Methadone (MTD): (omTDY) o [
Barbiturate (BAR): (UDBARL) [ r r

Opiates (300ng)(OPI):(UDOP1300)

Buprenorphine (B UP):(UDBUP1)

2nd Urine Drug Screen

. fthe 1st urine specir was i tobe wasa second s pecimen collected?(UDTEST2)

. Was the 2nd urine temperature within range? (90 - 100 °F)(UDTEM P2)
. Was the 2nd urine specimen determined to be adulterated 2(UDADULT2)

Invalid

|Benzodiazepines(BZO): (ubezo02) I~ r
| Anphetamine (AMP): woanpy T
|Marijuana(THC): (uptHez) [ -
Methamphetamine (MET):  (pmeTs) [ r
|0Piates (2000 ng) (OP): (ubopi2) [ r

o

CI O I

Urine Drug Screen (UDS)

M N T ves

1-Participant reported being unable to provide sample
2-Participant refused to provide sample

3-Study staff error

99-Other

| (mm/ddlyyyy)
M No [ ves
T No [ ves

" Negaive [~ Postive [ Invalid
[ Negative [ Postive [ Invalid

" No [ Yes

1-Participant reported being unable to provide sample
2-Participant refused to provide sample

3-Study staff error

99-Other

T No [ ves
T No [ ves

Web Version: 1.0; 5.03;09-13-16






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

Date of assessment(VASASMDT)

In the pastweek, how much did you crave opiates?(VACRVOPI)
In the past4 weeks, how much did y ou crave alcohol?(VACRVALC)
In the past4 weeks, how much did y ou crave stimulants 2(V ACRSTM)

In the past4 weeks, how much did y ou crave nicotine 2(VACRVNIC)

o L ® PR

Inthe past4 weeks, on average, how many cigarettes did you smoke perday ?(VANUM CIG)

Conments:(VASCOMM)

Visual Analog Scale (VAS)

Web Version: 1.0; 2.01;07-08-14

I (mmddlyyyy)

)
)
l_ (xxx)
l— (xxx)
[ o




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

Date of assessment(VISASMDT)

Body Mass Index
. Standing height:(VIHGTIN)

[N

. Measured weight:(VIWTLBS)

w

. BME(VIBMI)

Vital Signs
. Heart rate:(VIPULSE)

[N

. Blood press ure (V IBP SYS1)

Conments:(VISCOM M)

Vital Signs (VIS)

(mm/dddy yyy)

(xxx) inches (VIHGTCM) (xxx) cm
(xxxx) Ibs (VMITKGS)I (xxx.x) kgs

(xxx) BPM
/ (VIBPD lSl)I Systolic/Dias olic (mmHg)

Web Version: 1.0; 3.02;01-09-15



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

Date of assessment(VNSASMDT)

1. Have you used non-prescribed opiates during the past month? (VN OP IUSE)

If"Yes", which:
(Check all hat apply)

Methadone (Dolophine):

Oxycodone (Oxycontin, Percocet, Percodan, Roxycodone, others):
Hydrocodone (Vicodin, Lorcet, Lortab):

Heroin:

Non-study buprenorphine:

Hy dromorphone (Dilaudid ):

Oxymorphone (Numorphan, Opana):

Meperidine (Demerol):

Codeine (Tylenol 3):

Fentany| (Duragesic trans der mal):

Morphine:

(VWMETUSE) [ No
(VNOXYUSE) | No
(WNHYCcopu) [ No
(VZNHERUSE) | No
(VNBUPNSU) | No
(VNHYMORU) | No
(VNOYMORU) [ No
(NmEPUSE) [ No
(VNCODUSE) [ No
(VNFENUSE) | No

(VNMORUSE) [ No

When you used opiates, answer for the ime you got the greatest impact (most high).

2. Indicate how muc h you liked the feeling you got from opiate use(VNOPIFEL)

3. How much would you be willing to pay for the high des cribed in question 2 above 2(VNPAYHIG)

Comments:(VNSCOM M)

7 Yes
[ Yes
I ves
[ Yes
[ Yes
™ Yes
" Yes
I Yes
[ Yes
[ Yes
I Yes

Norwegian VAS (VNS)

I (mmddlyyyy)

T Nno T ves

I (xxx)
I (xxx)

Web Version: 1.0; 1.00;10-03-13
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