
   

Seg A – CTN-0051A2  Annotated CRFs Segment A

NIDACl sN wo kr teTilra ii lnca 

    n:1.0;5.00;09-19-16 irsWebVe o 

 

   Fo r  t he pu rpo s es of  t his pr o toc ol,  o n ly  ov erdos es, whe t her h ospita li zed or not , and all d eath s will be re por ted in AdvantageEDC.

  Th is ad verse  ev ent  has  be en  clos  ed  by the Medica l  Re view er  and  may no lon ger b e upda ted. 

  

  

             No Ye Un kn s own 

  

             Ye Un kn s No own 

   Co m m en ts:( A D1COMM) 

d yyy

d yyy

d yyy

Adv erse  ev ent  on set date (AEDATE):  

Event num be r ( AESEQNUM):   

1 A dverse  ev ent  outco me:(A  1AEOUT) .

(mm/d/ y) 

(mm/d/ y) 

If "Ove rdose" or " Overdose re sult ing  in de ath", d ate of overd os e:( A 1ODDT) a.

bIf "Ove rdose  re sulting in death " o r  " O the r death", d ate of d eath :(A 1DTHDT).

2 If  "Ove rdose", s everity of overd os e:( A 1ODSEVE) .

5 D ate sit e  be cam e aware  of  the ev ent:(A 1AWARDT) .

3 If  "O ve rdo s e"  o r  " O ve rd ose res ulting in de ath", were opioid s involved  in the  ov erdos e?(A1OPIOID) .

6 H os pitalization: (A 1HOSPIT) .

(mm/d/ y) 

4 If  "Other death",  p rimary ca use  of de ath:(A1CAUSE).

Adv erse  Ev ent s (AD1)  
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01-1st A dv erse  Ev ent  of the da y 
02-2nd Adv erse  Ev ent  of  th  e da y 
03-3rd Adv erse  Ev ent of  the day
04-4th Ad verse  Ev ent of  the day
05-5th Ad verse  Ev ent of  the day
06-6th Ad verse  Ev ent of  the day
07-7th Ad verse  Ev ent  of  th e day 
08-8th Ad verse  Ev ent of  the day
09-9th Ad verse  Ev ent of  the day
10-10th  Adv erse  Eve nt of the   day 

Seg A – CTN-0051A2  Annotated CRFs Segment A

Event num be r ( AESEQNUM) (k ey  fie ld):

Additional Selection Options for AD1 
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   NIDACl sN wo krteTilra ii lnca 

    WebVersion:1.0;2.02;07-11 4-1 

  y(mm/dd/yyy) 

  

                FemaleMale Don Refusedwkno 't 

                Refused No DonYes wkn 't o 

   If " Ye s",  i n dicate  the  grou p  tha t represents  his o r  her Hisp anic ori gin or 
ancestry:( DE HISPSP) 

   

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

I

(DEWHITE) 

(DEBLACK) 

(DEAMEIND) 

(DEALASKA) 

(DEHAWAI) 

(DEGUAM) 

(DESAMOAN) 

(DEPACISL) 

(DEASAIND) 

(DECHINA) 

(DEFILIPN) 

(DEJAPAN) 

(DEKOREA) 

(DEVIETNM) 

(DEASIAN) 

  

  

    

    

  

     

--

Seg A – CTN-0051A2  Annotated CRFs Segment A

Dem og raph ics (DEM) 

(xx) 

G en der:(D EGENDER) 

1D ate of b irth  :( D  EBRTHDT) .

2A ge:(DEAGE) .

3.

4D oes  the   partic ipant co nsid er h im  or  herself  to be  Hispanic/L atino?(DEHISPNC. )

W ha t race  does  the pa rticipant con sider him or  herself to rep resent: 

(Check all that apply) 

Whit e: 

5.

Blac k/  Afric an  American:

Ind ian (Am erican):

Alas ka  na tive:

Gua m an ian: 

Othe r Pacif ic  Islander: 

Chinese: 

Asian  Ind  ian:

Na ti ve Haw a iian : 

Sam oa n: 

Specify:(DEPACISO) 

Japanese: 

Filipi no :  

Don't  k no w

Kore an: 

So me oth e r race: 

-OR-

Viet nam es e: 

Othe r Asian: 

Refu sed :  

Specify:(

Specify:(

DEASIAOT) 

DERACESP)(DERACEOT) 

-

:(DERACEDK) 

(DERACERF) 
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   If "Other",  s pecify:(DEJOBSP) 

   Co mmen ts:( DEMCOMM) 

W ha t is the highe st grade or  level of school the partic ipant has comple ted or th 
hig hest  degree  the y  ha ve  rec eived ?(D EEDUCTN ) 

W e wou ld  like   to kn o w ab o u t  wha t  the participant does -- is he/she working now
look in g  for w ork , re tired, k eeping ho use, a student, or what?(DEJOB) 

6.

7.

8Is  the pa rtic ipant  marrie d, w ido wed , divorced, separated, never married, or li vin
wit h a pa rtner?( DEMARTL) 
.

e

, 

g

Seg A – CTN-0051A2  Annotated CRFs Segment A
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Additional Selection Options for DEM 

Wha t  is the high est grad e or  level of  school  the pa rticipant has  complet ed  or the high est degree they ha ve received?
05 -5th gr ade 
06 -6th grade
07 -7th grade
08 -8th grade
09 -9th grade
10 -10th grade
11 -11th grade
12 -12th gra de, no dip loma
13 -High sch ool graduate
14 -GED or equivalent
15 -Some colleg e, no degree
16 -Associate's de gree:  oc cupation al, technical, or vocational program
17 -Assoc iate's de gree: academ ic program
18 -Bachelor's d e gree (e. g., BA,  AB, B S, BBA)
19 -Mast er's de gree  (e. g., MA,  MS,  MEn g, MEd,  MBA)
20 -Profession al school  degree (e. g., MD, DDS, DVM, JD) 
21 -Doct ora l degree (e. g., PhD, EdD) 
98 -Refused
97 -Don't k now

We wou ld lik e to kn o w ab ou t wha t the partic ipant does -- is  he/s he working now , looking for work, retired, keeping house, a student, or what?

Is  the pa rticipant  marrie d, w idowed , divor ced, separated, never marrie d, or  living with a pa rtner?
06 -L iving with pa rtner 
98 -Refused
99 -Don't k now

06 -Keeping house
07 -Student
99 -Other
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If " Yes" , in dica te the group  tha t represents his or  her Hisp anic or igin or  ancestry:
6-Cuban
7-C uban American
8-C entral or S ou th Ameri can
9-Othe r Lati n Ameri can 
99 -O the r Hisp anic 
98 -Refused
97 -Don't k now



   NIDACl sN wokrteTilraii lnca 

    n:1.0;2.00;02-27-14 irsWebVe o 

   Date of assessmen t:(DSMASMDT)   d yy(mm/d/y y) 

            

   Answer the following for drugs used in the past 12 months 

  Recurrent substance use resulting in a failure to fulfill major

            

  Recurrent substance use in situations in 

            

  Continued substance use despite having persistent or recurrent

            

  Tolerance, as defined by either of the following: 
 

             

  Withdrawal, as manifested by either of the following: 
 
 

            

  The substance is often taken in larger amounts or over a longer

            

  There is a persistent desire or unsuccessful efforts to cut down o

            

  A great deal of time is spent in activities necessary to obtain 

            

  

            

  The substance use is continued despite knowledge of having 

            

Seg A – CTN-0051A2  Annotated CRFs Segment A

DSM  - 5 - Substance Use Disor ders (DSM) 

Segment (PROTSEG):A 

Visit number (VISNO):  

Criteria Opioids Alcohol Amphetamines Cannabis Cocaine Sedatives 

1.  

(DSOPIOBL) 

role obligations at work, school, or home 
(e.g., repeated absences or poor work performance related to 
substance use; substance-related absences, suspensions, 
or expulsions from  school; neglect of children or household): 

(DSALCOBL) (DSAMPOBL) (DSTHCOBL) (DSCOCOBL) (DSSEDOBL) 

(DSOPIHAZ) (DSALCHAZ) (DSAMPHAZ) (DSTHCHAZ) (DSCOCHAZ) (DSSEDHAZ) 

 

(DSOPISOC) 

2.
which it is physically hazardous 
(e.g., driving an automobile or operating a machine 
when impaired by substance use):

3.
social or interpersonal problems caused or 
exacerbated by the effects of the substance 
(e.g., arguments with spouse about consequences 
of intoxication, physical fights): 

(DSALCSOC) (DSAMPSOC) (DSTHCSOC) (DSCOCSOC) (DSSEDSOC) 

t (DSOPITOL) 

4.
a.a need for markedly increased amounts of the substance to 
achieve intoxication or desired effect 
b.markedly diminished effect with continued use of the same amoun
of the substance 
(Note: Tolerance is not counted for those taking medications 
under medical supervision such as analgesics, antidepressants, 
anti-anxiety medications or beta-blockers.) 

(DSALCTOL) (DSAMPTOL) (DSTHCTOL) (DSCOCTOL) (DSSEDTOL) 

(DSOPIWIT) (DSALCWIT) (DSAMPWIT) (DSTHCWIT) (DSCOCWIT) (DSSEDWIT) 

5.
a.the characteristic withdrawal syndrome for the substance 
b.the same (or a closely related) substance is taken to 
relieve or avoid withdrawal symptoms 
(Note: Withdrawal is not counted for those taking medications 
under medical supervision such as analgesics, antidepressants, 
anti-anxiety medications or beta-blockers.) 

Criteria Opioids Alcohol Amphetamines Cannabis Cocaine Sedatives 

 

(DSOPIDOS) (DSALCDOS) (DSAMPDOS) (DSTHCDOS) (DSCOCDOS) (DSSEDDOS) 

r 

(DSALCCUT) (DSAMPCUT) (DSTHCCUT) (DSCOCCUT) (DSSEDCUT) 

(DSOPITIM) (DSALCTIM) (DSAMPTIM) (DSTHCTIM) (DSCOCTIM) (DSSEDTIM) 

6.
period than was intended: 

7.
control substance use: 

(DSOPICUT) 

8.
the substance, use the substance, or recover from its effects: 

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

(DSOPIACT) (DSALCACT) (DSAMPACT) (DSTHCACT) (DSCOCACT) (DSSEDACT) 

: 
(DSOPICON) 

10.
a persistent or recurrent physical or psychological problem 
that is likely to have been caused or exacerbated by the substance

(DSALCCON) (DSAMPCON) (DSTHCCON) (DSCOCCON) (DSSEDCON) 
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Opioids Alcohol Amphetamines Cannabis Cocaine Sedatives

Have you used in the past 12 months:     

(DSOPI12M) (DSALC12M) (DSAMP12M) (DSTHC12M) (DSCOC12M) (DSSED12M) 



  Craving or a strong desire or urge to use a specific

            

  

 

 

    

   

 

 

    

   

 

 

    

   

 

 

    

   

 

 

    

   

 

 

    

   Co m men ts:(DSMCOMM)

11.

Seg A – CTN-0051A2  Annotated CRFs Segment A
substance: 

(DSOPICRA) (DSALCCRA) (DSAMPCRA) (DSTHCCRA) (DSCOCCRA) (DSSEDCRA) 

ivesS dte ao icaneCbisCannaAmph minesteaAlo olhcOpiodsi

(DSSEDSCO)

Mo

Mi

o

Severe 

d terae 

ld 

neN

(DSCOCSCO)

Mo

Mi

No

Severe 

d terae 

ld 

ne 

(DSTHCSCO) Se

Mo

Mi

o

vere 

d terae 

ne 

ld 

N

(DSAMPSCO)

Mo

Mi

No

Severe 

d terae 

ld 

ne 

(DSALCSCO)

Mo

Mi

No

Severe 

d terae 

ld 

ne 

(DSOPISCO) Se

Mo

Mi

o

vere 

d terae 

ne 

ld 

N

Meets criteria for Substance Use Disorde:r
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   NIDACl sN wokrteTilraii lnca 

   
    n:1.0;3.01;06-23-16 irsWebVe o 

   Detox uni t

      

     

   

d yyy

Seg A – CTN-0051A2  Annotated CRFs Segment A

DetoxificationUtilizationSummary(DXS) 

Segment (PROTSEG):A 

Visit number (VISNO):  

1.Admission date to detox unit:

2.Admission time (24-hour format)

(DXADMNDT) (mm/d/ y) 

Comments:(DXSCOMM) 

(: (DXADMNTM) hh:mm) 

Page 8 of 22



   NIDACl sN wokrteTilraii lnca 

    

  

   

   

 
  

  

        

   

      

                         

   

      

                         

   

      

                         

   

      

                         

   

  

     

  

          

  

     

  

  

     

  

     

05) 

05) mg 

06) 

06) mg 

          

   

          

s

d yyy

xx

xx

xx

xx

xx

xx

Seg A – CTN-0051A2  Annotated CRFs Segment A

Detox Utilization (DXU) 
WebVersion:1.0;2.01;06-24-16 

Segment(PROTSEG):A 

Visitnumber(VISNO): 

Medicationsusedfordetoxification 

Detox Day01 
(AdmisiontoDetox) 

Day02 Day03 

Date (mm/d/ y): (DTDXDT01) (DTDXDT02) (DTDXDT03) 

1. Drug1: 

(DTD1DR01) 

DTD1TL01) mg 

(DTD1DR02) 

DTD1TL02) mg 

(DTD2DR01) (DTD3DR01) 

(DTD2TL01) mg (DTD3TL01) Specifytotaldailydose ( x.xx): ( mg 

(DTD2DR02) (DTD3DR02) 

(DTD2TL02) mg (DTD3TL02) mg 

2. Drug2: 

Specifytotaldailydose ( x.xx): (

3. Drug3: 

(DTD1DR03) 

DTD1TL03) mg 

(DTD2DR03) (DTD3DR03) 

(DTD2TL03) mg (DTD3TL03) mg Specifytotaldailydose ( x.xx): (

4. Drug4: 

(DTD1DR04) 

DTD1TL04) mg 

(DTD1DR05) 

DTD1TL05) mg 

(DTD1DR06) 

DTD1TL06) mg 

(DTD2DR04) (DTD3DR04) 

(DTD2TL04) mg (DTD3TL04) mg Specifytotaldailydose ( x.xx): (

5. Drug5: 

(DTD2DR05) (DTD3DR

(DTD2TL05) mg (DTD3TLSpecifytotaldailydose ( x.xx): (

6. Drug6: 

(DTD2DR06) (DTD3DR

(DTD2TL06) mg (DTD3TLSpecifytotaldailydose ( x.xx): (
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Day04 Day05 Day06 

(DTDXDT04) (DTDXDT05) (DTDXDT06) 

(DTD4DR01) (DTD5DR01) (DTD6DR01) 

(DTD4TL01) mg (DTD5TL01) mg (DTD6TL01) mg 

(DTD4DR02) (DTD5DR02) (DTD6DR02) 

(DTD4TL02) mg (DTD5TL02) mg (DTD6TL02) mg 

(DTD4DR03) (DTD5DR03) (DTD6DR03) 

(DTD4TL03) mg (DTD5TL03) mg (DTD6TL03) mg 

(DTD4DR04) (DTD5DR04) (DTD6DR04) 

(DTD4TL04) mg (DTD5TL04) mg (DTD6TL04) mg 

(DTD4DR05) (DTD5DR05) (DTD6DR05) 

(DTD4TL05) mg (DTD5TL05) mg (DTD6TL05) mg 

(DTD4DR06) (DTD5DR06) (DTD6DR06) 

(DTD4TL06) mg (DTD5TL06) mg (DTD6TL06) mg 

(DTDCOM04) (DTDCOM05) (DTDCOM06) 

Day07 Day08 Day09 

(DTDXDT07) (DTDXDT08) (DTDXDT09) 

  

   

          

   

          

   

          

   

          

   

          

   

          

  

d yyy

xx

xx

xx

xx

xx

xx

d yyy

Seg A – CTN-0051A2  Annotated CRFs Segment A
ommet:nsC

(DTDCOM01) (DTDCOM02) (DTDCOM03) 

oxD te

(mm/d/ y):D tae

Drg1:u1.

Sp yto ydo ( x.xx):seldialtafiec

Drg2:u2.

Sp yto ydo ( x.xx):seldialtafiec

Drg3:u3.

Sp yto ydo ( x.xx):seldialtafiec

Drg4:u4.

Sp yto ydo ( x.xx):seldialtafiec

Drg5:u5.

Sp yto ydo ( x.xx):seldialtafiec

Drg6:u6.

Sp yto ydo ( x.xx):seldialtafiec

ommet:nsC

oxD te

(mm/d/ y):D tae
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1

1

1

(DTD7DR01) (DTD8DR01) (DTD9DR01) 

(DTD7TL01) mg (DTD8TL01) mg (DTD9TL01) mg 

(DTD7DR02) (DTD8DR02) (DTD9DR02) 

(DTD7TL02) mg (DTD8TL02) mg (DTD9TL02) mg 

(DTD7DR03) (DTD8DR03) (DTD9DR03) 

(DTD7TL03) mg (DTD8TL03) mg (DTD9TL03) mg 

(DTD7DR04) (DTD8DR04) (DTD9DR04) 

(DTD7TL04) mg (DTD8TL04) mg (DTD9TL04) mg 

(DTD7DR05) (DTD8DR05) (DTD9DR05) 

(DTD7TL05) mg (DTD8TL05) mg (DTD9TL05) mg 

(DTD7DR06) (DTD8DR06) (DTD9DR06) 

(DTD7TL06) mg (DTD8TL06) mg (DTD9TL06) mg 

(DTDCOM07) (DTDCOM08) (DTDCOM09) 

Day10 Day 1 Day12 

(DTDXDT10) (DTDXDT11) (DTDXDT12) 

(DTD10D01) (DTD 1D01) (DTD12D01) 

(DTD10T01) mg (DTD 1T01) mg (DTD12T01) mg 

          

   

          

   

          

   

          

   

          

   

          

  

   

          

xx

xx

xx

xx

xx

xx

d yyy

xx

Seg A – CTN-0051A2  Annotated CRFs Segment A
1. Drug1: 

Specifytotaldailydose ( x.xx): 

2. Drug2: 

Specifytotaldailydose ( x.xx): 

3. Drug3: 

Specifytotaldailydose ( x.xx): 

4. Drug4: 

Specifytotaldailydose ( x.xx): 

5. Drug5: 

Specifytotaldailydose ( x.xx): 

6. Drug6: 

Specifytotaldailydose ( x.xx): 

Comments: 

Detox 

Date (mm/d/ y): 

1. Drug1: 

Specifytotaldailydose ( x.xx): 
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1

1

1

1

1

1

1

1

1

1

1

(DTD10D02) (DTD 1D02) (DTD12D02) 

 (DTD10T02) mg (DTD 1T02) mg (DTD12T02) mg 

(DTD10D03) (DTD 1D03) (DTD12D03) 

 (DTD10T03) mg (DTD 1T03) mg (DTD12T03) mg 

(DTD10D04) (DTD 1D04) (DTD12D04) 

 (DTD10T04) mg (DTD 1T04) mg (DTD12T04) mg 

(DTD10D05) (DTD 1D05) (DTD12D05) 

 (DTD10T05) mg (DTD 1T05) mg (DTD12T05) mg 

(DTD10D06) (DTD 1D06) (DTD12D06) 

 (DTD10T06) mg (DTD 1T06) (DTD12T06) mg 

(DTDCOM10) (DTDCOM 1) (DTDCOM12) 

Day13 Day14 Day15 

(DTDXDT13) (DTDXDT14) (DTDXDT15) 

(DTD13D01) (DTD14D01) (DTD15D01) 

 (DTD13T01) mg (DTD14T01) mg (DTD15T01) mg 

(DTD13D02) (DTD14D02) (DTD15D02) 

 (DTD13T02) mg (DTD14T02) mg (DTD15T02) mg 

          

   

          

   

          

   

          

   

          

  

   

          

   

          

xx

xx

xx

xx

xx

d yyy

xx

xx

Seg A – CTN-0051A2  Annotated CRFs Segment A
2. Drug2: 

Specifytotaldailydose ( x.xx):

3. Drug3: 

Specifytotaldailydose ( x.xx):

4. Drug4: 

Specifytotaldailydose ( x.xx):

5. Drug5: 

Specifytotaldailydose ( x.xx):

6. Drug6: 

Specifytotaldailydose ( x.xx):

Comments: 

Detox 

Date (mm/d/ y): 

1. Drug1: 

Specifytotaldailydose ( x.xx):

2. Drug2: 

Specifytotaldailydose ( x.xx):
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(DTD13D03) (DTD14D03) (DTD15D03) 

(DTD13T03) mg (DTD14T03) mg (DTD15T03) mg 

(DTD13D04) (DTD14D04) (DTD15D04) 

(DTD13T04) mg (DTD14T04) mg (DTD15T04) mg 

(DTD13D05) (DTD14D05) (DTD15D05) 

(DTD13T05) mg (DTD14T05) mg (DTD15T05) mg 

(DTD13D06) (DTD14D06) (DTD15D06) 

(DTD13T06) mg (DTD14T06) mg (DTD15T06) mg 

(DTDCOM13) (DTDCOM14) (DTDCOM15) 

          

   

          

   

          

  

          

   

xx

xx

xx

xx

Seg A – CTN-0051A2  Annotated CRFs Segment A
3. Drug3: 

Specifytotaldailydose ( x.xx): 

4. Drug4: 

Specifytotaldailydose ( x.xx): 

5. Drug5: 

Specifytotaldailydose ( x.xx): 

6.  Drug6: 

Specifytotaldailydose ( x.xx): 

Comments: 

Comments:(DXUCOMM) 
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--

--
--
--
--
--

--
--
--
--

--
--
--
--
--
--

--
-- r
--
--

--
--
--
-- i
--

AdditionalSelectionOptionsforDXU 
Seg A – CTN-0051A2  Annotated CRFs Segment A

Detoxday1drugused01 
05 -Clonidine 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
03A -Diazepam 
04A -Lorazepam 
99A -Other 
Z02-GABA AGENTS/MUSCLE RELAXANTS 
01B -Gabapentin 
02B -Baclofen 
03B -Cyclobenzaprine 
99B -Other 
Z03-SLEEP/ANXIETY/ANTI-HISTAMINE AGENTS 
01C -Trazodone 
02C -Diphenhydramine 
03C -Hydroxyzine 
04C -Zolpidem 
05C -Mirtazepine 
99C -Other 
Z04-GI AGENTS 
01D -Anti-acidagent 
02D -Anti-diarheal 
03D -Laxativeagent 
99D -Other 
Z05-NON-STEROIDAL ANTI-INFLAMMATORY AGENTS 
01E -Ibuprofen 
02E -Naproxen 
03E -Acetaminophen 
04E -Asprin 
99E -Other 
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   NIDACl sN wokrteTilraii lnca 

 
    n:1.0;1.00;09-13-16 irsWebVe o 

   Date of informed consent signature:(S8CNSTDT)   

  

  

  

  

  

  

  

  

yyy

yyy

yyy

yyy

yyy

yyy

yyy

yyy

yyy

(mm/dd/ y) 

(mm/dd/ y)

(mm/dd/ y) 

(mm/dd/ y) 

(mm/dd/ y) 

(mm/dd/ y) 

(mm/dd/ y) 

(mm/dd/ y) 

(mm/dd/ y) 

   Date of medical record release signature:(S8MDRCDT) 

   Comments:(S8COMM) 

   Original main consent 

   

   

   

   

   Main study re-consent 

   IRB approval date of IC F:(S8IRB3DT) 

   Date informed con sent signed:(S8CST3DT) 

   

   

   

Seg A – CTN-0051A2  Annotated CRFs Segment A

A251A(ENR) 

IRB approval date of IC F:(S8IRBDT) 

Main study re-consent 

IRB approval date of IC F:(S8IRB2DT) 

Date informed con sent signed:(S8CST2DT) 

Main study re-consent 

IRB approval date of IC F:(S8IRB4DT) 

Date informed con sent signed:(S8CST4DT) 
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   NIDACl sN wokrteTilraii lnca 

      
    n:1.0;2.01;09-13-16 irsWebVe o 

   Date  of  a s ses smen t:(MMDASMDT)   yyymm/dd/( )y

        YesNo

   ( MDMJDGNA) 
         -OR- (97)Notanswered

    

    

)years(xx 

)years(xx 

   

Seg A – CTN-0051A2  Annotated CRFs Segment A

MedicalManagementTermination(CommunityDischargePlan)(MMD) 

Visi t  num be r ( VISNO):  

Interview er  sh ou l d de term ine  the  major   drug  or  drugs  of  abuse  (ex cluding Nicoti ne us e). 00 = no problem , 1 5  = alc ohol and on e or more  drugs; 16 = more 
tha n on e  dru g  bu t no  alc oho l.  A sk pa rti cipant  whe n  not  clear.(M DMAJDRG) 

Segmen t  (PROTSEG):A  

1 A re you curre ntly homeless or living in a shelter?(MDHMLESS).

2 C urren tly, w hic h  su bstance  is the  major   pro blem? .

Co m m en ts:( M MDCOMM) 

3 L ifetim e us e  (ye ars) of  any opioid :(MDYRSUSE).

4 A ge of  firs t use  (on set)  of  any opioid :(MD1STUSE) .
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  d yy(mm/d/y y)

   

   If "Other",   s pecify:( P DTYPSP) 

   

   

         

         

  

  

d yy

d yy

No 

No 

Yes 

Yes 

(mm/d/y y) 

(mm/d/y y) 

   If "Yes",   w ill the  IRB be notified at  t he  time of  co n tinuing review?(PDIRBCON) 

   

   

   

   Co m m en ts:( PDVCOMM) 

Seg A – CTN-0051A2  Annotated CRFs Segment A

ProtocolDeviation(PDV) 

Date of de viati o n (PDDATE): 

1 D ate de viati on  ide nti fied:(PDVDATE) .

2 D eviation  typ e:( P DTYPE) .

3 B rief descripti on of  w ha t  oc cu rre d :(PDDESCPT) .

Protoc o l de viat ion  nu m be r ( P DSEQNUM):   

4 B rief descripti on  of  the  ac tual  or  expected  correc tive ac tion for  this ev ent:(PDACTION) .

6 Is  this  de viati on  re por tab le to you r IR B?(PDIRBREP).

5 Brief description of  the  plan  to pr event recu rren ce:( PDPREVRE) .

If "Yes",  date of  plan  ne d submissio n:(PDIRBPDT) 

If "N o",  d ate of  actual submiss ion :(PDIRBADT)
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Seg A – CTN-0051A2  Annotated CRFs Segment A
Additional Selection Options for PDV 

01-1 st Pro toc o l  D eviat ion  of  th e  da y 
02-2 nd Protocol  D ev iat ion  of  the  da y
03-3 rd Pro toc  o l De viati on of  th e da y 
04-4 th   Pr ot oc o l  Dev iati on  of the day 
05-5 th Protoc ol Dev iati on of  the da y
06-6 th   Prot oc o l Dev iati on of  th e da y 
07-7 th Protoc ol Dev iati on of  the da y
08-8 th Prot oc o l Dev iati on of  th e da y 
09-9 th   Prot o c o l D ev iati on  of  th e   da y 
10-10th  Pro tocol  D eviati on of  the da y

Pro toc o l  d eviat io n nu m be r ( PDSEQNUM) (ke y  fie ld): 

Dev iat ion  type : 
01E- -- Info rm ed  con sent pro ce ss not  pro p erly con ducted an d/or  doc umen ted
01Z- -- Other ( sp ecify)

Z06 - ADVERSE EVENT 
06A --- AE no t repo r ted
06B- -- SAE not  repo rted
06C - -- AE/SAE re ported  ou t of protoc ol  specified  rep o r ting  timef ram e 
06D --- AE/SAE not  eli cited, ob served and/or d oc um en ted  as pe r prot o c ol  
06E- -- Safety  assessmen t  (e.g. labs, ECG, c linical referral  to care) n ot co n ducted  pe r prot ocol 
06Z- -- Other ( sp ecify)
Z07 - RANDOMIZATION PROCEDURES 
07A- -- Str ati fication error  
07Z- -- Other ( sp ecify)

Z02 -INCLUSION/EXCLUSION CRITERIA 
02A- -- Ineligible pa rticipant randomize d /inclusion/e xclusion cri teria not met
02Z- -- Other ( specify)
Z04 -LABORATORY ASSESSMENTS 
04A- -- Biolog  ic sp ecimen not  co llec ted/pr oc  esse d  as pe r prot oc ol  
04Z- -- Other ( sp ecify)

Z08 - STUDY MEDICATION  MANAGEMENT 
08A- -- Medic ati on dis pensed  to ine ligible partic ipant
08B- -- Medic ati on disp ensed to inc orrect partic ipant
08C --- Medica ti on dos ing errors (pr o toc ol  specif ied dose not  d ispensed)
08D - -- Participant use of  protocol pro h ib i te d  medica ti on 
08Z- -- Othe r ( sp ecify)

Z05 - STUDY PROCEDURES/ASSESSMENTS 
05A- -- Proto c ol  required vis it /assessmen t no t  scheduled or  conducted 
05B- -- St udy as sessmen ts not co mple ted /fo llow ed  as  per prot oc  o l  
05C - -- Inap propriate unb linding
05Z- -- Other ( sp ecify)

Z09 - STUDY BEHAVIORAL INTERVENTION 
09A- -- St udy be havior al intervention was not  prov ided/performed as pe r prot ocol 
09Z- -- Other ( sp ecify)
Z99- OTHER SIGNIFICANT DEVIATIONS 
99A--- Destructi on of  study materials wit hout prior authori zati on fro m sp o n so r  
99B- -- Breach  of Confidentiality
99Z- -- Other (s pecify)
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    n:1.0;5.01;09-13-16 irsWebVe o 

                     

  

    

         

d yy

yyy

d yy

om: (mm/d/y y) 

To 

Fr 

: 

(mm/dd/ y) 

(mm/d/y y) 

   Date  of  assessmen t:(TAPASMDT)

   

   

         o N Yes 

      xx( x) Unit:s(TA51UNIT

     xx l( x)dolars

   

   Co m m en ts:( TAPCOMM) 

Seg A – CTN-0051A2  Annotated CRFs Segment A

TLFB As sessm en t Period  (TAP) 

Visi t  numbe r ( VISNO):  

R ou te:( T A51ROUT) 

bA verage am o u nt used  (per day):(TA51AMNT) .

A verage cos t  (p er d ay):(TA51COST)c.

1 A ssessmen t period :( T  ATFSTDT) 

(TATFENDT) 

.

2 H ave an y  illic  it  substances  or  alco hol been tak en  du ring  thi s asses smen t perio d?(TASUBALC).

3 In  the 7 da ys  pri o r  t o de t ox ad mission , w hat was the pr im ary  op io id us ed?(TA51PDRG) .

a.

Segm en t  (PROTSEG):A  

) 

$
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    n:1.0;1.01;09-01-16irsWebVe o 

                     

            

                                                                  

            

(TLDATE1) (TLDATE2) (TLDATE3) (TLDATE4) (TLDATE5) (TLDATE6) (T

(T

(T

  

       

  

    (TLSUBAL1) No Yes (TLSUBAL2) No Yes (TLSUBAL3) o YesN (TLSUBAL4) No Yes (TLSUBAL5) o YesN (TLSUBAL6) YesoN

(TLALCHL1) (TLALCHL2) (TLALCHL3) (TLALCHL4) (TLALCHL5) (TLALCHL6) 

       
     

      
 

           

      

      

      

      

      

      

(TLTHCR2) (TLTHCR3) (TLTHCR4) (TLTHCR5) (TLTHCR6) (TLTHCR7) 

(TLCOCR2) (TLCOCR3) (TLCOCR4) (TLCOCR5) (TLCOCR6) (TLCOCR7) 

(TLCRAKR2) (TLCRAKR3) (TLCRAKR4) (TLCRAKR5) (TLCRAKR6) (TLCRAKR7) 

(TLAMPR2) (TLAMPR3) (TLAMPR4) (TLAMPR5) (TLAMPR6) (TLAMPR7) 

(TLBUPR2) (TLBUPR3) (TLBUPR4) (TLBUPR5) (TLBUPR6) (TLBUPR7) 

(TLOPIR2) (TLOPIR3) (TLOPIR4) (TLOPIR5) (TLOPIR6) (TLOPIR7) 

(TLMTDR2) (TLMTDR3) (TLMTDR4) (TLMTDR5) (TLMTDR6) (TLMTDR7) 

    

 

 

 

 

 

(TLCOCR1) 

(TLCRAKR1) 

(TLAMPR1) 

(TLBUPR1) 

(TLOPIR1) 

(TLMTDR1) 

   

    

   

    

   

l

e
l

x

TimelineFolowback(TF1) 

Seg A – CTN-0051A2  Annotated CRFs Segment A

TFB  wee k start date  (TFWKSTDT): 

Day S dunay Mo dnay T duesay Wed dnes ay h durs ayT dayFir S dtauray 

D tae LDATE7) 

LSUBAL7)

LALCHL7) 

sNo YeHaeayi so
oob enu dontsdy? 

r 
a

bt tsusance
hi

iicl
se

nv
lh

1.
lac

Aloo mb o
s(x

f d dtsanarerlnu
): 
hc

dikrn
2.

Ca o Ma :uanairj/idsinbnna3. (TLTHCR1) 

Co i :cane4.

Cr :kac5.

Amph mi esmul t:anstip-tynetea6.

Bu ophi :nerpren7.

Opioda l i :nagescsi8.

Me o :nehdat9.
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   Hallucinogens, including        

          

          

   Inhalants:        

          

       Specify other drug 1:        

          

       Specify other drug 2:        

   

10.Heroin: (TLHERR1) (TLHERR2) (TLHERR3) (TLHERR4) (TLHERR5) (TLHERR6) (TLHERR7) 

11.
MDMA/ecstasy: 

(TLMDAR1) (TLMDAR2) (TLMDAR3) (TLMDAR4) (TLMDAR5) (TLMDAR6) (TLMDAR7) 

12.Sedatives and hypnotics, (TLBARR1) (TLBARR2) (TLBARR3) (TLBARR4) (TLBARR5) (TLBARR6) (TLBARR7) 
excluding Benzodiazepines: 

13.Benzodiazepines: (TLBZOR1) (TLBZOR2) (TLBZOR3) (TLBZOR4) (TLBZOR5) (TLBZOR6) (TLBZOR7) 

14. (TLINHR1) (TLINHR2) (TLINHR3) (TLINHR4) (TLINHR5) (TLINHR6) (TLINHR7) 

Other Drugs 

15.Other drug 1 use: (TLOT1R1) (TLOT1R2) (TLOT1R3) (TLOT1R4) (TLOT1R5) (TLOT1R6) (TLOT1R7) 

Seg A – CTN-0051A2  Annotated CRFs Segment A

(TLOTSP11) (TLOTSP12) (TLOTSP13) (TLOTSP14) (TLOTSP15) (TLOTSP16) (TLOTSP17) 

(TLOT2R1) (TLOT2R2) (TLOT2R3) (TLOT2R4) (TLOT2R5) (TLOT2R6) (TLOT2R7) 

(TLOTSP21) (TLOTSP22) (TLOTSP23) (TLOTSP24) (TLOTSP25) (TLOTSP26) (TLOTSP27) 

16.Other drug 2 use:

Comments:(TF1COMM) 
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Seg A – CTN-0051A2  Annotated CRFs Segment A

AdditionalSelectionOptionsforTF1 

D1 ca nnab inoids
5-05-IV Injection 
99-99-Other 
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