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   If  "Yes",  action  taken  with  extended -release  na ltrexone:(A1ADRUG1) 

       

     

  

       

   
                           

           

    

      

       
       

       

   

l l l
l

Adverse Events (AD1) 

Adverse event onset date (AEDATE): 
Event number (AESEQNUM): 

1. Adverse event name:(A1DESCPT) 

2. Date si te became aware of the event:(A1AWARDT) (mm/dd/yyyy) 

3. Severity of event:(A1SEVRTY) 

4. Is there a reasonable possib ility that the extended -release nal trexone caused 
the event?(A1RDRUG1) 

1-Grade 1 - Mild 
2-Grade 2 - Moderat
3-Grade 3 - Severe 

e 

No Yes 

5. If "Unrelated" to the study drug, alternative etiology:(A1ALTESD) 

0-None 
1-Decreased drug 
2-Increased drug 
3-Temporarily stopped drug
4-Permanently stopped dru

 
g 

0-None apparent 
1-Study disease 
2-Concomitant medication 
3-Other pre-existing disease or conditio
4-Accident, trauma, or external factors 
*Additional Options Listed Below 

n 

If "Other," specify:(A1AEPSP) 

6. Outcome of event:(A1OUTCM) 

7. Date of resolution or medically stable:(A1RESDT) 

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

e 

(mm/dd/yyyy) 

Exceptfor"Noneofthefolowing",alselectionsinthequestionbelowwildesignatethisasaSeriousAdverseEvent(SAE).TheSeriousAdverseEvent 
Summary(AD2)form shouldbecompletedforalSeriousAdverseEventsreported. 

8. Was th is event associated with:(A1ASSOC) 

a. "Death", date of death:(A1DTHDT) If 

0-None of the following 
1-Death 
2-Life-threatening event 
3-Inpatient admission to hospital or prolongation of existing hospitalizatio
4-Persistent or significant incapacity 
*Additional Options Listed Below 

n 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

b. If "In patient a dmissi on to hospital or prolo ngation of hospita lization": 
Date of ho spi tal admissio n:(A 1HOSPA D) 

Date of ho spi tal discharge :(A 1HOSPDC) 



    

   

Comments:(AD1COMM) 



    

    
     
     
     
     
     
     
     
     
     
     

    
   

          

Additional Selection Options for AD1 

Event number (AESEQNUM)(key fie ld): 
01 -1st Adverse Event of the day 
02 -2nd Adverse Event of the day 
03 -3rd Adverse Event of the day 
04 -4th Adverse Event of the day 
05 -5th Adverse Event of the day 
06 -6th Adverse Event of the day 
07 -7th Adverse Event of the day 
08 -8th Adverse Event of the day 
09 -9th Adverse Event of the day 
10 -10th Adverse Event of the day 

Was this event associated with: 
5-Congenital anomaly or birth defect 
6- Important medical event that required intervention to prevent any of the above 
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(A2 _01DNM) (A2 _01DIN) 

(A2 _02DNM) (A2 _02DIN) 

(A2 _03DNM) (A2 _03DIN) 

(A2 _04DNM) (A2 _04DIN) 

(A2 _05DNM) (A2 _05DIN) 

(A2 _06DNM) (A2 _06DIN) 

(A2 _07DNM) (A2 _07DIN) 

(A2 _08DNM) (A2 _08DIN) 

(A2 _09DNM) (A2 _09DIN) 

(A2 _10DNM) (A2 _10DIN) 

   

                   

 

      

NIDA Clinical Trials Network 

Serious Adverse Event Summary (AD2) 

Adverse event onset date (AEDATE): 
Event number (AESEQNUM): 

1. In itia l narrative descrip tion of serious adverse event: 

(A2SUM M) 

2. Relevant past medical history: (A2SAEM HX) No Yes Unknown 

Allergies, pregnancy, smoking and alcohol use, hypertension, diabetes, epi lepsy, depression, etc. 

(A2M EDHX) 

3. Medications at the time of the event: (A2SAEMED) No Yes Unknown 

Me dic ation 
(G eneric  Name) 

Indication 

4. T reatments for the event: (A2SAETRT) No Yes Unknown 

Treatm e nt Indica tion Date Tre ate d 
(mm/dd/yyyy) 

(A2 _1TNME) (A2 _1TIND) (A2_ 1LTDT) 



      

      

      

      

(A2 _2TNME) (A2 _2TIND) (A2_ 2LTDT) 

(A2 _3TNME) (A2 _3TIND) (A2_ 3LTDT) 

(A2 _4TNME) (A2 _4TIND) (A2_ 4LTDT) 

(A2 _5TNME) (A2 _5TIND) (A2_ 5LTDT) 

   

                      

  

   

   

   

   

   

(A2 _1LB NM ) (A2_1 LBIN) (A2_1LB DT) 

(A2 _2LB NM ) (A2_2 LBIN) (A2_2LB DT) 

(A2 _3LB NM ) (A2_3 LBIN) (A2_3LB DT) 

(A2 _4LB NM ) (A2_4 LBIN) (A2_4LB DT) 

(A2 _5LB NM ) (A2_5 LBIN) (A2_5LB DT) 

   

             
   

  

 

   
   
   

    
   

  

 

   Have  al l Medical  Monitor  requests  been  addressed?(A2RQADDR)     

5. Labs/tests performed in conjunction with this event: (A2SAELAB) No Yes Unknown 

Lab/Te st Findings Date of Tes t 
(mm/dd/yyyy) 

6. Follow-up: 
Include labs/test resul ts as they become avai lable, clinica l changes, consul tant diagnosis, etc. 

(A2FOLLUP) 

7. Additional information requested by the Medica l Monitor : 

(A2ADDINF) 

Yes 



    

01-1st  Adverse  Event  of  the  day 
02-2nd  Adverse  Event  of  the  day 
03-3rd  Adverse  Event  of  the  day 
04-4th  Adverse  Event  o f  the  day 
05-5th  Adverse  Event  o f  the  day 
06-6th  Adverse  Event  o f  the  day 
07-7th  Adverse  Event  o f  the  day 
08-8th  Adverse  Event  o f  the  day 
09-9th  Adverse  Event  o f  the  day 
10-10th  Adverse  Event  of  the  day 

Additional Selection Options for AD2 

Event  number  (AESEQNUM) (key  fie ld): 



 



   

 

     
    

     
   

                     
                 

         

         

         

         

         

         

         

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

       

   

     
        

            

         

           

   

         

   
       

       

   
    

NIDA Clinical Trials Network 

Serious Adverse Event Medical Reviewer (AD3) 

Adve rse ev ent onse t date (AEDATE): 
Ev ent number (AESEQNUM): 

1. Was th is determined to b e a seriou s adverse event?(A3 SAE) 

2. Was th is event con sid ered asso cia ted with extended -relea se nal trexone? 
( A3RXRNTX ) 

3. Was th is event e xpected?(A3EXP ECT) 

4. Is th is a stand ard expe dited/reportabl e e ven t? 
( i.e., is it seri ou s, u nexpecte d a nd rel ate d to therapy)(A 3EXP FDA) 

If "No", is th is an exp edited/repo rtab le eve nt for oth er reasons?(A3EXPO TH) 

5. Doe s th e protocol n eed to b e modified based on this event?(A 3MPRO T) 

6. Doe s th e con se nt form need to be modified ba sed on this e ve nt? (A3M CNST) 

7. Is th e r evi ew compl ete ?(A3REV DNE) 

If "No", wha t add itio nal information is r equire d:( A3ADDINF) 

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

Assessed by:(A3AS RID) (intials) 

(intials) Reviewed by:(A3REV ID) 

Comments:(A 3COMM ) 



    

01-1st  Adverse  Event  of  the  day 
02-2nd  Adverse  Event  of  the  day 
03-3rd  Adverse  Event  of  the  day 
04-4th  Adverse  Event  o f  the  day 
05-5th  Adverse  Event  o f  the  day 
06-6th  Adverse  Event  o f  the  day 
07-7th  Adverse  Event  o f  the  day 
08-8th  Adverse  Event  o f  the  day 
09-9th  Adverse  Event  o f  the  day 
10-10th  Adverse  Event  of  the  day 

Additional Selection Options for AD3 

Event  number  (AESEQNUM) (key  fie ld): 



   NIDACl sN okrtewTilraii lnca 

 

   
    10.:niersWebV o ;2.00; 03-10-14 

                     

 
 

 
 

 
 

            

           

           

(ARST01DT) (ARETST01) (ARSP01DT) (ARETSP01) (ARONG01) 

(ARST02DT) (ARETST02) (ARSP02DT) (ARETSP02) (ARONG02) 

(ARST03DT) (ARETST03) (ARSP03DT) (ARETSP03) (ARONG03) 

 

  
      
        
      
  
   

 

  
      
        
      
  
   

 

  
      
        
      
  
   

i

i

i

2. (ARDRUG02) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

3. (ARDRUG03) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

4. (ARDRUG04) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

           

           

           

(ARST04DT) (ARETST04) (ARSP04DT) (ARETSP04) (ARONG04) 

(ARST05DT) (ARETST05) (ARSP05DT) (ARETSP05) (ARONG05) 

(ARST06DT) (ARETST06) (ARSP06DT) (ARETSP06) (ARONG06) 

 

  
      
        
      
  
   

 

  
      
        
      
  
   

 

  
      
        
      
  
   

           

           

(ARST07DT) (ARETST07) (ARSP07DT) (ARETSP07) (ARONG07) 

(ARST08DT) (ARETST08) (ARSP08DT) (ARETSP08) (ARONG08)  8. (ARDRUG08) 

i

i

i

ARVMedicationLog(ARV) 

gNmeaDru
Da

(mm/dd/yyyy) 
tettarS ma dte 

Dtae 
i
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Ets
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opD
(mm/dd/yyyy) 

taetS dte 
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iEts
tS
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opD
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nitna
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dtuy 

g
S

Ter

Ono ga

mi o

1. (ARDRUG01) 

C 

01-Aptivus - TPV 
02-Atripla - EFV + TDF + FTC 
03-Combivir - ZDV + 3TC or AZT + 3T
04-Complera - RPV + TDF + FTV 
05-Crixivan - IDV 
*Additional Options Listed Below 

5. (ARDRUG05) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARDRUG06) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARDRUG07) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

6. 

7. 



  
      
        
      
  
   

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

            

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

9. (ARDRUG09) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST09DT) (ARETST09) (ARSP09DT) (ARETSP09) (ARONG09) 

10. (ARDRUG10) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST10DT) (ARETST10) (ARSP10DT) (ARETSP10) (ARONG10) 

11. (ARDRUG11) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST11DT) (ARETST11) (ARSP11DT) (ARETSP11) (ARONG11) 

12. (ARDRUG12) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST12DT) (ARETST12) (ARSP12DT) (ARETSP12) (ARONG12) 

13. (ARDRUG13) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST13DT) (ARETST13) (ARSP13DT) (ARETSP13) (ARONG13) 

14. (ARDRUG14) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST14DT) (ARETST14) (ARSP14DT) (ARETSP14) (ARONG14) 

15. (ARDRUG15) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST15DT) (ARETST15) (ARSP15DT) (ARETSP15) (ARONG15) 

16. (ARDRUG16) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST16DT) (ARETST16) (ARSP16DT) (ARETSP16) (ARONG16) 

17. (ARDRUG17) (ARST17DT) (ARETST17) (ARSP17DT) (ARETSP17) (ARONG17) 



  
      
        
      
  
   

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

            

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

18. (ARDRUG18) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST18DT) (ARETST18) (ARSP18DT) (ARETSP18) (ARONG18) 

19. (ARDRUG19) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST19DT) (ARETST19) (ARSP19DT) (ARETSP19) (ARONG19) 

20. (ARDRUG20) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST20DT) (ARETST20) (ARSP20DT) (ARETSP20) (ARONG20) 

21. (ARDRUG21) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST21DT) (ARETST21) (ARSP21DT) (ARETSP21) (ARONG21) 

22. (ARDRUG22) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST22DT) (ARETST22) (ARSP22DT) (ARETSP22) (ARONG22) 

23. (ARDRUG23) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST23DT) (ARETST23) (ARSP23DT) (ARETSP23) (ARONG23) 

24. (ARDRUG24) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST24DT) (ARETST24) (ARSP24DT) (ARETSP24) (ARONG24) 

25. (ARDRUG25) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST25DT) (ARETST25) (ARSP25DT) (ARETSP25) (ARONG25) 

26. (ARDRUG26) (ARST26DT) (ARETST26) (ARSP26DT) (ARETSP26) (ARONG26) 



  
      
        
      
  
   

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

            

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

27. (ARDRUG27) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST27DT) (ARETST27) (ARSP27DT) (ARETSP27) (ARONG27) 

28. (ARDRUG28) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST28DT) (ARETST28) (ARSP28DT) (ARETSP28) (ARONG28) 

29. (ARDRUG29) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST29DT) (ARETST29) (ARSP29DT) (ARETSP29) (ARONG29) 

30. (ARDRUG30) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST30DT) (ARETST30) (ARSP30DT) (ARETSP30) (ARONG30) 

31. (ARDRUG31) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST31DT) (ARETST31) (ARSP31DT) (ARETSP31) (ARONG31) 

32. (ARDRUG32) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST32DT) (ARETST32) (ARSP32DT) (ARETSP32) (ARONG32) 

33. (ARDRUG33) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST33DT) (ARETST33) (ARSP33DT) (ARETSP33) (ARONG33) 

34. (ARDRUG34) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST34DT) (ARETST34) (ARSP34DT) (ARETSP34) (ARONG34) 

35. (ARDRUG35) (ARST35DT) (ARETST35) (ARSP35DT) (ARETSP35) (ARONG35) 



  
      
        
      
  
   

   
    

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

Comments:(ARVCOMM) 
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15

20

25

30

35

AdditionalSelectionOptionsforARV 

Drugname01 
06-Edurant - RPV 
07-Emtriva - FTC 
08-Epivir - 3TC 
09-Epzicom - ABC + 3TC 

-Fuzeon - T20 
11-Intelence - ETV 
12-Invirase - SQV 
13-Isentress - RAL 
14-Isentress + Truvada - RAL + TDF + FTC 

-Kaletra - LPV/r 
16-Lexiva - FPV 
17-Norvir - RTV 
99-Other/Experimental/Blinded study - OTHR 
18-Prezista BID - DRV 
19-Prezista QD - DRV 

-Prezista + Norvir +Truvada (DRV/r twice daily) - DRV/r +TDF + FTC 
21-Prezista + Norvir + Truvada (once daily) - DRV/r + TDF + FTC 
22-Reyataz - ATV 
23-Reyataz + Norvir + Truvada 
- ATV/r + TDF + FTC 
24-Rescriptor - DLV 

-Retrovir - AZT (or ZDV) 
26-Selzentry - MVC 
27-Selzentry + Truvada - MVC + TDF + FTC 
28-Stribild - EVG + COBI + TDF + FTC 
29-Sustiva - EFV 

-Tivacay (dolutegravir) 
31-Trizivir - ABC + 3TC + ZDV(or AZT) 
32-Truvada - TDF + FTC 
33-Videx - ddl 
34-Viracept - NFV 

-Viramune - NVP 
36-Viramune XR (QD) - NVP 
37-Viread - TDF 
38-Zerit - d4T 
39-Ziagen - ABC 
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   Rou te of Admini strati on:
   1 = Oral 2 = Nasal 3 =  Smok ing 4 =  Non-IV injection 5 = IV injection
   Note  the  usual  or mos t recent rou te. For  more  than  one  route,  choose  the  most  severe. 

         

 

  

 

 

  

 

  
    

    

 

 

  

 

  
    

    

 

 

  

 

  
    

    

(ADALA30D) 

(xx) 

(ADALALFT) 

(xx) 

(ADALONST) 
(xx) 

Onset: 
(ADALONNA) 

NA 

(ADALI30D) 

(xx) 

(ADALILFT) 

(xx) 

(ADALIONS) 
(xx) 

Onset: 
(ADALIONA) 

NA 

(ADHER30D) 

(xx) 

(ADHERLFT) 

(xx) 

(ADHERONS) 
(xx) 

Onset: 
(ADHERONA) 

NA 

 

 

  

 

 

  

 

  
    

    

(ADMDP30D) (ADMDPLFT) (ADMDPONS) Onset: 

(xx) (xx) 
(xx) (ADMDPONA) 

NA 

  

 

 

  

 

  
    

    

(ADMDI30D) (ADMDILFT) (ADMDIONS) Onset: 

(xx) (xx) 
(xx) (ADMDIONA) 

NA 

  

 

 

  

 

  
    

    

(ADOPI30D) (ADOPILFT) (ADOPIONS) Onset: 

(xx) (xx) 
(xx) (ADOPIONA) 

NA 

  

 

 

  

 

  

    

    

  (ADBAR30D) 

(xx) 

(ADBARLFT) 

(xx) 

(ADBARONS) 

(xx) 

Onset: 
(ADBARONA) 

NA 

(ADBARRTE) (ADBARCOM) 

CTN-ASILitev1.0:Drug/AlcoholUse(ASD) 

CTN-ASILitev.1:Drug/AlcoholUse 

Segm en t  (PROTSEG):  
Visi t  num be r (V ISNO):  

The routes  are  listed from least  severe to most  severe.  If Past 30 Days and Li fetime Use are zero,  route 
should  be  "Not  applicable". 

Sbtusance AP
(Days) 

03tas BL me 

(Years) 

ifte
Use 
i CAgeofF

o

itrs 

)tnse
Use 
(

CAgeofF
Us

o No
Ap

itrs 

t 
le 

e 
)
i bca
tnse
lp

(
n 
f 
i

tu
ittnsra

DRo eo
Admi o

tnsComme

D1 Alcohol (any  use  at 
all): 

-

-

(ADALACOM) 

(ADALICOM) 

(ADHERCOM) 

(ADMDPCOM) 

D2 Alcohol (to 
intoxication): 

D3 Heroin

 

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 

(ADHERRTE) 

D4 Methadone/LAAM
(prescribed): 

(ADMDPRTE) 

le 
d

1-(1) Oral 
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere 

D4a Methadone/LAAM
(ill icit): 

(ADMDIRTE) (ADMDICOM) 

le 
d

1-(1) Oral 
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere 

D5 Other
Opiates/Analgesics:

(ADOPIRTE) (ADOPICOM) 

le 
d

1-(1) Oral 
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere 

D6 Barbiturates:



 

 

  

 

  
    

    

  

 

 

  

 

  

    
    

  

 

 

  

 

  
    

    

  

 

 

  

 

  
    

    

  

 

 

  

 

  
    

    

  

 

 

  

 

  
    

    

  

 

 

  

 

  
    

    

  

 

 

  

 

  
    

    

 

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere

 

le 
d 

 

le 
d 

(ADSHTCOM) 

 

le 
d 

(ADCOCCOM) 

D7 Other Sedatives/ 
Hypnotics/Tranquilizers: 

(ADSHT30D) 

(xx) 

(ADSHTLFT) 

(xx) 

(ADSHTONS) 
(xx) 

Onset: 
(ADSHTONA) 

NA 

(ADSHTRTE) 

(ADCOC30D) 

(xx) 

(ADCOCLFT) 

(xx) 

(ADCOCONS) 

(xx) 

Onset: 
(ADCOCONA) 

NA 

(ADCOCRTE) 

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere

D8 Cocaine:

(ADAMP30D) 

(xx) 

(ADAMPLFT) 

(xx) 

(ADAMPONS) 
(xx) 

Onset: 
(ADAMPONA) 

NA 

(ADAMPRTE) 

 

le 
d 

(ADAMPCOM) 

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere

D9 Amphetamines:

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere

D9a Methamphetamine: (ADMET30D) 

(xx) 

(ADMETLFT) 

(xx) 

(ADMETONS) 
(xx) 

Onset: 
(ADMETONA) 

NA 

(ADMETRTE) 

 

le 
d 

(ADMETCOM) 

(ADTHC30D) 

(xx) 

(ADTHCLFT) 

(xx) 

(ADTHCONS) 
(xx) 

Onset: 
(ADTHCONA) 

NA 

(ADTHCRTE) (ADTHCCOM) 

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere

D10 Cannabis:

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection 
5-(5) IV injection 
96-(96) Not applicabl
97-(97) Not answered

e 
 

 

le 
d 

(ADHALCOM) 

 

le 
d 

(ADINHCOM) 

D11 Hallucinogens: (ADHAL30D) 

(xx) 

(ADHALLFT) 

(xx) 

(ADHALONS) 
(xx) 

Onset: 
(ADHALONA) 

NA 

(ADHALRTE) 

(ADINH30D) 

(xx) 

(ADINHLFT) 

(xx) 

(ADINHONS) 
(xx) 

Onset: 
(ADINHONA) 

NA 

(ADINHRTE) 

(ADGT130D) 

(xx) 

(ADGT1LFT) 

(xx) 

(ADGT1ONS) 
(xx) 

Onset: 
(ADGT1ONA) 

NA 

- (ADGT1COM) 

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere

D12 Inhalants:

1-(1) Oral
2-(2) Nasal 
3-(3) Smoking 
4-(4) Non IV injection
5-(5) IV injection 
96-(96) Not applicab
97-(97) Not answere

D13 More than 1 
substance per day 
(incl uding  alcohol , 
excl uding  nicotine): 



   

  

         

        

  

 

   

      

    (ADALCDT) (xx) 

         

        

  

 

   
             

                
   

 

    (ADALCTRT) (xx) 

         

        

D14 Currently,  which  substance  is  the  major  problem? 

Interviewer should determine  the major  drug or  drugs  of  abuse (excluding Nicotine use).  Code the number next to  the drug in 01-12  (code prescribed or il li ci t methadone  as  04
alcohol and  one  or  more  drugs;  16 =  more  than  one  drug  but  no  alcohol.  Ask  participant  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/Tranquilizer
8-08 - Cocaine 
9-09 - Amphetamines 
9a-09a - Methamphetamine 
10-10 - Cannabis 
11-11 - Hallucinogens 
12-12 - Inhalants 
15-15 - Alcohol & one or more drugs 
16-16 - More than one drug, but no alcohol 

s 

(ADMAJDRG) 

OR 

(ADMJDGNA) (97) Not answered 

Comments:(ADMJDGCM) 

D17 How many times have you had Alcohol DT's? 

Delirium Tremens  (DT's): Occur 24-48 hours after last drink,  or significant decrease  in alcohol intake.  Characterized by  shaking,  severe disorientation, fever, hal lucinations; th
attention. 

 

OR 

(ADALDTNA) (97) Not answered 

Comments:(ADALDTCM) 

Howmanytimesinyourlifehaveyoubeentreatedfor: 
Include detoxification, halfway houses, in/outpatient counseling and AA or NA (i f 3+ meetings within one month period). 

D19 Alcohol abuse: 

OR 

(ADATRTNA) (97) Not answered 



  

 

   

 

    (ADDRGTRT) (xx) 

         

        

  

 

   
         
   

         

    (ADADETOX) (xx) 

         

               

  

 

   

         

    (ADDDETOX) (xx) 

         

               

  

 

   

Comments:(ADATRTCM) 

D20 Drug abuse: 

OR 

(ADDTRTNA) (97) Not answered 

Comments:(ADDTRTCM) 

Howmanyoftheseweredetoxonly: 

D21 Alcohol: 

If D19 = 00, then question D21 i s Not appl icable. 

OR 

(ADADTXNA) (96) Not applicable (97) Not answered 

Comments:(ADADTXCM) 

D22 Drugs: 

If D20 = 00, then question D22 i s Not appl icable. 

OR 

(ADDDTXNA) (96) Not applicable (97) Not answered 

Comments:(ADDDTXCM) 



                
  

   

           

     (ADALCMNY) $ (xxxxx) 

         

        

  

 

   

           

     (ADDRGMNY) $ (xxxxx) 

         

        

  

 

   

                  

 

      (ADOUTPAT) (xx) days 

         

        

  

 

   

          

               

      (ADAP30D) (xx) days 

         

        

Howmuchmoneywouldyousayyouspentduringthepast30dayson: 
Max. = $99999 

D23 Alcohol: 

Only count actual money spent. What is the financial burden caused by alcohol? 

OR 

(ADAMNYNA) (97) Not answered 

Comments:(ADAMNYCM) 

D24 Drugs: 

Only count actual money spent. What is the financial burden caused by drugs? 

OR 

(ADDMNYNA) (97) Not answered 

Comments:(ADDMNYCM) 

D25 How many days have you been treated in an outpatient setting for alcohol or drugs in the past 30 days? 

Include AA/NA 

OR 

(ADOPTNA) (97) Not answered 

Comments:(ADOPTCOM) 

D26 How many days in the past 30 have you experienced alcohol problems? 

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

OR 

(ADAP30NA) (97) Not answered 



  

 

   
   For questions D28 -D31 , p lease ask pa rticipant to us e the Partic ipant Rating Sc ale. The participant is rat ing the ne ed for  addition al substance ab use treatmen t.
   

              

  

        

        

  

 

   

         

  

        

        

  

 

   

           

               

      (ADDP30D) (xx) days 

         

        

Comments:(ADAP30CM) 

D28 How troubled or bothered have you been in the past 30 days by these alcohol problems? 

(ADAPB30D) 

0-(0) Not at all 
1-(1) Slightly  
2-(2) M oderately 
3-(3) Considerab 
4-(4) Extremely 

ly 

OR 

(ADAB30NA) (97) Not answered 

Comments:(ADAB30CM) 

D30 How important to you nowis treatment for these alcohol problems? 

(ADAPI30D) 

0-(0) Not at all 
1-(1) Slightly 
2-(2) Moderately 
3-(3) C onsiderab
4-( 4) Extremely 

ly 

OR 

(ADAI30NA) (97) Not answered 

Comments:(ADAI30CM) 

D27 How many days in the past 30 have you experienced drug problems? 

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

OR 

(ADDP30NA) (97) Not answered 



             (ADMISREP) (0) No (1) Yes 

  

 

   

               

  

        

        

  

 

   

          

  

        

        

  

 

   
   Con fidence Rati ngs: Is  the  above  information signif icantly distorted  by:
   

   

             

   

Comments:(ADDP30CM) 

D29 How troubled or bothered have you been in the past 30 days by these drug problems? 

ly 

0-(0) Not a t a ll 
1-(1) Sligh  tly 
2-(2)  M od erately 
3-(3) Co nsid erab 
4-( 4)   E xtremely  

(ADDPB30D) 

OR 

(ADDB30NA) (97) Not answered 

Comments:(ADDB30CM) 

D31 How important to you nowis treatment for these drug problems? 

y

0-(0) Not a t all 
1-(1) Sligh  tly  
2-(2) Mod erately 
3-(3)  C o nsid erab l
4-( 4)   E xtremely 

(ADDPI30D) 

OR 

(ADDI30NA) (97) Not answered 

Comments:(ADDI30CM) 

D34 Participant's  misrepresentation? 

D35 Participant's  inability  to  understand? 

(ADUNDRST) (0) No (1) Yes 



    Comments:(ASDCOMM) 



   

 

         
    

  
   

                     
       (mm/dd/yyyy) 

   
            

   
         No Yes 

                   
            

             
                   
                        
                   

   
   

            
          

      

         No Yes 

                
                 

               

     

   
   

         
    

         No Yes 

   This  last  week,  have  you  done  anything  to  prepare  yourself  for  suicide  or  take  any  steps  towards  killing  yourself? 

   If  "Yes":  What  did  you  do?  Were  you  thinking  about  killing  yourself  when  you  __ ___? 
             

   
   

        
                

       

         

         

         

         

         

         

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

   
         

   
      

          
   

       

   
         

 
   

      

   
   
    

NIDA Clinical Trials Network 

Concise Health Risk Tracking (CHRT) - Clinician Rated Module (CHC) 
Web Version: 1.0; 1.00; 01-16-14 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(CHCASM DT) 

1. Suicidal Ideation - Passive (i.e. wanting to be dead) and/or active (i.e . method, 
in tent, plan) SI present.(CHSCIDTN) 

This last week did you think you might be better off dead or wish you were dead? 
Did you have any thoughts of harming or injuring yourself in any way? 

If "Yes": Have you thought about how you might do this? 
Have there been times when you seriously considered harming or injuring yourself? 
Do you intend to kill yourself or harm yourself in any way? Do you have a plan? 
How often have you had these thoughts? How long do they last? 

2. Suicide Attempt - Patient made a suicide attempt (i.e. they engaged in a 
potentially self-injur ious behavior associated with intent to die. In tent can be 
stated by patient or inferred by rater).(CHSCATM P) 

This last week did you attempt to harm or injure yourself in any way? 

If "Yes": Can you te ll me what happened? Was this an accident or on purpose? 
If On Purpose: Why did you _____ ? Were you trying to kill yourself when you ___ __? 

If "Yes", list method: (CHMETHOD) 

3. Self-injurious Behavior - No Intent to Die - Purposeful self-injurious behavior 
with no intent to die.(CHSIBDIE) 

Did you stop yourself, or did someone else stop you before you harmed yourself? 

4. Preparatory Acts - Making preparatory acts toward imminent suicidal behavior 
(Person takes steps to in jure self but is stopped by self or others. Intent to die is 
either stated by patient or inferred by rater).(CHPREPAT) 

5. Completed Suicide - Confirmed (i.e . Coroner 's report, suicide note, other 
colla teral information).(CHSCCMPL) 

6. Self-injurious Behavior - Unknown Intent- Purposefu l self-injurious behavior 
where associated intent to die is unknown and cannot be inferred.(CHSIBUNK) 

7. Death (not enough information to classify as suicide)(CHDEATH) 

8. Other Injury - Other not purposeful injury (accidental, psychiatric, medical), no 
deliberate self-harm.(CHINJOTH) 

9. Nonfatal Injury (not enough information to classify) (CHINJURY) 

Comments:(CHCCOMM) 
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(CHNVRBTR) 

(CHNOFUTR) 

(CHNORGHT) 

(CHWRONG) 

(CHDEPEND) 

(CHPPLGNE) 

(CHSUFFER) 

(CHRSLIVE) 

(CHSLEEP) 

(CHNOTHNK) 

(CHIMPULS) 

(CHIRRITE) 

(CHOVRRCT) 

(CHKILLMS) 

(CHHOWKIL) 

(CHPLNKIL) 

      

           

        

          

           

          

          

              

           

          

        

            

          

          

        

                                                                                                                                                                  

   
    

   
         

Date of assessment:(CHPASMDT) (mm/dd/yyyy) 

Please rate the extent to which each of the following statements describes how you have been feeling or acting in the past week. 
For example, if you feel the statement very accurately describes how you have been feeling in the past week, you would give a rating of "Strongly Agree." If you feel the statement is 
not at all how you have been feeli ng in the past week, you would gi ve a rating of "Strongly Disagree." 

Co n cise He alth Risk Tr acking (CHRT) -  Participant Rate d Module (CHP) 

Segm en t  (PROTSEG):   
Visi t  num be r (V I SNO):  

ogl Di
Di

sagreeyn
sagree 
trS

r 
her 

sagree 

itNe
reAg eno

Di

reeAg lngy 
ree 

trS o
Ag

1. I feel as if things are never going to get better. 

2. I have no future. 

3. It seems as if I can do nothing right. 

4. Everything I do turns out wrong. 

5. There is no one I can depend on. 

6. The people I care the most for are gone. 

7. I wish my suffering could just all be over. 

8. I feel that there is no reason to live. 

9. I wish I could just go to sleep and not wake up. 

10. I find myself saying or doing things without thinking. 

11. I often make decisions quickly or "on impulse." 

12. I often feel irritable or easily angered. 

13. I often overreact with anger or rage over minor things. 

14. I have been having thoughts of killing myself. 

15. I have thoughts about how I might kill myself. 

16. I have a plan to kill myself. 

Comments:(CHPCOMM) 

© 2008 UT Southwestern Medical Center at Dallas 
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    (mm/dd/yyyy) 

  

   

                    
   

                             
               

   
          

     

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

(DEWHITE) 

(DEBLA CK ) 

(DEAM EIND) 

(DEALA SKA) 

(DEHAWAII) 

(DEGUAM ) 

(DESAM OAN) 

(DEPACISL) 

(DEASA IND) 

(DECHINA) 

(DEFILIPN) 

(DEJAPAN) 

(DEKORE A) 

(DEVIETNM) 

(DEASIAN) 

(DERACEOT) 

  

 

 

 

    

 

   

    

        

   

      

   
             

    

   

---

00-Never a tten ded  / ki n dergarten  on ly
01-1st grade 
02-2nd gra de 
03-3rd  gra de 
04 -4 th  gra de 
*Addition al O ption s  Lis ted  Be lo w 

1. Date of bi rth:(DEBRTHDT) 

2. Gender:(DEGENDER) Male Female Don't know Refused 

3. Does the participant consider h im or herself to be Hispanic/Latino?(DEHISPNC) No Yes Don 't know Refused 

Demog raphics (DEM) 

If "Yes", indicate the group that represents his or her Hispanic or igin or 
ancestry:(DEHISPSP) 

w 

1-Puerto  Rica n 
2-Do minic an  (Repub lic) 
3-Mex ican/M  exicano 
4-Mex ican  Ameri can
5-C hic ano  
*Addition  al Option s Lis ted  Be lo  

4. What race does the participant consider him or herself to represent: 
( Ch eck al l th at app ly) 

Whi te: 

B lack/ African American: 

In dian (American ): 

Alaska native: 

Native Ha wa iian: 

G uama nian: 

S amoa n: 

O the r P acific Isla nder: Spe cify:(DEP ACISO ) 

Asian India n: 

Chin ese: 

Filip ino: 

Japa nese: 

K orean: 

Vietnamese: 

O the r Asian: Spe cify:(DEA SIA OT) 

S ome other race: Spe cify:(DERACES P) 

-OR-

Don 't know:(DERACEDK) 

Refused: (DERACERF) 

5. What is the highest grade or level of school the participant has completed or the 
highest degree they have received?(DEEDUCTN)

 



             
          

     

   
          

  

   
   
    

6. 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) 01-Work in g  now  

02-Only t em pora rily  laid  off, s i ck lea ve, o r  m ate rnity lea ve
03-Lo ok in g  for w ork , u nemploy  ed 
04-Reti red 
05 -D isa b led, p erm an ently  o r  tem pora rily  
*Addition  al O ptio ns  Lis ted  Be lo w  

If "Other", specify:(DEJOBSP) 

7. Is the participant married, widowed, d ivorced, separated, never married, or living 
with a partner?(DEMARTL) 

01-Marrie d 
02-Wido w ed 
03-Divo rc ed 
04-Separated 
05 -N ever married  
*Addition  al O ptions  Lis ted  Be low

Comments:(DEM COMM) 



    

 
  

  
 

 

 
 
 
 
 
 
 
   
 
  
   

     
   

      
       

     
   

 

 

  

 

AdditionalSelectionOptionsforDEM 

If " Yes" , in dica te the group  tha t represents his or  her Hisp anic or igin or  ancestry:
6-Cuban 
7-Cuban American 
8-Centra l or South American 
9-Other Latin American 
99 -Other Hispanic 
98 -Refused 
97 -Don't know 

Wha t is the high est grade or  level of  school  the pa rtic ipant has complet ed  or  the high est degree the y ha ve rec eived?
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: academic 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 -Doctora l degree (e.g., PhD, EdD) 
98 -Refused 
97 -Don't know 

06 -Living with partner 
98 -Refused 
99 -Don't know 

Is  the pa rticipant marrie d, widowed , divor ced, separated, never marrie d, or  living with a pa rtner?

We wou ld  lik e to kn ow ab ou t wha t the pa rticipant does -- is  he/s he working now, looking for  wor k, retired, keeping hou se, a stu dent, or  what? 
06 -Keeping house 
07 -Student 
99 -Other 
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       (mm/dd/yyyy) 

   

                                                          

            

   
             

           
      

        
    

        

            

            

            

            

            

0-No 
1-Yes

(DSOPIOB L) 

0-No 
1-Yes

(DSALCOB L) 

0-No 
1-Yes

(DSAMP OBL) 

0-No 
1-Yes

(DSTHCOBL) 

0-No 
1-Yes

(DSCO CO BL) 

0-No 
1-Yes

(DSSE DO BL) 

0-No 
1-Yes

(DSOPIHAZ) 

0-No 
1-Yes

(DSALCHAZ) 

0-No 
1-Yes

(DSAMP HA Z) 

0-No 
1-Yes

(DSTHCHA Z) 

0-No 
1-Yes

(DSCO CHAZ) 

0-No 
1-Yes

(DSSE DHAZ) 

0-No 
1-Yes

(DSOPISO C) 

0-No 
1-Yes

(DSALCSO C) 

0-No 
1-Yes

(DSAMP SOC) 

0-No 
1-Yes

(DSTHCSOC) 

0-No 
1-Yes

(DSCO CS OC) 

0-No 
1-Yes

(DSSE DS OC) 

0-No 
1-Yes

(DSOPITOL) 

0-No 
1-Yes

(DSALCTOL) 

0-No 
1-Yes

(DSAMP TO L) 

0-No 
1-Yes

(DSTHCTO L) 

0-No 
1-Yes

(DSCO CTOL ) 

0-No 
1-Yes

(DSSE DTOL ) 

0-No 
1-Yes

(DSOPIWIT) 

0-No 
1-Yes

(DSALCWIT) 

0-No 
1-Yes

(DSAMP WIT) 

0-No 
1-Yes

(DSTHCWIT) 

0-No 
1-Yes

(DSCO CWIT) 

0-No 
1-Yes

(DSSE DWIT) 

      
    
       
    

        
     

      
     

   

         

    

        
      

   

       

        
      

   

Cocaine

DSM - 5 - Substance Use Disorders (DSM) 

Date of assessment:(DSMASM DT) 

Opioi ds Alcoh ol Amphe tamin es Can nabis 

Segm en t  (PROTSEG):   

Visi t num be r ( VISNO):  

Opiodsi Alo olhc Amph minestea bisCanna icaneCo ivesS dtea

Have yo u u se d in the past 12 months: 
0-No 0-No 0-No 0-No 0-No 0-No 
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 

( DS OPI12M ) (DSALC12 M) (DSA MP12 M) (DSTHC12M) (DSCOC12M) (DSSED12 M) 

Answer the fol lowing for drugs used in the past 12 months 

Criteria Opiodsi Aloolhc Amp minesh tea snnaCa bi icaneCo ivesdtaSe

1 .  Recurrent su bstance use resulting in a failu re to fulfi ll major 
ro le obliga tion s at work, school, or home 
(e .g., re peated absences or p oor work pe rfo rmance rela ted to 
substance use; substa nce -related absen ces, suspen sio ns, 
o r expulsions fro m school ; negle ct of childre n o r h ousehold ): 

  

  

  

  

  

 

 

 

 

 

   

  

2 .   Recurrent su bstance use in situations in 
which it is physically haza rdous 
(e .g., dr ivin g a n a utomobi le o r o perating a machin e 
when impaire d b y substan ce use): 

 

3 .   Continued substance use de sp ite having pe rsistent or r ecu rrent 
social or interper son al proble ms caused or 
e xacerbated by the effe cts of th e substance 
(e .g., ar gume nts with spouse abou t co nsequen ces 
o f intoxication, ph ysical fig hts): 

 

 

 

  

4 .  Tole rance, a s defined by either of the fo llowing: 
a .  a  need  for  markedly  increased  amo unts  of  the  substa nce  to 

           achieve intoxication or desired effect
b .  markedl y  dimin ish ed  effect  with  con tinu ed  use  o f  th e  same  a moun t 
o f  th e  substance 
(Note: T olera nce is not coun ted for th ose taking med ica tion s 
u nder med ica l supe rvision such as an algesics, antidepre ssants, 
a nti-anxiety medications o r b eta -blockers.) 

  

5 .    With drawal, a s man ife sted by e ith er o f th e follo wi ng: 
a .  th e  char acteristic  withdrawal  syn drome  for  th e  sub stance 
b .  th e  same  (o r  a  closely  r elated)  substan ce  is  taken  to 
re lieve  or  a vo id  withdra wa l  symptoms 
(Note: Withdr awa l is not coun te d for th ose taking med ica tio ns 
u nder med ica l supe rvision such as an algesics, antidepre ssants, 
a nti-anxiety medications o r b eta -blockers.) 

  

Sedati ves Criteria 



            

            

            

            

            

            

0-No 0-No 0-No 0-No 0-No 0-No 
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes

(DSO PIDOS) (DSALCDOS) (DSAMPDOS) (DSTHCDOS ) (DSCOCDOS) (DSSEDDOS) 

0-No 0-No 0-No 0-No 0-No 0-No 
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes

(DSO PICUT) (DSALCCUT) (DSAMPCUT) (DSTHCCUT) (DSCOCCUT) (DSSEDCUT) 

0-No 0-No 0-No 0-No 0-No 0-No
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes

(DSO PITIM) (DSALCTIM) (DSAMPTIM) (DSTHCTIM) (DSCOCTIM) (DSSEDTIM) 

0-No 0-No 0-No 0-No 0-No 0-No 
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes

(DSO PIACT) (DSALCACT) (DSAMPACT) (DSTHCACT) (DSCOCACT) (DSSEDACT) 

0-No 0-No 0-No 0-No 0-No 0-No
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes

(DSO PICON) (DSALCCON) (DSAMPCON) (DSTHCCON) (DSCOCCON) (DSSEDCON) 

0-No 0-No 0-No 0-No 0-No 0-No
1-Yes 1-Yes 1-Yes 1-Yes 1-Yes 1-Yes

(DSO PICRA) (DSALCCRA) (DSAMPCRA) (DSTHCCRA) (DSCOCCRA) (DSSEDCRA) 

              
   

              
  

              
         

        
        

           
       

           

             

   

        

     
     

        

   

     
     

        

   

     
     

        

   

     
     

        

   

     
     

        

   

     
     

        

   
               

   
    

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

      

      

      

      

     

7. There is a persistent desire or unsuccessful efforts to cut down or 
contro l substance use: 

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

10. T he substance use is continued despite knowledge of having 
a persistent or recurrent physical or psychological problem 
that is likely to have been caused or exacerbated by the substance: 

11. Craving or a strong desire or urge to use a specific 
substance: 

      

Opodsii Aloolhc Amph minestea Ca bisnna icaneCo ivesS dtea

Mee ts criteria for Substance Use Diso rder: ( DS OPISCO) Severe 

Mode rate 

Mild 

None 

(DSAL CS CO ) Se ve re 

Mo derate 

Mil d 

No ne 

( DS AMPS CO ) S eve re 

Mode rate 

Mild 

None 

(DS THCSCO) Severe 

Mode rate 

Mild 

None 

(DSCOCSCO) Severe 

Modera te 

Mild 

None 

(DSS EDSCO) Severe 

Modera te 

Mild 

None 

12. Currently, which substance is the major problem?(DSMAJDRG) Alcohol Opioids 

Comments:(DSMCOMM ) 



   

 

   
    

  
   

                     

  

    

         

(mm/dd/yyyy) 

(xxx) (ms) 

No Yes 

     

   
 

            
          

   
    

NIDA Clinical Trials Network 

Electrocardiogram (ECG) Results (ECG) 
Web V e rsion: 1.0; 3.00; 0 1-22-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Date of assessment:(E CG ASM DT) 

1 . QTc interval:( ECQTC) 

2. Does the participant have any finding on the screening ECG that, in the 
opinion of the study medical clinician, would preclude safe participation in the 
study?(ECGELIG2) 

Comments:(ECGCOMM) 



 



   

 

   
    

  

                     
               

  

No Yes 

(mm/dd/yyyy)     

  

     

   
   Comments:(ETGCOMM)  

NIDA Clinical Trials Network 

Urine Ethyl Glucuronide (ETG) 
Web Version: 1.0; 1.00; 03-11-14 

Segment (PROTSEG): 

1. Was the screening urine ethyl g lucuronide sample shipped?(ETSHIPS1) 

a. If "Yes", date of shipment:(ETS1SHDT) 

b. If "No", reason:(ETRSNS1) le1-P articipant report ed be ing un able to prov ide samp
2-Partic ipant refused  to prov  ide sam ple
3-S tudy sta f f error  

99 -O the r 

If "Other", specify:(ETS1OTSP) 



 



   

 

 
    

                     
   
        

  

(mm/dd/yyyy) 

(xxxx)     

   
    

NIDA Clinical Trials Network 

0055A (ENR) 
Web Version: 1.0; 2.00; 11-24-14 

Date informed consent signed:(S7CNSTDT) 

Pre-screening ID:(S7SCRNID) 

Comments:(S7COMM ) 



 



   

 

   
    

  
   

                     

  

  

  

(mm/dd/yyyy) 

(xx) 

(xx) 

     

   
          

           

   
   Comments:(HCUCOMM)  

NIDA Clinical Trials Network 

HIV Care Utilization (HCU) 
Web V e rsion: 1.0; 1.00; 0 1-28-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Date of assessment:(HCUASM DT) 

1. Number of HIV primary care visits attended in previous 16 weeks:(HCVISITS) 

2. Number of counsel ing sessions attended in HIV clinic in previous 16 weeks: 
(HCCOUNSL) 



 



   NIDACl lT sN wo kr te ilra iinca 

 

    10.:nirs WebVe o ;6.02; 02-17-15 

                     
   

   

   
 

               

      

      

      

      

    

      

      

              

              

            
 

 

(LAWBC) (xx.x) 103/µL (LACBCDT) (LACBCMR) Yes 

(LARBC) ( xx.xx) 10 6/µL

(LAHEM GLB) (xx.x) g/dL 

(LAHEM GLO) ( xxx) g/L 

(LAHEM ATO) (xx.x) % 

(LAHEM ATC) (x.xx) 

(LAP LATES) (xxxx.x) 103/µL 

(LANEUTRO) (xx.x) 103/µL 

(LAA ST) (xxxx.x) IU/L (LAA STDT) (LAA STMR) Y es 

(LAA LT) (xxxx.x) IU/L (LAA LTDT) (LAALTMR) Ye s 

(LAINR) (x.xx) (LAINRDT) (LAINRMR) Ye s 

 

 

 

 

  

 

   

 

 

 

 

  

   

   

l

Clin ical  Labora to ry Te sts  (LA  B ) 

Segm en t  (PROTSEG):  
Visi t  num be r (V ISNO):  

T tes Re tlsu nitectaD eofCol o
(mm/dd/yyyy) 

m rt tsraceAb dfo
MedicalRecord

CBC 

1 .  WB C

2 .  RBC

3 .  Hae moglo bin

4 .  Hae matocrit

5 .  P latelets 

6 . Neu tro phils 

LFTs 

7 .   Aspartate Aminotransferase
( AS T/S GOT)

8 .  Alan ine Aminotransferase (ALT/SGP T)

9 .  INR

Commen ts:(LABCOM M) 

ahoehn
Rectangle

ahoehn
Rectangle

ahoehn
Rectangle



 



   

 
   

  
      
   

        

   

 
   

  
      
   

        

   

 
   

  
      
   

        

   

 
   

  
      
   

        

i

i

i

i

-

-
-
-
-

-
-
-
-
-

-
-
-
-
-

-

-

-

-

dtuy 

dtuy 

dtuy 

dtuy 

lew 

lew 

lew 

lew 

idne 

idne 

idne 

idne 

/ 

/ 
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/ 

itse 

itse 

itse 

itse 

ltna 

ltna 

ltna 

ltna 

(M ARX2D1) (M ARX2D2) (MARX2D3) (MARX2D4) o

n 

n 

n 

n 

i 

i 

i 

i 

o o 

t

t
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t

w 
E ixper 

w 
E ixper 

w 
E ixper 

w 
E ixper 

Ot Bl ds OTHRme 
-

-

-

-

-

-

-

-

kn 

lna 

kn 

lna 

kn 

lna 

kn 

lna

/ 
Ap TPV 

/ 

/ 

/ 

ne 
t 
her 
ivus 
iltrpa 

ne 

t 
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ivus 
iltrpa 

ne 
t 
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ivus 
iltrpa 

ne 
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ivus 
iltrpa 

' 
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i 
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t
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t
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EFV+TDF+FTC 
t 

t 

t 

t 

N
D 

A
d 

N

D 

A
d 

N
D 

A
d 

N
D 

A
d 

-
-
-
-
-

*Ad Op sL dBo o o 

0
7
9
1
2 

0 

7
9
1
2 

0
7
9
1
2 

0
7
9
1
2 

0
9
9
0
0 

2. (MAHIVRX2) 

0 

9
9
0
0 

0
9
9
0
0 

0
9
9
0
0 

(M ARX3D1) (M ARX3D2) (MARX3D3) (MARX3D4)o 

o o 
Ot me Bl ds OTHR 
Ap TPV 

EFV+TDF+FTC 
*Ad o OposL dB o 

3. (MAHIVRX3) 

(M ARX4D1) (M ARX4D2) (MARX4D3) (MARX4D4)o 
o o 
Ot me Bl ds OTHR 
Ap TPV 

EFV+TDF+FTC 
*Ad o OposL dB o 

4. (MAHIVRX4) 

(M ARX5D1) (M ARX5D2) (MARX5D3) (MARX5D4)o 
o o 
Ot me Bl ds OTHR 
Ap TPV 

EFV+TDF+FTC 
*Ad o OposL dB o 

5. (MAHIVRX5) 

   

 

  
    

  
   

                     
       

   
                                

                               
                              

      

                      

        
   

   

        (M ARX1D1) (M ARX1D2) (MARX1D3) (MARX1D4)

NIDA Clinical Trials Network 

Medication Adherence (MAD) 
Web V e rsion: 1.0; 1.00; 0 1-29-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Da te of a ssessment:(MADASM DT) (mm/dd /yyyy) 

This questionnaire asks about your HIV medications that you took over the last four days. Most people with HIV have many pi l ls to take at di fferent times during the day. 
Many people find i t hard to always remember their pi l ls. Some people get busy and forget to carry thei r pil ls with them. Some people find i t hard to take thei r pil ls according 
to al l the instructions, such as "wi th meals", "on an empty stomach", "every 8 hours", or "wi th plenty of fluids". Some people decide to skip doses to avoid side effects or to 
just not be taking pil ls that day. 

We  need  to  understand  how  people  with  HIV  are  real ly  doing  with  their  pi lls.  Please  te ll  us  what  you  are  actual ly  doing.  Don't  worry  about  te ll ing  us  that  you  don't  take  all 
your  pil ls.  We  need  to  know  what  is  real ly  happening,  not  what  you  think  we  "want  to  hear".  This  questionnaire  asks  about  the  medications  that  you  may  have  missed  taking 
over  the  last  four  days.  Please  complete  the  following  table  by  fi ll ing  in  the  boxes  below. 

IF YOU TOOK ONLY A PORTION OF A DOSE ON ONE OR MORE OF THESE DAYS, PLEASE REPORT THE DOSE(S) AS BEING MISSED. 

Repeat questions for each medication the respondent i s prescribed. 

How  Many  Doses  Did  You  Miss... 

Name  of  Anti-HIV 
Medication: 

Day  Before
Yesterday
(x)  doses 

Yesterday 
(x)  doses 

3  Days  Ago 
(x)  doses 

4  Days  Ago
(x)  doses

1. (MAHIVRX1)

00-Non e 
97-Do n't  k  no w  
99-Othe r/E x perim en tal/ Bl ind ed  stu dy - OTHR 
01-Aptiv us -  TPV 
02 -A tripla -  EFV + TDF + FTC 
*Add iti o n  al O ption s  Lis ted  Be low  



   

 
   

  
      
   

        

   

 
   

  

      
   

        

i

i

(M ARX6D1) (M ARX6D2) (MARX6D3) (MARX6D4)00-None 
97-Don'tknow 
99-Other/Experimental/Blindedstudy-OTHR 
01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
*AddtionalOptionsListedBelow 

6. (MAHIVRX6) 

(M ARX7D1) (M ARX7D2) (MARX7D3) (MARX7D4)00-None 
97-Don'tknow 
99-Other/Experimental/Blindedstudy-OTHR 
01-Aptivus-TPV 

02-Atripla-EFV+TDF+FTC 
*AddtionalOptionsListedBelow 

7. (MAHIVRX7) 

   
   

                
    
   

     
   
   

            
  

   

            
           

       

 

 
   

   
    

t

i

i

o

i

8. In the past 30 days, how often did you take your anti-HIV medications as 
prescribed? (MATKRX30) 

9. About what percentage of the time would you say you take your anti-HIV 
medications as prescribed?(M ATKRXPT) 

10. How would you rate your adherence to your anti -HIV medications? That is, how 
well do you follow your provider's instructions for which medications to take, how 
much to take, and when to take them?(MARXADHR) 

Comments:(MADCOMM ) 

0-Noneofthetime 
1-Alitleofthetime 
2-Someofthetime 
3-Agoodbitofthetime 
4-Mostofthetime 
*AddtionalOptionsListedBelow 

0-0% 
1-10% 
2-20% 
3-30% 
4-40% 
*AddtionalOptionsListedBelow 

1-Verypoor 
2-Poor 
3-Fair 
4-G od 
5-Verygood 
*AddtionalOptionsListedBelow 



    

  
        
      

  
  
  

  
    

  
  

  
  
        

  
  
  

   
   
           
            
  
    

     
  

    
  
        

        
  
 

        
    

  
  
  
    

  
  

  

              
  

               

                         
       

Additional Selection Options for MAD 

Anti-HIV medication 1 
03 -Combivir - ZDV + 3TC or AZT + 3T C 
04 -Complera - RPV + TDF + FT V 
05 -Crixivan - IDV 
06 -Edurant - RPV 
07 -Emtriva - FTC 
08 -Epivir - 3TC 
09 -Epzicom - ABC + 3TC 
10 -Fuzeon - T20 
11 -Intelence - ETV 
12 -Invirase - SQV 
13 -Isentress - RAL 
14 -Isentress + Truvada - RAL + TDF + FTC 
15 -Kaletra - LPV/r 
16 -Lexiva - FPV 
17 -Norvir - RTV 
18 -Prezista BID - DRV 
19 -Prezista QD - DRV 
20 -Prezista + Norvir +T ruvada (DRV/r twice daily) - DRV/r +TDF + FTC 
21 -Prezista + Norvir + Truvada (once daily) - DRV/r + TDF + FTC 
22 -Reyataz - ATV 
23 -Reyataz + Norvir + Truvada 
- ATV/r + T DF + FTC 
24 -Rescrip tor - DLV 
25 -Retrovir - AZT (or ZDV) 
26 -Selzentry - MVC 
27 -Selzentry + T ruvada - MVC + TDF + FTC 
28 -Stribild - EVG + COBI + T DF + FTC 
29 -Sustiva - EFV 
30 -Tivacay (dolutegravir) 
31 -Trizivir - ABC + 3TC + ZDV (or AZT) 
32 -Truvada - TDF + FT C 
33 -Videx - ddl 
34 -Viracept - NFV 
35 -Viramune - NVP 
36 -Viramune XR (QD) - NVP 
37 -Viread - TDF 
38 -Zerit - d4T 
39 -Ziagen - ABC 

In the past 30 days, how often did you take your anti-HIV medications as prescribed? 
5-All of the time 

About what percentage of the time would you say you take your anti-HIV medications as prescribed? 
5-50% 
6-60% 
7-70% 
8-80% 
9-90% 
10 -100% 

How would you rate your adherence to your anti-HIV medications? That is , how well do you follow your provider's instructions for which medicat ions to take, how 
much to take, and when to take them? 
6-Excellent 



 



   

 

   
    

  
   
   

                     
       (mm/dd/yyyy) 

   
                 
   
   

          

  

    

         

  

    

         

  

    

         

  

    

         

  

    

         

  

    

No Yes 

(xx) 

(xxx) mg 

No Yes 

(xxxx) mg 

(xx) 

No Yes 

(xxx.xx) mg 

(xx) 

No Yes 

(xxxx) mg 

(xx) 

No Yes 

(xx) 

(xxx) mg 

No Yes 

(xxxx) mg 

( xx) 

              

 

   
 

              

 

     

   
 

              

 

     

   
 

              

 

     

   
 

              

 

     

   
  

              

 

     

   
             

  

    

         

  

No Y es 

(xxxx.xx) mg 

No Y es 

( xx) 

( xx) 

  

            

 

  

   
    

  

            

NIDA Clinical Trials Network 

Medication Assisted Treatment (MAT) 
Web Version: 1.0; 2.01; 04-06-15 

Segment (PROTSEG): 
Visit number (VISNO): 

Report Type (REPORT): Participant self-report 

Date of assessment:(M ATASM DT) 

In the past 28 days, were you prescribed any of the following for addiction treatment: 

1. Disu lfiram (Antabuse):(MADSFRX) 

a. If "Yes", how many days in the past 28 days did you take this medication? 
(M ADSFDAY) 

b. Usual daily dose:(MADSFDSE) 

) 

2. Acamprosate (Campral ):(M AACMRX) 

a. If "Yes", how many days in the past 28 days did you take this medication? 
(M AACMDAY) 

b. Usual daily dose:(MAACM DSE) 

3. Oral na ltrexone (ReVia):(MANTXRX) 

a. If "Yes", how many days in the past 28 days did you take this medication? 
(M ANTXDAY) 

b. Usual daily dose:(MANTXDSE) 

4. Gabapentin (Neurotin):(M AGBPRX) 

a. If "Yes", how many days in the past 28 days did you take this medication? 
(M AGBPDAY) 

b. Usual daily dose:(MAGBPDSE) 

5. Topi ramate (Topamax) :(M ATPMRX) 

a. If "Yes", how many days in the past 28 days did you take this medication? 
(M ATPMDAY) 

b. Usual daily dose:(MATPM DSE) 

6. Valproic acid (Depakote):(MAVPARX) 

a. If "Yes", how many days in the past 28 days did you take this medication? 
(M AVPADAY) 

b. Usual daily dose:(MAVPADSE) 

7 . Other medica tion for addiction tr eatment:(MAO T1RX) 

a. If "Yes", specify:(MA OT1SP) 

b. How many days in th e p ast 28 days did you take this medication? 
(M AOT1DAY) 

c. Usual daily dose:(MAO T1DSE ) 

d 

8 . Other medica tion for addiction tr eatment:(MAO T2RX) 

a. If "Yes", specify:(MA OT2SP) 

b. How many days in th e p ast 28 days did you take this medication? 
(M AOT2DAY) 

ahoehn
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(xxxx.xx) mg 

  

   
   

c. Usual daily dose:(MAOT2DSE) 

Comments:(M ATCOMM) 

ahoehn
Rectangle



    

    
 

 

Additional Selection Options for MAT 

Report Type (REPORT)(key field): 
1-Participant self-report 
2-Medical record abstraction 



 



   

 

   
    

  
   
   

                     

  y(mm/dd/yyy)      

   
   
                  
   

 

    

   

 

 
 

         

    

         

    

         

    

         

    

         

    

         

  

         

x

x

x

No Yes 

(xxx)mg 

No Yes 

(xxx.xx)mg 

No Yes 

(xxx)mg 

No Yes 

(xxx)mg 

No Yes 

(xxx) 

No Yes 

    

   
 

    

   
 

    

   
 

    

   
  

    

   
    

  

     

         

    x

No Yes 

(xxx.xx)mg 

(xxxx.xx)mg 

   
    

  

 

   
   

NIDA Clinical Trials Network 

Medication Assisted Treatment (MAT) 
Web Version: 1.0; 2.01; 04-06-15 

Segment (PROTSEG): 
Visit number (VISNO): 

Report Type (REPORT): Medical Record Abstraction 

Date of assessment:(MATASMDT) 

In the past 28 days, was the participant prescribed any of the following for addiction treatment: 

1. Disu lfiram (Antabuse):(MADSFRX) No Yes 

Prescribed dose:(MADSFDSE) (xxx)mg 

2. Acamprosate (Campral ):(MAACMRX)  

Prescribed dose:(MAACMDSE) 

3. Oral na ltrexone (ReVia):(MANTXRX) 

Prescribed dose:(MANTXDSE) 

4. Gabapentin (Neurotin):(MAGBPRX) 

Prescribed dose:(MAGBPDSE) 

5. Topi ramate (Topamax) :(MATPMRX) 

Prescribed dose:(MATPMDSE) 

6. Valproic acid (Depakote):(MAVPARX) 

Prescribed dose:(MAVPADSE) 

7. Other medication for addiction treatment:(MAOT1RX) 

a. If "Yes", specify:(MAOT1SP) 

b.Prescribed dose:(MAOT1DSE) 

8. Other medication for addiction treatment:(MAOT2RX) 

a. If "Yes", specify:(MAOT2SP) 

b. Prescribed dose:(MAOT2DSE) 

Comments:(MATCOMM) 



    

    
 

 

Additional Selection Options for MAT 

Report Type (REPORT)(key field): 
1-Participant self-report 
2-Medical record abstraction 



   NIDAC sN wokrteTilraiilncal 

 

    iersWebV o 10;.:n 4.01; 09-17-14 

                     
       (mm/dd/yyyy) 
   

 

     

         

    

       

    

      
    

       
    

      
    

       
    

    

      

     

      

      
    

       
    

      
    

       
    

      

    

       

    

    
      

     
      

    

      

     

      

    
      

     
      

      
    

       
    

    

      

     

      

      
    

       
    

    
      

     
      

    

      

     

      

(MHEYEH) No 

Yes 

(MHEYESP) (MHEYEC) No 

Yes 

(MHEARH) No 

Yes 

(MHEARSP) (MHEARC) No 

Yes 

(MHRESPH) No 

Yes 

(MHRESPSP) (MHRESPC) No 

Yes 

(MHCARDH) No 

Yes 

(MHCARDSP) (MHCARDC) No 

Yes 

(MHLIVRH) No 

Yes 

(MHLIVRSP) (MHLIVRC) No 

Yes 

(MHGIH) No 

Yes 

(MHGISP) (MHGIC) No 

Yes 

(MHSKINH) No 

Yes 

(MHSKINSP) (MHSKINC) No 

Yes 

(MHMUSCH) No 

Yes 

(MHMUSCSP) (MHM USCC) No 

Yes 

(MHMETAH) No 

Yes 

(MHMETASP) (MHM ETAC) No 

Yes 

(MHENDOH) No 

Yes 

(MHENDOSP) (MHENDOC) No 

Yes 

(MHRENLH) No 

Yes 

(MHRENLSP) (MHRENLC) No 

Yes 

(MHREPOH) No 

Yes 

(MHREPOSP) (MHREPOC) No 

Yes 

(MHELPYH) No 

Yes 

(MHELPYSP) (MHELPYC) No 

Yes 

(MHNEURH) No 

Yes 

(MHNEURSP) (MHNEURC) No 

Yes 

(MHNERVH) No 

Yes 

(MHNERVSP) (MHNERVC) No 

Yes 

    

    

   

   

   

    

    

  

    

     

    
 

     

   
 

    

r

Medica l and Ps ychiat ric History (MHX) 

Visi t  num be r ( VISNO):  

Date of assessment:(MHXASMDT) 

Segm en t  (PROTSEG):  

Me oryitsHi lcad

o oniitdnC Hioyo
o o

het
:n 

f
iit

r
dn

ts
C

f:yispec,"esY"If tresen 
l:yten

iitdn
C

Co onP
u r

1.  Eye disorders: 

2. Ear disorders: 

3.  Respiratory and throat 
disorders: 

4.  Cardiovascular disorders: 

5.   Liver and gallbladder 
disorders: 

6.  Other gastrointestinal 
disorders: 

7. Skin disorders: 

8. Musculoskeletal disorders: 

9.   Metabolic disorders: 

10. Endocrine disorders: 

11.  Renal and urinary t ract 
disorders: 

12.  Reproduct ive system and 
breast disorders: 

13. Epilepsy or seizure 
disorder: 

14.  Clinically significant 
neurologic al damage: 

15.  Other nervous system 
disorders: 



 

     

      
    

        
    

    
      

      
      

      
    

        
    

      

    

        

    

      
    

        
    

      
    

        
    

      

    

        

    

      
    

       
    

    
      

     
      

      
    

        
    

      
    

        
    

    

      

      

      

r
Hioyo
o o

het
:n 

f
iit

r
dn

ts
C

f:yispec,"esY"If tresen 
l:y 

o onP
ten

i
u r
itdn
C

C

(MHANXH) No 

Yes 

(MHANXSP) (MHANXC) No 

Yes 

(MHADHDH) No 

Yes 

(MHADHDSP) (MHADHDC) No 

Yes 

(MHBPLRH) No 

Yes 

(MHBPLRSP) (MHBPLRC) No 

Yes 

 (MHMDDH) No 

Yes 

(MHMDDSP) (MHM DDC) No 

Yes 

(MHSCHZH) No 

Yes 

(MHSCHZSP) (MHSCHZC) No 

Yes 

(MHSIDH) No 

Yes 

(MHSIDSP) (MHSIDC) No 

Yes 

(MHSBEHH) No 

Yes 

(MHSBEHSP) (MHSBEHC) No 

Yes 

(MHHIDH) No 

Yes 

(MHHIDSP) (MHHIDC) No 

Yes 

(MHHBEHH) No 

Yes 

(MHHBEHSP) (MHHBEHC) No 

Yes 

(MHVBEHH) No 

Yes 

(MHVBEHSP) (MHVBEHC) No 

Yes 

(MHPSYEH) No 

Yes 

(MHPSYESP) (MHPSYEC) No 

Yes 

(MHPSYOH) No 

Yes 

(MHPSYOSP) (MHPSYOC) No 

Yes 

     

  
 

   

    

  

   

   

    

   

   

   

    

   

     

   

  

            28. (M HOTHR1) 

(M HOTHR1S) 

(MHOTHR1C) No Yes 

cHiorytsi itarP hsyc

o oniitdnC

16. Anxiety or panic disorder: 

17.  Attent ion Deficit 
Hyperact ivity Dis order: 

18. Bipolar Disorder: 

19. Major Depressiv e Disorder:

20. Schizophrenia: 

21. Suicidal ideation: 

22. Suicidal behavior: 

23. Homicidal ideation: 

24.  Homicidal behavior: 

25. Violent behavior: 

26. Psychot ic episodes: 

27. Other psychiatric disorder: 

Ot o osno dAovebitseLtniitdnh Cer l:scD iteafiS ipec Condition Present
Currently:



   

  

            

   

  

            

29. (M HOTHR2) 

(M HOTHR2S) 

(MHOTHR2C) No Yes 

30. (M HOTHR3) (MHOTHR3C) No Yes 

(M HOTHR3S) 

   
    

                          

                       

             

              

         

          a.    

  

  

  

  

  

(M HHIVHOM) 

(MHHIVHTR) 

(MHHIVIDU) 

 (MHHIVBLD) 

(MHHIVMTR) 

(M HHIVOTH) 

      b.     

      c.     

      d.        

      e.    

      f.     

                

             

          Refused:     (MHHIVRF)   

   

HIVHistory 
31. When did you first learn that you were HIV positive? (M HHIVDT) 

(M HHIVCRE) 

(M HHIVINF) 

(M HHIVART) 

(mm/dd/yyyy) OR (MHHIVDKR) Don't know Refused 

32.  When did you begin receiving care for HIV at this clinic? Less than 3 months ago 

No 

No 

3 or more months ago 

Yes 

Yes 

33.  Have you ever been diagnos ed with an opportunistic infect ion? 

34.  Have you tak en any antiretroviral therapy in the last month? 

35. How do you think that you got HIV? No Yes 

Same sex sexual contact: 

Heterosexual sexual contact: 

Inject ion drug use: 

Blood transfusion, blood components, or t iss ue:

Mother-to-child transmission: 

Other: Specify:(MHHIVOSP) 

-OR-

Don't know:(MHHIVDK) 



    Comments:(M HXCOMM) 



   

 

  
    

  
   

                     
       

   

   
      

   An  opio id  overdose  occurs  when  someone  turns  blue,  has  l ittle  or  no  breath ing,  or  passes  out  and  cannot  be  woken  up  without  he lp  after  using  opioids  (drugs  l ike  heroin, 
oxycodone,  methadone,  di laudid,  or  percocet). 

         

  

No Yes 

(xx)        

   
    

NIDA Clinical Trials Network 

Non-Fatal Overdose (NFO) 
Web V e rsion: 1.0; 1.00; 0 2-04-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Date of assessment:(NFOAS MDT) (mm/dd/yyyy) 

1. Have you ever had an opioid overdose?(NFOPIOD) 

If "Yes", number of times:(NFODNUM) 

Comments:(NFOCOM M) 



 



   

 

     
    

  
   

                     
        
   
       

         

         

         

         

         

         

         

         

         

         

         

         

(mm/dd/yyyy) 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

   
   

          

       

 

   

  

   

  

   

     

   
             

  

         

No Yes 

(mm/dd/yyyy) 

Negative Positive 

   

   

   
    

NIDA Clinical Trials Network 

Pregnancy and Birth Control Assessment (PBC) 
Web Version: 1.0; 3.02; 12-09-14 

Segment (PROTSEG): 
Visit number (VISNO): 

Complete this form only for females. 

Date of assessment:(PBCASM DT) 

1 Is the participant breastfeeding?(PBBSTFED) .

2. Does the participant agree to take measures to avoid becoming pregnant? 
(PBUSEBC) 

If "Yes", select all that apply: 
a. Oral contraceptives:(PBORALCN) 

b. Contraceptive patch:(PBPATCH) 

c. Barrier (diaphragm or condom):(PBBARRIR) 

d. Levonorgestrel implant:(PBLEVIMP) 

e. Medroxyprogesterone acetate injection:(PBM EDINJ) 

f. Complete abstinence from sexual in tercourse:(PBABSTIN) 

g. Hormonal vaginal contraceptive r ing:(PBRING) 

h. Surgical sterilization:(PBSURGSZ) 

i. Intrauter ine contraceptive device (IUD):(PBINTDEV) 

j. Other :(PBBCOTH) 

If "Other", specify:(PBBCOSP) 

3. Was a pregnancy test performed?(PBPRGTST) 

a. Date of pregnancy test:(PBPTSTDT) 

b. Result of pregnancy test:(PBRESULT) 

Comments:(PBCCOMM) 



 



   

 

   
    

    
    

                     
   
      
   

          

                  No Yes 

   If  "Yes",  specify  plan  for  retra ining:(PDPLATRA)  

         

         

         

   

(mm/dd/yyyy) 

Major Minor 

No Yes 

(ini tials) 

   

    

   
      
   

          

   Protocol Specialist  reviewer :(PDPSRVID) 

         No Yes 

   If  "No",  speci fy  reason:(PDSITESP)  

                No Yes 

NIDA Clinical Trials Network 

Protocol Deviation Review (PDR) 

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 retraining?(PDTRAIN) 

3. Deviation was discussed with Lead Investigative T eam on:(PDDISCDT)  

4. Deviation is categorized as:(PDCATGRY) 

5. Deviation assessment by Protocol Specialist complete:(PDPSCMP) 

Completed by Protocol Monitor: 

6. Corrective action for th is deviation was completed and documented on-site as 
described:(PDACTDOC) 

Web Version: 1.0; 2.00; 03-24-14 

7. Deviation was reported to the IRB as required:(PDIRBRPT) 



       

          
  

         

         

   

No Yes 

No Yes 

(ini tial s) 

    

    

   
    

If "No", speci fy reason:(PDIRBSP) 

8. P reventive action plan re lated to th is event wa s comple ted an d d ocu mented 
o n-site as descr ibed:(PDPREV NT) 

9. Review by Pr oto co l Moni tor is complete:(PDPMCMP ) 

P rotocol Mon ito r re vie we r:(P DP MRVID) 

Comments:(PVCOMM ) 



    

     
    
    
    
    
    
    
    
    
    
    

01
02
03
04
05
06
07
08
09
10

1
2
3
4
5
6
7
8
9
10

Additional Selection Options for PDR 

Protocol deviation number (PDSEQNUM)(key fie ld): 
- st Protocol Deviation of the day 
- nd Protocol Deviation of the day 
- rd Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 



 



   

 

  
    

    
    

                     

  (mm/d d/yyyy)   

   
 

      

   
     

        
 

 

        

   
               No Yes 

NIDA Clinical Trials Network 

Protocol Deviation (PDV) 
Web V e rsion: 1.0; 1.00; 0 3-21-14 

Dat e of de viation (PDDATE): 
Protocol de v ia tion num be r (PDSEQNUM): 

1. Date deviation iden tified:(PDVDATE) 

2. Deviation type:(PDTYPE) 
Z01-I NFORMED CONSENT PROCEDURES 
01A- -- No con sent/ asse nt  ob ta ined 
01B-- - Invalid /inco mple te  info rm ed con sent  for m  
01C- -- Una uth o rized  asse ssmen ts  an d /or  proc edures  conducted  pri o r to ob taining  inf ormed  consent
01 D - -- No n IRB appro v ed /outdated /ob so lete  info  rm ed  consent  do cumen ts used 
*Add ition  al O pti on s  Lis ted  Below  

If "Other", specify:(PDTYPSP) 

3. Brief description of what occurred:(PDDESCPT) 

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

5. Brief description of the plan to prevent recurrence:(PDPREVRE) 

6. Is th is deviation reportable to your IRB?(PDIRBREP) 



                      

  

  

No Yes 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

   If  "Yes",  date  of  p lanned  submission:(PDIRBPDT) 

       

   
    

If "Yes", wi ll the IRB be notified at the time of continuing 
review?(PDIRBCON) 

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

Comments:(PDVCOMM) 



    

     
    
    
    
    
    
    
    
    
    
    

 
        
  

 
      
  

 
       
  

 
      
       
  
  

 
   
   
       
         
            
  

 
  
  

  
     
     
       
     
  

  
        
  

  
         
   
  

Additional Selection Options for PDV 

Protocol deviation number (PDSEQNUM)(key fie ld): 
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 

Deviation type: 
01E--- Informed consent process not properly conducted and/or documented 
01Z--- Other (specify) 
Z02- INCLUSION/EXCLUSION CRIT ERIA 
02A--- Ineligib le participant randomized/inclusion/exclusion criteria not met 
02Z--- Other (specify) 
Z04-LABORAT ORY ASSESSMENT S 
04A--- Biologic specimen not col lected/processed as per protocol 
04Z--- Other (specify) 
Z05-STUDY PROCEDURES/ASSESSMENTS 
05A--- Protocol required visit/assessment not scheduled or conducted 
05B--- Study assessments not completed/followed as per protocol 
05C--- Inappropriate unblinding 
05Z--- Other (specify) 
Z06-ADVERSE EVENT 
06A--- AE not reported 
06B--- SAE not reported 
06C--- AE/SAE reported out of protocol specified reporting timeframe 
06D--- AE/SAE not elicited, observed and/or documented as per protocol 
06E--- Safety assessment (e.g. labs, ECG, clinical referral to care) not conducted per protocol 
06Z--- Other (specify) 
Z07-RANDOMIZATION PROCEDURES 
07A--- Stratification error 
07Z--- Other (specify) 
Z08-STUDY MEDICATION MANAGEMENT 
08A--- Medication dispensed to ine ligible par ticipant 
08B--- Medication dispensed to incorrect par ticipant 
08C--- Medication dosing errors (protocol speci fied dose not dispensed) 
08D--- Participant use of protocol prohibited medication 
08Z--- Other (specify) 
Z09-STUDY BEHAVIORAL INTERVENTION 
09A--- Study behavioral intervention was not provided/performed as per protocol 
09Z--- Other (specify) 
Z99-OTHER SIGNIFICANT DEVIAT IONS 
99A--- Destruction of study materia ls without pr ior authorization from sponsor 
99B--- Breach of Confidentiality 
99Z--- Other (specify) 



 



   NIDACl lT sN wokrteilraiinca 

 

  
    

  
   

                     

  (mm/dd /yyyy)      

   

                                                                                

  

  

  

0 1 2 3 4 5 6 7 8 9 10 

(PEP AINA V) 

 (P EENJOY) 

( PEACTVTY) 

              
                  

                 
              

                
              

   

      

      a .    

      b .     

      c.     

      d .          

      e .      

      f.      

      g .        

      h .        

      i .         

   
    

snA s me PEG)(tnessPia
WebVersion:1.0;1.01; 0 8-12-14 

Segment(PROTSEG): 

Visitnumber(VISNO): 

Date o f asse ssmen t:(PEG ASM DT) 

1.  What numb er best describes you r a ve rage level of pa in i n the past week? 
'0' rep resents no pai n and '10' re presents the worst pai n you can i ma gin e. 

2.   What numb er best describes how p ain has in ter fer ed with your enjoyme nt of li fe in th e past week?
'0' rep resents no i nte rfe rence and '1 0' rep resents comple te i nte rfe rence. 

3.   What numb er best describes how p ain has in ter fer ed with your gene ral activity in the p ast we ek? 
'0' rep resents no i nte rfe rence and '1 0' rep resents comple te i nte rfe rence. 

4.   How did you mana ge you r p ain? No Yes 

 Acupun cture : (P EACUPNT) 

(PE MAS SGE) 

(P EEXRCSE) 

(PEM EDS) 

(PEO PIRX ) 

( PEOP INRX) 

(PEM D) 

(P ENOTMNG) 

(PE PAINO T) 

Massage: 

Exe rcise: 

Non -opioi d medications ( e.g ., ib uprofen, aceta minop hen, g abape nti n): 

 P rescr ibed opio id medications: 

Non-pre scribe d opioid s: 

Con su ltation with a do ctor: 

Did no t mana ge pain: 

O the r: If "Other", sp ecify:( PEPNOS P) 

Comme nts:(PEG CO MM) 



 



   

 

  
    

  
   

                     
       

   

  
 

     (PESKHRNA) (PESHNSP) 
 

    (PEHDNK) (PEHDNKSP) 
 

      (PEEENT) (PEENTSP) 
 

  (PECARD) (PECARDSP) 

NIDA Clinical Trials Network 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Physical Examination (PEX) 
Web V e rsion: 1.0; 2.00; 1 1-19-13 

Date of assessment:(P EXAS MDT) (mm/dd /yyyy) 

(P EGASP) 

Comm ents 

G enera l ap peara nce: (PEGENAPP ) 

1-Normal  
2-Abn ormal,  n ot  clin ically sig n ifica nt 
3-Abn o rm al,  cl inically  sig n ifica nt 
97 -N o t a ssesse d 

Skin, hair, and nails: 

t
1-Normal  
2-Abn ormal,  n ot  clin ically sig n ifica n
3-Abn o rm al,  cl inically  sig n ificant
97 -N o t a ssesse d 

Head and neck: 

1-Normal  
2-Abn ormal,  n ot  clin ically sig n ifica nt 
3-A bn o rm al,  cl inically  sig n ifica nt 

97 -N o t a ssesse d 

Ears, eyes, nose, and throat: 

1-Normal 
2-Abnormal, not clinically significan
3-Abnormal, clinically significant 
97-Not assessed

t 

Cardiovascular: 



 

  (PERESP) (PERESPSP) 
 

  (PEGAST) (PEGASTSP) 
 

  (PEEXTR) (PEEXTRSP) 
 

   (PELYMP) (PELYM PSP) 
 

  (PEMUSC) (PEMUSCSP) 

1-Normal  
2-Abn ormal,  n ot  clin ically sig n ifica nt 
3-Abn o rm al,  cl inically  sig n ifica nt 
97 -N o t a ssesse d 

Respiratory: 

1-Normal 
2-Abnormal, not clinically significan
3-Abnormal, clinically significant 
97-Not assessed

t 

Gastrointestinal: 

1-Normal  
2-Abn ormal,  n ot  clin ically sig n ifica nt 
3-Abn o rm al,  cl inically  sig n ifica nt 
97 -N o t a ssesse d 

Extremities: 

1-Normal 
2-Abnormal, not clinically significan
3-Abnormal, clinically significant 
97-Not assessed

t 

Lymph nodes: 

1-Normal 
2-Abnormal, not clinically significan
3-Abnormal, clinically significant 
97-Not assessed

t 

Musculoskeletal: 

1-Normal  
2-Abn ormal,  n ot  clin ically sig n ifica nt 
3-Abn o rm al,  cl inically  sig n ifica nt 
97 -N o t a ssesse d 



 

  (PENEUR) (PENEURSP) 
 

  

  
 

     (PEOTHER) (PEOTHESP) 
 

   
        

     
         No Yes 

   Comments:(PEBDHBSP)  

   
   

Neurological: 

1-Normal 
2-Abnormal, not clinically significan
3-Abnormal, clinically significant 
97-Not assessed

t 

Planned  in jection  site 
assessment: 1-Normal

2-A bnormal,  not  clinically sig nificant
3-A bnormal,  clinically significant
97 -Not assessed

(PEINJSSP) 

(PEINJS) 

Other (specify in comments): 

1-Normal 
2-Abnormal, not clinically significan
3-Abnormal, clinically significant 
97-Not assessed

t 

1. Does participant have a body habitus that precludes gluteal intramuscular 
in jection of naltrexone with provided needle?(PEBDYHBT) 



    Comments:(PEXCOM M) 



  

         

  

         

     

 
 

 
   i

(mm/dd/yyyy) 

No Yes 

(mm/dd/yyyy) 

No Yes 

(xx) years old 
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No Yes 

No Yes 

No Yes Don 't know Refu se d 
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(P SWHITE) 

(P SBLACK ) 

(P SAMEIND) 

(P SALAS KA) 

(P SHAWAII) 

(P SGUAM) 

(P SSAM OAN) 

(P SPACISL) 

(P SASA IND) 

(P SCHINA) 

(P SFILIPN) 

(P SJA PAN) 

(P SKOREA ) 

(P SVIETNM ) 

(P SASINOT) 

(P SRACEOT) 

 

 

 

 

 

    

 

   

    

         ---

NIDA Clinical Trials Network 

Pre-Screen Interview (PSI) 
Web Version: 1.0; 2.02; 01-06-15 

Pre -Screen ID (PRESCNID): 

Date of assessment:(PSIASM DT) 

1. Do you give consent to answer pre-screening questions? (PSCNST) 

If "Yes", date of consent:(PSCNSTDT) 

2. Do you have HIV or AIDS?(PSHIVPOS) 

3. How old are you? (PSAGE) 

4. What is your gender? (PSGENDER) 

a. If fema le o r tran sge nder (femal e-to -male ), are you preg nant or curre ntly 
bre astfeedin g?(PS PREG) 

b. If fema le o r tran sge nder (femal e-to -male ), are you willing to take measure s to 
avoid becoming pregn ant?(PS BCUS E) 

5. Are you Hispanic/Latino?(P SHIS PNC) 

If "Yes", what group represents your Hispanic origin or ancestry?(PSHISPSP) 

6. Wh at is you r ra ce ? 

(Check al l that ap ply.) 

White: 

B lack/African American : 

In dian (American ): 

Alaska n ati ve: 

Native Hawaii an: 

Guaman ian: 

S amoan : 

Othe r P aci fic Isla nder: Specify:(PS PACISO) 

Asian India n: 

Chin ese : 

Filipi no: 

Japa nese: 

K orean: 

Vietnamese : 

O the r Asian: Specify:(PS ASINSP) 

S ome other race: Specify:(PS RA CE SP) 

-O R-



      (PSRACERF) 

   (PSRACEDK) 

  

  

  

   

    

   

  

  

  

  

  

  

(PSM DEAST) 

(PSAFRICA) 

(PSCARBBN) 

(PSBLCKOT) 

(PSABORIG) 

(PSM ETIS) 

(PSRACEOT) 

  

 

 

   

 

    

      (PSRACERF) 

   PSRACEDK) 

   
             

  
         

         

         

No Yes 

No Yes 

No Yes 

          

          

   
       
                          

                      
                            

                        

            

              

            

             
     

  

   
             

                      
          

   
       
                            

   
                        

                      

            

              

            

              
    

  

   
           

   
   

         

         

         

Refu sed : 

Don't know:

Caucasian /White: 

S outh  Asian  (e.g.,  India n,  Pakistani): 

Chin ese : 

Othe r  Asian  (e.g.,  Vietn amese,  Jap anese): 

Latin  Amer ica n: 

(PSWHITE) 

(PSSO ASIA) 

(PSCHINA) 

(PSASINOT) 

(PSLATNAM ) 

Specify:(PS ASINS P)  

Specify:(PS LATNS P) 

Middle Eastern: Specify:(PSMDEASP) 

Black African: 

Black Caribbean: 

Other Black: Specify:(PSBLCKSP) 

First Nations/Aborigina l/Inuit: 

Metis: 

Some other race: Specify:(PSRACESP) 

-OR-

Refused: 

Don 't know:(

7. In the past year, have you used any opioids (such as heroin, prescription opioid 
medication, or opium)?(PSOPIATE) 

8. Are you interested in cutting back or quitting your opio id use?(PSSTPOPI) 

9. Are you currently receiving methadone or buprenorphine for treatment of opioid 
addiction?(PSOPRXTX) 

Extended-Release Naltrexone for Opioid Addiction: 
Extended-re lease naltrexone i s a medicine used to treat opioid dependence (addiction to opioid drugs, including heroin and narcotic painkil lers). It works by blocking opio id 
activi ty in a part of the brain. People who take nal trexone have less craving for opio ids and do not fee l the effects of opioids. 
To start the medication, people fi rst need to be opioid free for 3 days. Extended-release nal trexone is given as an injection in the buttock muscle once a month. Potential 
side effects include ini tial nausea and vomiting and muscle aches and soreness at the injection site. People who stop taking nal trexone do not experience withdrawal 
symptoms. 

De finite ly 
Not 

Ma ybe 
Not 

Maybe 
Y e s 

De finite ly 
Ye s 

10.  I be lieve e xte nded-release naltrexone is an effective tre atment for opio id addiction. (PSV IVO PI) 

(P STKVIVO) 

(PSPTTOPI) 

11.   I would conside r taking extend ed-rele ase n altr exone for my o pioid add iction. 

12.   I would be willin g to participate in a study that co mpare d taking extend ed-rel ease 
naltrexon e ver sus usual tre atment for opio id addiction. 

13. In the past year, have you had "X" or more drinks in a day? No Yes 

No Yes 

(X = 5 for men < 65, X = 4 for women and for men > 65)(PSALCHL) 
14. Are you interested in cutting back or quitting your alcohol use?(PSSTPALC) 

Extended-Release Naltrexone for Alcohol Addiction: 
Extended-re lease naltrexone i s a medicine used to treat alcohol dependence. It works by blocking opioid activity in a part of the bra in. People who take nal trexone have 
less craving for alcohol . 
Extended-re lease naltrexone i s given as an injection in the buttock muscle once a month. Potentia l side effects include ini tial nausea and vomi ting and muscle aches and 
soreness at the injection si te. Naltrexone injection should not be used to treat people who have used opiates with in the past 3 days. 

De finite ly 
Not 

May be 
Not 

May be 
Ye s 

De finite ly 
Y e s 

15. I be lieve e xte nded -release naltrexone is an effective treatment for alcoho l pr oblems. (PSV IVALC) 

16.  I would conside r taking extend ed-rele ase n altrexone for my a lco hol proble ms. (PSTKVIVA ) 

( PSPTTALC) 17.  I would be willin g to participate in a study that co mpare d taking extend ed-rel ease 
naltrexon e ver sus usual tre atment for alcoho l pr oblems. 

18. Do you have chronic pain that requires ongoing treatment with opioid pain 
medicines?(PSPAINRX) 

No Yes 



                 
   

              
      

         

               
       

        
           

            
             

            

   
   
    

19. Is this person eligible to continue with in-person screening?(PSELIG) No Yes 

No Yes 

(mm/dd/yyyy) 

20. If "Yes", you may be elig ible to participate in the study. Are you interested in 
scheduling an appointment for the next step? (PSSCHED) 
If "Yes", complete the prescreen contact form and set appointment date and time. 
a. If "Yes", in-person screening appointment date:(PSAPTDT) 

b. If "No", are any of the fol lowing reasons wh y? 

1 . Decli ned to schedul e:(P SDECSCH) No Yes 

No Yes 

No Yes 

No Yes 

2. Not interested in study:(PSNOS TUD) 

3. Doesn't wa nt the study medication:(PS NO MED) 

4 . Other:(PSS CHOTH) S pecify:(PSS CHSP ) 

Comments:(PSICOMM) 



    

   

         

 
  

  
 

 

Additional Selection Options for PSI 

What is your gender? 
98 -Refused 
99 -Other 

If "Yes", what group represents your Hispanic origin or ancestry? 
6-Cuban 
7-Cuban American 
8-Centra l or South American 
9-Other Latin American 
99 -Other Hispanic 
98 -Refused 
97 -Don't know 



   

 

     
    

  
   

                     
       

 

  

(mm/dd/yyyy) 

1-Excellent 
2-Verygood 
3-Good 
4-Fair 
5-Poor 
97-Don 'tknow/Notsure 
98-Refused 

   
       

   
        

             
      

      

      

(xx) Number of days 

(xx) Number of days 

(xx) Number of days 

   
         

             
  

   
             
           

   
    

NIDA Clinical Trials Network 

Quality of Life - PhenX (QLP) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(QLPASMDT) 

1. Would you say that in general your health is:(QLHEALTH) 

2. Now th inking about your physical health , which includes physical illness and 
in jury, for how many days during the past 30 days was your physica l health not 
good?(QLHLTNGD) 

3. Now th inking about your mental health, which includes stress, depression, and 
problems with emotions, for how many days during the past 30 days was your 
mental health not good?(QLMTLNG) 

4. Dur ing the past 30 days, for about how many days did poor physica l or mental 
health keep you from doing your usual activities, such as self-care, work, or 
recreation?(QLACT) 

Comments:(QLPCOM M) 

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



 



   

 

   
    

  
   

                     

  (mm/dd/yyyy)      

   
                                

                                
                              

                          
   
     
   

                

                   

No Yes 

No or I have not shot u p i n the past month Y es          

   
            

              
 

             

             
          

   
             

                    

           

           

           

           

           

           

No(RANDLNOT) Yes 

(RANDLDBT) No Yes 

(RANDLSRT) No Yes 

(RANDLDST) No Yes 

(RANDLSGY) No Yes 

(RANDLEXC) No Yes 

(RANDLOTH) No Yes 

     

     

   

             

     

      

   
              

      

               
     

   

NIDA Clinical Trials Network 

Risk Assessment Battery (RAB) 
Web Version: 1.0; 3.00; 11-12-14 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(RABASM DT) 

Read each of the fol lowing questions very carefully. As you wi ll see, many of these questions are very personal. We understand this and have taken great care to protect the 
privacy of your answers. It is very important that you answer EVERY question honestly. In fact, i t's better not to answer a question at al l than to tel l us something that i s not 
accurate or true. Some questions may not seem to have an answer that is true for you. When this happens, you should simply choose the answer that i s most right. Don't 
spend too much time on any one question. Remember, always ask for help if you're unsure about what to do. Thank you for your time and cooperation. 

A. Needle Use 

1. In the past month, have you injected drugs?(RADRGINJ) 

2. In the past month, have you shared needles or works?(RASHNDLE) 

3. With how many different people did you share needles in the past month? 
(RANDLWNO) 

4. In the past month, how often have you used a needle after someone (with or 
without cleaning)?(RAUSOTND) 

0-Zero or I have not shot up in the past mon
1-1 other person 
2-2 or 3 different people 
3-4 or more different people 

th 

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

h 

5. In the past month, how often have others used after you (with or without 
cleaning)?(RANDLEOT) 

6. In the past month, how often have you shared needles with someone you knew 
0-Never or I have not shot up or shared in the past mont
1-A few times (1 or  2 times) 
2-About once a we ek  (3 or 4 times) 
3-More than once  a week (5 or more times) 

(or later found out) was negative for HIV, the AIDS virus?(RAAIDSND) 

7. In the past month, did you get your needles from any of the following: 

a.   I have not shot up in the past month 

b. From a diabetic 

c. On the street 

d. Drugstore 

e. Shooting gallery or other place where users go to shoot up 

f. Needle Exchange Program 

g. Other , specify:(RANDLOSP) 

8. In the past month, 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 2 times) 
2-About once a week (3 or 4 times) 
3-More than once a week (5 or more times) 

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

h 

h 

9. In the past month, how often have you been to a Crack House or other place 
where people go to smoke crack?(RACRCKHS) 

0-Never 
1-A few times (1 or 2 times) 
2-About once a week (3 or 4 times) 
3-More than once a week (5 or more times) 



           
         

    
         
        

       
   

               

                      

           

           

           

           

           

           

           

(RANLNOT) No Yes 

(RANLSOAP) No Yes 

(RANLALCH) No Yes 

(RANLBLCH) No Yes 

(RANDLWTR) No Yes 

(RANLOTHC) No Yes 

(RANOTCLN) No Yes 

(RAALWAYS) No Yes 

      

   

   

    

    

            

           

   

   
    
   

                 
                

   

   
   

 
  

   

            

  

  

  

(RARH20S H) 

(RACOKRSH) 

(RACTNSH) 

(RAB CK LD) 

            

           

                
             
    

   
   
   
     
   

                   
   

   
           

   PLEASE NOTE:  F or  the following  qu estion s, sex mea ns an y va ginal intercou rse, anal intercou rse (in the butt) or  or al sex (bl owjob s, for ex ample).

  
  

  
           

  
  

  
   

                    
        

                
   

  

   

   

   

                

                 
  

                

                 
  

               
 

      

 

 

 

 

  

e
i

10. Which statement best describes the way you cleaned your needles during the 
0-Ihavenotshotupinthepastmonth 
1-IALWAYSusenewneedles 
2-IALWAYScleanmyneedlejustBEFOREIshootup 
3-AfterIshootup,IALWAYScleanmyneedle 
4-SOMETIMESIcleanmynedle,sometimesIdon't 
*AddtionalOptionsListedBelow 

past month? (RANDLCLN) 

11. If you cleaned your needles and works in the past month, how did you clean them? 

a. I have not shot up in the past month 

b. Soap and water only 

c. Alcohol 

d. Bleach 

e. Boiling water 

f.   Other, specify:(RANLCOSP) 

g. I did not clean my needles in the past month 

h. I ALWAYS used new needles in the past month 

Neve r or I hav e 
not shot up or share d 

in the pas t month 

A few 
times 

(1 or 2 time s) 

About onc e a w eek 
(3 or 4 time s) 

More than 
once a w e ek 

(5 or m ore time s) 

1 2.   In the past mon th, how o ften have you sha red rinse-water? 

1 3.  In the past mon th, how o ften have you sha red a co oker? 

1 4.  In the past mon th, how o ften have you sha red co tton? 

1 5.  In the past mon th, how o ften have you divided or sh ared dru gs with o the rs by 
u sing o ne syring e(yours o r someone else's) to squirt or load the drugs into the 
o the r syringe( s) (ba ckload ing, for example)? 

B. Sexual Practices 

16. How would you describe yourself?(RASEXPRF) Stra ight or heterosexual Gay or homosexual Bisexual 

17. With how many men have you had sex in the past month?(RASEXMEN) 

18. With how many women have you had sex in the past month?(RASEXWMN) 

0-0 
1-1 
2-2or3 
3-4ormore 

0-0 
1-1 
2-2or3 
3-4ormore 

men/man 

women/woman 

Ne v er A 
f ew 

t im e s 
( 1 or 2 time s) 

About once a 
w e e k 

(3 or 4 tim e s) 

More than once a 
w ee k 

(5 or more tim es) 

1 9.  In the past mon th, how o ften have you had se x so you co uld get dr ugs? (RAS EX4DG) 

(RADG4 SEX) 

(RAP OSTUT) 

(RAPD4SEX) 

(RASE XHIV) 

2 0.  In the past mon th, how o ften have you given drugs to someo ne so you could have 
sex with them? 

2 1.  In the past mon th, how o ften were you paid mon ey to h ave sex with someone? 

2 2.  In the past mon th, how o ften did you give money to some one so you could have 
sex with them? 

2 3.   In the past month, how ofte n have you had sex with some one yo u knew (or later 
foun d o ut) 
was negative for HIV, the AIDS virus? 



   
            

        
  
   
   
   

   
               

             
   

  

   

   
    

l

24. In the past month, how often did you use condoms when you had 
sex?(RASEXSFE) 0-Ihavenothadsexinthepastmonth 

1-Althetime 
2-Mostofthetime 
3-Someofthetime 
4-Noneofthetime 

25. In the pa st 3 0 d ays, h ow many times did you have p enetrative sex (vagin al or 
anal sex)?(RAS EXPE N) 

(xx) 

(xx) 26. In the pa st 3 0 d ays, h ow many times did you have p enetrative sex (vagin al or 
anal sex) wi tho ut a condom?(RASEXUPR) 

Co mmen ts:( RA BCOMM ) 



    

             
    

Additional Selection Options for RAB 

Which statement best describes the way you cleaned your needles during the past month? 
5- I NEVER clean my needle 



   

 

    

                     

  (mm/dd/yyyy)      

   
             
   

        

             

             

       

           

                

               

                    

                  

   
   
             
   

        

                

             

        

           

                 

               

                     

                  

   
   

Read iness for Substance Use Treatment (RST)

NIDACl lT sN wokrteilraiinca

10.:nWebVe irso ;2.00; 0 7-25-14 

Visi t  num be r ( VISNO):  

Date of assessment:(RSTASM DT) 

The fol lowing questions ask about "substances". By "substance" we mean opioids. 

Segm en t  (PROTSEG):   

ogl
Di

yn
sagree 
trS Disagree Un dded iec Agree lngyo

reeAg
trS

1.    Tr eatment cou ld be my last chan ce to sol ve my su bstance use proble ms. (RSCHNCEO) 

(RSS TA YO) 

(RSHEL PO) 

(RSWNTTXO) 

(RS CNSL RO ) 

(RSRUL ESO) 

(RSTRUSTO) 

(RSE FFRTO) 

2.  If I en ter treatmen t, I will stay for a while. 

3.   Tr eatment cou ld really help me. 

4.  I want to be in a trea tme nt pro gram. 

5.   Most counselo rs in substa nce use treatment progr ams a re "squ ares" wh o d on't unde rstand substance users. 

6.  Su bstan ce use tr eatment p rogra ms ha ve too many rules and regu lati ons for me. 

7.   I don 't think I coul d trust many of the pe ople who work in the su bstan ce use tre atment p rograms. 

8.  It takes too mu ch time and effort to get into a su bstance use tre atment p rogram. 

The fol lowing questions ask about "substances". By "substance" we mean alcohol. 

yn
sagree 
rSto gl

Di
sagreeDi dded iecUn reeAg lngy 

ree 
trS o
Ag

1. Tr eatment cou ld be my last chan ce to sol ve my su bstance use proble ms. (RSCHNCEA) 

(RSS TA YA) 

(RSHEL PA) 

(RSWNTTXA) 

(RS CNSL RA ) 

(RSRUL ESA) 

(RSTRUSTA) 

(RSE FFRTA) 

2.  If I en ter treatmen t, I will stay for a while. 

3.  Tr eatment cou ld really help me. 

4.  I want to be in a trea tme nt pro gram. 

5.  Most counselo rs in substa nce use treatment progr ams a re "squ ares" wh o d on't unde rstand substance users. 

6.  Su bstan ce use tr eatment p rogra ms ha ve too many rules and regu lati ons for me. 

7.  I don 't think I coul d trust many of the pe ople who work in the su bstan ce use tre atment p rograms. 

8.  It takes too mu ch time and effort to get into a su bstance use tre atment p rogram. 



    Comments:(RSTCOMM) 



   NIDACl sNewokrtTilraii lnca 

 

  
    iersWebV o 10;.:n 1.00; 07-24-14 

                     

              

                                                                             

              

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

(TLDATE1) (TLDATE2) (TLDATE3) (TLDATE4) (TLDATE5) (TLDATE6) (TLDATE7) 

(TLSUBAL1) No Yes (TLSUBAL2) No Yes (TLSUBAL3) No Yes (TLSUBAL4) No Yes (TLSUBAL5) No Yes (TLSUBAL6) No Yes (TLSUBAL7) No Yes 

(TLALCHL1) (TLALCHL2) (TLALCHL3) (TLALCHL4) (TLALCHL5) (TLALCHL6) (TLALCHL7) 

(TLTHCR1) (TLTHCR2) (TLTHCR3) (TLTHCR4) (TLTHCR5) (TLTHCR6) (TLTHCR7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCOCR1) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

(TLCOCR2) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR3) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCOCR4) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR5) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR6) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR7) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCRAKR1) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

(TLCRAKR2) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR3) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCRAKR4) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR5) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR6) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR7) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

    
 

  
  

  
 
 

 

 

 

   

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

       

0

i di i

0

i

0

i di

0 0 0

i di i i i di

(TLAMPR1) (TLAMPR2) (TLAMPR3) (TLAMPR4) (TLAMPR5) (TLAMPR6) (TLAMPR7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLMTDR1) (TLMTDR2) (TLMTDR3) (TLMTDR4) (TLMTDR5) (TLMTDR6) (TLMTDR7) 

0-0-Nouse 0-00-Nouse 0-00-Nouse 0-00-Nouse 0-0-Nouse 0-0-Nouse 0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLHERR1) (TLHERR2) (TLHERR3) (TLHERR4) (TLHERR5) (TLHERR6) (TLHERR7) 

 

 

lTimelineFolowback(T55) 

TF B week start date (TFWKSTDT): 

Day S dunay Modnay T duesay Wed dnesay h dursayT dayFir S dtauray 

Date 

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

2.  Alcohol 
number of 
standard drinks 
(xx): 

3.   Cannabinoids/ 
Marijuana: 

4.   Cocaine: 

5.   Crack: 

6. 
Amphetamine-type 
stimulants: 

7.   Opioid 
analgesics, 
including 
Methadone: 

8.   Heroin: 



 

 
   

 

 
   

 

 
   

 

 
   

 

 
   

 

 
   

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

0 0 0

i di i i i di

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

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

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLBARR1) (TLBARR2) (TLBARR3) (TLBARR4) (TLBARR5) (TLBARR6) (TLBARR7) 

0-0-Nouse 0-00-Nouse 0-00-Nouse 0-00-Nouse 0-0-Nouse 0-0-Nouse 0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLBZOR1) (TLBZOR2) (TLBZOR3) (TLBZOR4) (TLBZOR5) (TLBZOR6) (TLBZOR7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLINHR1) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

(TLINHR2) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR3) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLINHR4) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR5) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR6) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR7) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

 

  
 

  

  

 

     

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

              

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

              

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

(TLOT1R1) (TLOT1R2) (TLOT1R3) (TLOT1R4) (TLOT1R5) (TLOT1R6) (TLOT1R7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

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

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

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

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

        
 

     

        
 

9.   Hallucinogens,
including 
MDMA/ecstasy: 

10.  Sedatives 
and hypnotics, 
excluding 
Benzodiazepines: 

11. 
Benzodiazepines: 

12.  Inhalants: 

Oth Derrugs 

13.  Other drug 1 
use: 

Specify other 
drug 1: 

14. Other drug 2 
use: 

Specify other 
drug 2: 



    Comments:(T55COMM) 



    

 

AdditionalSelectionOptionsforT55 

D1  ca nnabinoids
5-05-IV Injection 
99-99-Other 



   

 

   
    Web Version: 1.0; 3.02; 07-11-14 

  
   

                     

  

    

         

         

(mm/dd/yyyy) 

From: 

To: 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

No Yes 

     

 

   

   
          

   
   Comments:(TAPCOMM)  

NIDA Clinical Trials Network 

TLFB Assessment Period (TAP) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(TAPASMDT) 

1. Assessment per iod:(TATFSTDT) 

(TATFENDT) 

2. Have any illicit substances or alcohol been taken during th is assessment 
period? (TASUBALC) 



 



   

 

   
    

  
   

                     
       

  

  

  

(mm/dd/yyyy) 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

(xxx) 

      

      

         

   
   
     
   

               

  

  

  

  

  

  

  

  

  

  

  

  

  

Numbe r of Da ys 
(xx) 

( TS RE SALN) 

( TS RE SOTH) 

( TS RE SINT) 

( TS RE SHSP) 

( TS RE SPRN) 

( TS RE SSTR) 

( TS RE SDRG ) 

( TS RE SPSY ) 

( TS RE SMED) 

( TS RE SLGL) 

( TS RE SDMV) 

( TS RE SHSH) 

( TS RE SHLS) 

                 

         b.          

               

               

               (i )   

               (i i)    

         d.            

               

               (i )        

               (i i)      

               (i ii)     

                    

                   

            

         f.              

   
   
       
   
               

              
          

    

    

    

    

IN OUT 
(xx) (xx) 

(TSINDRGI) (TSINDRGO ) 

(TSIIDM DI) (TSIIDM DO ) 

(TSINDTXI) (TSINDTXO ) 

(TSINIDVI) (TSINIDVO ) 

              

          

         If  "Ou t",  specify  lo ca tion :(TSINDTXL )   

           
                 

                

               (i )       

NIDA Clinical Trials Network 

Treatment Services Review (TSR) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(TSRASMDT) 

Beginning of assessment period:(TSBEGDT) 

End of assessment period:(TSENDDT) 

Number of days in the assessment period:(TSDAYSPD) 

A. HOUSING SERVICES: 

1 . Wher e d id you sta y for the pa st 2 8 d ays? 

a. Al one (in private house, ap artment, ho tel, etc.): 

With others (in private house, ap artment, hotel, etc.): 

c. In stitutio n ( e.g ., hosp ita l, jail, prison): 

S pecify: 

Hospita l/re sid ential treatment: 

Jail or prison: 

Structur ed livi ng situation (e.g., recovery house, gr oup home, halfway h ouse): 

S pecify: 

For alcohol or drug pro blems (includin g dual detox): 

For psycholo gical or emotional pro blems: 

For medi cal pro blems: 

(i v) Fo r crimi nal behavior or leg al proble ms: 

(v) For do mestic vi olence: 

e. Homeless she lter: 

Home less (i.e., on th e street, in an aba ndoned b uildin g, in a ca r): 

Web Version: 1.0; 4.00; 04-29-15 

B. ALCOHOL AND DRUG SERVICES: 

QUESTIONS ABOUT INPATIENTTREATMENT FOR ALCOHOL AND/OR DRUGS RECEIVED OVER PAST 28 DAYS 

2 . How ma ny nig hts did yo u stay a t an inpatien t/residential drug/a lco hol 
tre atment unit? 

a. Specify the number of sessio ns with: 

Medical doctor ( e.g ., p sychiatrist or physicia n): 

If "Ou t", spe cify lo ca tion :(TSINDRG L) 

3 .    How ma ny of tho se nig hts we re detoxifica tio n o nly? 

4 .    How ma ny ind ivid ual (one -on-on e) sessions did you a ttend dur ing which 
substan ce use was the main pur pose of the discussion? 



                   (i i)       

    

    

    

    

    

    

    

    

    

    

    

    

    

    

    

(TSIIDNM I) (TSIIDNMO ) 

(TSIIDRNI) (TSIIDRNO) 

(TSIIDO TI) (TSIIDO TO ) 

(TSIIDDKI) (TSIIDDKO ) 

(TSIIDTMI) (TSIIDTMO ) 

IN OUT 
(xx) (xx) 

(TSIN12SI) (TSIN12SO ) 

(TSINMTRI) (TSINMTRO ) 

(TSINGRPI) (TSINGRPO) 

(TSIGP MDI) (TSIGPM DO) 

(TSIGP NM I) (TSIGPNMO) 

(TSIGP RNI) (TSIGPRNO) 

(TSIGP OTI) (TSIGPO TO ) 

(TSIGP DK I) (TSIGPDKO ) 

(TSIGP EDI) (TSIGPE DO ) 

(TSIGP TM I) (TSIGPTMO ) 

(TSIGP PTI) (TSIGPP TO ) 

               (i ii)   

               (i v)        

               (v)    

         b.             

             
               

                
                  

              
              

         a.        

               (i )       

               (i i)       

               (i ii)   

               (i v)        

               (v)    

         b.             

         c.             

         d.            

   
   
                   

                 
                 

    

IN OUT 
(xx) (xx) 

(TSOPDRGI) (TSOPDRGO) 

              

                
                

    

    

( TS OPHSPI) (TSOP HS PO) 

(TS OPIDVI) (TSOP IDVO ) 

         If  "Ou t",  specify  lo ca tion :(TSO PHSPL)   

           
                 

                

                         

    

    

    

    

    

    

    

    

(TSOIDM DI) (TSOIDMDO) 

(TSOIDNMI) (TSOIDNMO) 

(TSOIDRNI) (TSOIDRNO) 

(TSOIDOTI) (TSOIDOTO) 

(TSOIDDKI) (TSOIDDKO) 

(TSOIDTMI) (TSOIDTM O) 

IN OUT 
(xx) (xx) 

(TSOP12SI) (TSOP12SO) 

(TSOPMTRI) (TSOPMTRO) 

(TSOPGRPI) (TSOPGRPO) 

                     

                 

                      

                  

                     

          
              

             
                  

           
              

                

Non-medical docto r (e .g., psychologi st - Ph .D./Psy.D.): 

Nurse: 

Oth er clin ici an (e.g., cou nselor, social worker, clerg y): 

Don 't kno w: 

On averag e, how long did ea ch ind ivid ual se ssion last? (xx mi nutes) 

5 . How ma ny 12 -Ste p/self-he lp group me etin g for substa nce u se 
(e.g., AA, NA, CA) d id you attend? 

6 . How ma ny me etin gs did you have with your sponsor/men tor du ring which 
yo ur sub stance prob lem was the main pu rpose of the discussion? 

7 . How ma ny other group the rapy/cou nse ling session s for substance use 
(i.e., non-self-hel p groups) did you attend ? 

Specify the number of sessio ns with: 

Medical doctor ( e.g ., psychiatrist or physicia n): 

Non-medical docto r (e .g., psychologi st - Ph .D./Psy.D.): 

Nurse: 

Oth er clin ician (e.g., cou nselor, social worker, clerg y): 

Don 't kno w: 

How ma ny of the se gro ups focused so lely on e ducati on about alcohol/drug s? 

O n a ver age, h ow lon g did each individua l session last? (xx mi nu tes) 

On averag e, how many other patients were in a group? 

QUESTIONS ABOUT TREATMENT FOR ALCOHOL AND/OR DRUGS RECEIVED OVER PAST 28 DAYS WHEN NOTIN INPATIENT TREATMENT 

8. How many days did you attend any outpatient treatment for substance use 
problems, excluding any 12-Step or self help group meetings? 

a. Specify the number of sessions with: 

(i ) Medical doctor (e.g., psychiatrist or physician): 

(i i) Non-medical doctor (e .g., psychologist - Ph.D./Psy.D.): 

(i ii) Nurse: 

(iv) Other clin ician (e.g., counselor, social worker, clergy): 

(v) Don't know: 

b. On average, how long did each ind ividual session last? (xx minutes) 

11. How many 12-Step/self-help group meeting for substance use 
(e.g., AA, NA, CA) did you attend? 

12. How many meetings did you have with your sponsor/mentor during which 
your substance problem was the main purpose of the discussion? 

13. How many other group therapy/counseling sessions for substance use 
(i.e., non-self-help groups) did you attend? 

a. Specify the number of sessions with: 

If "Ou t", specify lo ca tion :(TSO PDRG L) 

9 .  How ma ny of the se were at a da y hospital or intensive o utp atie nt pro gram 
(i.e., severa l d ays per week, for severa l h ours e ach d ay) ? 

1 0.  How many i ndividual (on e-on-one) sessions did you atten d d uring which 
substan ce use was the main pur pose of the discussion? 



                         

    

    

    

    

    

    

    

(TSOGPM DI) (TSOGPMDO) 

(TSOGPNM I) (TSOGPNMO) 

(TSOGPRNI) (TSOGPRNO) 

(TSOGPOTI) (TSOGPOTO) 

(TSOGPDKI) (TSOGPDKO) 

(TSOGPEDI) (TSOGPEDO) 

(TSOGPTMI) (TSOGPTMO) 

(TSOGPPTI) (TSOGPPTO) 

IN OUT 
(xx) (xx) 

                     

                 

                      

                  

                     

                     

                    

   
   
             

            

             

  

  

  

(TSTSTURI) 

(TSTSTBRI) 

 (TSTSTOTI) 

(TSTSTSPI) 

  

             

                      

                   

   
   

 
   
             

               
                   

   C.  

  

  

  

IN 
(xx) 

OUT 
(xx) 

(TSINHSP I) (TSINHS PO) 

(TSINP TI) (TSINPTO ) 

(TSINRHBI) (TSINRHBO ) 

         a.   

               (i )   

                     

                  

   c.   

                  

   e.   

                  

         

   
   
                 

           

Diagn oses  or  maj or  proble ms  at  additiona l visits:       (TSINPDX6)     g.   

  

IN OUT 
(xx) (xx) 

(TSEDI) (TSEDO) 

                

(i ) Medical doctor (e.g., psychiatrist or physician): 

(i i) Non-medical doctor (e .g., psychologist - Ph.D./Psy.D.): 

(i ii) Nurse: 

(iv) Other clin ician (e.g., counselor, social worker, clergy): 

(v) Don 't know: 

b. How many of these groups focused solely on education about alcohol/drugs? 

c. On average, how long did each individual session last? (xx minutes) 

d. On average, how many other patients were in a group? 

QUESTIONS ABOUT TREATMENT RECEIVED ON ANYOF THE PAST 28 DAYS 

14. How many times were you tested for alcohol and/or drug use? 

a. Urinalysis: 

b. Breathalyzer: 

c. Any other test for alcohol/drug use (e.g., blood, saliva, hair):

If "Other", specify: 

(TSTSTURO ) 

(TSTSTBRO) 

(TSTSTOTO) 

(TSTSTSPO ) 

MEDICAL SERV ICES : 

Q UE STIO NS AB OUT ANYMEDICAL TREATME NT RE CEIV ED O VER THE PAS T 28 DAYS 

1 5. How many n ights were you an inpatien t in a medical hospital, n ursing home , or 
medi cal reh abilitation fa cil ity? 

Specify  the  number  of  nights  in  e ach  facility: 

Medical hospital: 

(i i) Nursing home or medical rehabilitation facility: 

b. Diagnosis or major problem at visit 1: (TSINPDX) 

Diagnosis  o r  major  prob lem  at  visit  2:       (TSINPDX2)  

d. Diagnosis or major problem at visit 3: (TSINPDX3) 

Diagn osis  or  majo r  p roblem  at  visit  4 :       (TSINP DX4)  

f. Diagnosis or major problem at visit 5: (TSINPDX5) 

h. Major procedures or evaluations:(TSINPPRC) 

QUESTIONS ABOUT MEDICAL TREATMENT RECEIVED OVER PAST 28 DAYS WHEN NOTIN A MEDICAL HOSPITAL 

16. How many times did you visit an emergency room? 

a. Indicate reason for emergency room visit: 



                   

  

  

(TSEDM EDI) (TSEDM EDO) 

(TSEDPSYI) (TSEDPSYO) 

(TSEDSBSI) (TSEDSBSO) 

                 

                  

                  

   c.   Dia gnosis  or  major  prob lem  at  visit  2:       (TSE DDX2)  

   d.                

   e.                

   f.                

                 

              
               

   h.   Major  pr oce dures  or  eva luations:(TS EDPRC)  

  (TSM DI) (TSM DO) 

   a.   Diagn osis  or  majo r  p roblem  at  visit  1 :       (TSMDDX)  

                  

   c.   Dia gnosis  o r  major  prob lem  at  visit  3:       (TSM DDX 3)  

                  

   e.   Diagn osis  or  majo r  p roblem  at  visit  5 :       (TSMDDX5)  

                 

           
           

             

   g.   Major  pr oce dures  or  eva luations:(TS MDPRC)  

  (TSOMPI) (TSOMPO) 

                  

   b.   Diagn osis  or  majo r  p roblem  at  visit  2 :       (TSOM PDX2)  

                  

   d.   Diagn osis  or  majo r  p roblem  at  visit  4 :       (TSOM PDX4)  

                  

                 

         

(i ) Medical: 

(i i) Psychological: 

(i ii) Substance use: 

b. Diagnosis or major problem at visit 1: (TSEDDX) 

Diagnosis or major problem at visit 3: (TSEDDX3) 

Diagnosis or major problem at visit 4: (TSEDDX4) 

Diagnosis or major problem at visit 5: (TSEDDX5) 

g. Diagnoses or major problems at additional visits: (TSEDDX6) 

17. How many times did you visit a medical doctor (e .g., physician, psychiatrist) for 
testing, examination, treatment, or care of medical concerns/problems? 

b. Diagnosis or major problem at visit 2: (TSMDDX2) 

d. Diagnosis or major problem at visit 4: (TSMDDX4) 

f. Diagnoses or major problems at additional visits: (TSMDDX6) 

18.  
      

How many times did you visit any other medical professional (e.g., dentist, 
optometrists, nurse, physcial therapist, X-ray or lab technician) for testing, 
examination, or treatment of medical concerns/problems? 

a. Diagnosis or major problem at visit 1: (TSOM PDX) 

c. Diagnosis or major problem at visit 3: (TSOMPDX3) 

e. Diagnosis or major problem at visit 5: (TSOM PDX5) 

f. Diagnoses or major problems at additional visits: (TSOMPDX6) 

g. Major procedures or evaluations:(TSOMPPRC) 

IN OUT 
(xx) (xx) 



           
             
          
             

  

  

  

  

  

  

  

(TSCNSLI) (TSCNSLO) 

(TSCNLNMI) (TSCNLNMO) 

(TSCNLOTI) (TSCNLOTO) 

(TSCNLGM I) (TSCNLGM O) 

(TSCNLDKI) (TSCNLDKO) 

(TSCNLGPI) (TSCNLGPO) 

(TSCNLTMI) (TSCNLTMO) 

              

                     

                      

                         

                  

                 

                     

   
   
   
                       
   

                       

  

  

  

  

  

  

None A Little Bit Som e Quite A Bit A Lot 

( TS SBSUSE ) 

(TSHEAL TH) 

(TSP SYCH) 

(TSFAM ILY ) 

(TSEMP LOY) 

(TSL EGAL ) 

        

      

        

       

        

       

   
   
    

19.   How many individual or group counseling sessions did you attend with 
non-medical personnel during which medical concerns/problems were the 
main focus? 
Exclude al l previously recorded visits. 

a. Number of those with: 

(i ) Non-medical doctor (e .g., psychologist - Phd.D./Psy.D.): 

(i i) Other clinician (e.g., counselor , socia l worker, clergy): 

(i ii) Group member(s) (i.e ., a support group not professionally led): 

(iv) Don't know: 

b. How many of these were group sessions? 

c. On average, how long did a session last? (xx minutes) 

Given al l the services, treatments, and contacts you've had in the past 28 days, how much of all of that dealt with: 

20 . You r substance use p roblems and issues? 

21 . You r p hysical health or med ica l pr oblems? 

22 . You r mental health or psycholo gical problems and issues? 

23 . You r fami ly prob lems and issue s? 

24 . You r e mployme nt, education, finan ce s, o r h ousing? 

25 . You r le gal or cri minal pro blems and issu es? 

Comments:(TSRCOM M) 



 



   

 

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

s

d 

- e

s 
a 

r 

2
3
9 

1 

Somed 

o Kno Rf deu/w 

ay y

l

-

-
-
7 

ay
tta
'tn 

Eve

No 
D

           

          

   
      

           

               

     

      

     

(xx) Cigarettes per day

(xx) Years old           

   
      

               

      

(xx) Days 

(xx) Cigarettes per day              
   

   
      

            
  

      

      

(xx) Cigarettes per day 

(xx) Cigarettes per day             
  

   
    

NIDA Clinical Trials Network 

Tobacco Use History (TUH) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(TUHASM DT) 

1. Have you smoked at least 100 cigarettes in your entire life?(TUSMK100) No Yes Don't Know/Refused 

2. Do you now smoke cigarettes every day, some days, or not at all?(TUSMFREQ) 

3. Have you EVER smoked cigarettes EVERY DAY for at least 6 months? 
(TUEVERY) 

(xx) 

No Yes Don't Know/Refused 

Years old 4. How old were you when you first started smoking cigarettes FAIRLY 
REGULARLY?(TUSTRTRG) 

Section A: Every -Day Smokers 

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

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

Section B: Some -Day Smokers 

7. On how many of the past 30 days did you smoke cigarettes? (TU30DAYS) 

8. On the average, on those [answer to Q7] days, how many cigarettes did you 
usually smoke each day?(TU30AVG) 

Section C: Former Smokers 

9. When you last smoked every day, on average how many cigarettes did you 
smoke each day? (TUNUMEDY) 

10. When you last smoked fair ly regularly, on average how many cigarettes did you 
smoke each day? (TUNUMRDY) 

Comments:(TUHCOMM ) 
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(UDBZO1 ) 

(UDA MP1) 

(UDTHC1 ) 

(UDMET1) 

(UDOPI1) 

(UDCOC1) 

( UDMDA1) 

(UDOXY1) 

(UDM TD1) 

(UDBA R1 ) 

 

 

 

   

 

 

 

 

 

                  

              

Negative Positive Invalid 

Negative Positive Invalid     
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No Yes 
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(UDBZO2 ) 

(UDA MP2)  

NIDA Clinical Trials Network 

Urine Drug Screen (UDS) 
Web V e rsion: 1.0; 4.00; 0 3-06-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

1. Wa s a urine dr ug screen p erfo rmed? (UDTES T1 ) 

If "No", reason:(UDNORSN)

If "Other", specify:(UDNOSP1) 

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

3. Time 1st urine specimen collected (24-hour format) :(UDCOLTM1) 

4. Was the 1st urine temperature within range? (90 - 100 °F)(UDTEM P1) 

5. Was the 1st urine specimen determined to be adulterated?(UDADULT1) 

6. 1st Urine Drug Screen Result(s): 

Drug Nam e (Abbre v iation) Negative P ositiv e Inv alid 

Benzodiaze pines (BZO): 

Amphetami ne (AMP) : 

Marijuan a ( THC): 

Me th amphe tamine (MET): 

Opiates (2000 ng ) (OPI): 

Co ca ine (COC): 

Ecstasy (MDMA): 

Oxycodone (O XY ): 

Me th adone (MTD): 

Barbi turate (BAR): 

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

Buprenorphine (BUP):(UDBUP1) 

2nd Urine Drug Screen 
7. If the 1st urine specimen was determined to be adulterated, was a second 

specimen collected?(UDTEST2) 
If "No", reason:(UDNORSN2)

If "Other", specify:(UDNOSP2) 

8. Time 2nd ur ine specimen collected (24 hour format):(UDCOLTM 2) 

9. Was the 2nd urine temperature with in range? (90 - 100 °F)(UDTEM P2) 

10. Was the 2nd urine specimen determined to be adul terated?(UDADULT2) 

11. 2nd Urine Drug Screen Result(s) : 

(hh:mm) 

Drug Nam e (Abbre v iation) Negative P ositiv e Inv alid 

Benzodiaze pines (BZO): 

Amphetami ne (AMP): 



   

  

  

  

  

  

  

  

(UDTHC2 ) 

(UDMET2) 

(UDOPI2) 

(UDCOC2) 

(UDMDA 2) 

(UDOXY 2) 

(UDM TD2) 

(UDBA R2) 

 

   

 

 

 

 

 

                  

              

Negative Positi ve Invalid 

Negative Positi ve Invalid     

   
   
    

Ma rijuan a ( THC): 

Meth amphe tamine (MET): 

Opiates (2000 ng ) (OPI): 

Coca ine (COC): 

Ecstasy (MDMA): 

Oxycodone (O XY ): 

Me th adone (MTD): 

Barbi tura te (BAR): 

Opiates (300ng )(OPI):(UDOP2 300) 

Bupre norph ine (BUP):(UDB UP 2) 

Commen ts:( UDSCOM M) 



   

 

   
    

  
   

                     
       

   
        

        

   
    

NIDA Clinical Trials Network 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Visual Analog Scale (VAS) 
Web V e rsion: 1.0; 2.01; 0 7-08-14 

Date of assessment:(V ASAS MDT) (mm/dd/yyyy) 

(xxx) 

(xxx) 

1. How much do yo u cur rently crave opiate s?(VACRV OPI) 

2. How much do yo u cur rently crave alcohol? (VACRVALC) 

Comments:(V ASCOM M) 



 



   

 

  
    

  
   

                     
       

           

           

            

    

          

(mm/dd/yyyy) 

(xx.x) inches (VIHGTCM) 

(xxx.x) lbs (VIWTKGS) 

(xxx.x) °F or (VITEMPC) 

(xxx) BPM 

(xxx) cm 

(xxx.x) kgs 

(xx.x) °C 

/ (VIBPDIS1) Systolic/Diastolic (mmHg) 

   
     

 

 

   
    

 

 

   
    

NIDA Clinical Trials Network 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(VISASMDT) 

Body Mass Index 
1. Standing height:(VIHGTIN) 

2. Measured weight:(VIWTLBS) 

3. BMI:(VIBM I) 

Vital Signs 
4. T emperature:(VITEMPF) 

5. Heart rate:(VIPULSE) 

6. Blood pressure:(VIBPSYS1) 

Comments:(VISCOMM) 

Vital Signs (VIS) 
Web Version: 1.0; 3.02; 01-09-15 



 



   

 

  
    Web Version: 1.0; 4.00; 10-02-15 

     
   

                     

   
  

        

     
   
   

         
 

         No Yes 

   If  "Yes",  action  taken  with  extended -release  na ltrexone:(A1ADRUG1) 

       

     

  

       

   
                           

           

    

      

  

  

(mm/dd/yyyy) 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

       
     

     

   

l l l
l

NIDA Clinical Trials Network 

Adverse Events (AD1) 

Adverse event onset date (AEDATE): 
Event number (AESEQNUM): 

1. Adverse event name:(A1DESCPT) 

(mm/dd/yyyy) 2. Date si te became aware of the event:(A1AWARDT) 

3. Severity of event:(A1SEVRTY) 

4. Is there a reasonable possib ility that the extended -release nal trexone caused 
the event?(A1RDRUG1) 

1-Grade1-Mild 
2-Grade2-Moderate 
3-Grade3-Severe 

5. If "Unrelated" to the study drug, alternative etiology:(A1ALTESD) 

0-None 
1-Decreased drug 
2-Increased drug 
3-Temporarily stopped drug
4-Permanently stopped dru

 
g 

0-None apparent 
1-Study disease 
2-Concomitant medication 
3-Other pre-existing disease or conditio
4-Accident, trauma, or external factors 
*Additional Options Listed Below 

n 

If "Other," specify:(A1AEPSP) 

6. Outcome of event:(A1OUTCM) 

7. Date of resolution or medically stable:(A1RESDT) 

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

e 

(mm/dd/yyyy) 

Exceptfor"Noneofthefolowing",alselectionsinthequestionbelowwildesignatethisasaSeriousAdverseEvent(SAE).TheSeriousAdverseEvent 
Summary(AD2)form shouldbecompletedforalSeriousAdverseEventsreported. 

8. Was th is event associated with:(A1ASSOC) 

a. If "Death", date of death:(A1DTHDT) 

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 
*Additional Options Listed Below 

 

b. If "In patient a dmissi on to hospital or prolo ngation of hospita lization": 
Date of ho spi tal admissio n:(A 1HOSPA D) 

Date of ho spi tal discharge :(A 1HOSPDC) 



    

   

Comments:(AD1COMM) 



    

    
     
     
     
     
     
     
     
     
     
     

    
   

          

Additional Selection Options for AD1 

Event number (AESEQNUM)(key fie ld): 
01 -1st Adverse Event of the day 
02 -2nd Adverse Event of the day 
03 -3rd Adverse Event of the day 
04 -4th Adverse Event of the day 
05 -5th Adverse Event of the day 
06 -6th Adverse Event of the day 
07 -7th Adverse Event of the day 
08 -8th Adverse Event of the day 
09 -9th Adverse Event of the day 
10 -10th Adverse Event of the day 

Was this event associated with: 
5-Congenital anomaly or birth defect 
6- Important medical event that required intervention to prevent any of the above 



 



   

 

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

     
   

                     
   

     
   

  

 

   

                  
             
   

  

 

   

                      

 

    

    

    

    

    

    

    

    

    

    

(A2 _01DNM) (A2 _01DIN) 

(A2 _02DNM) (A2 _02DIN) 

(A2 _03DNM) (A2 _03DIN) 

(A2 _04DNM) (A2 _04DIN) 

(A2 _05DNM) (A2 _05DIN) 

(A2 _06DNM) (A2 _06DIN) 

(A2 _07DNM) (A2 _07DIN) 

(A2 _08DNM) (A2 _08DIN) 

(A2 _09DNM) (A2 _09DIN) 

(A2 _10DNM) (A2 _10DIN) 

   

                   

 

      (A2 _1TNME) (A2 _1TIND) (A2_ 1LTDT) 

NIDA Clinical Trials Network 

Serious Adverse Event Summary (AD2) 

Adverse event onset date (AEDATE): 
Event number (AESEQNUM): 

1. In itia l narrative descrip tion of serious adverse event: 

(A2SUM M) 

2. Relevant past medical history: (A2SAEM HX) No Yes Unknown 

Allergies, pregnancy, smoking and alcohol use, hypertension, diabetes, epi lepsy, depression, etc. 

(A2M EDHX) 

3. Medications at the time of the event: (A2SAEMED) No Yes Unknown 

Me dic ation 
(G eneric Name) 

Indication 

4. T reatments for the event: (A2SAETRT) No Yes Unknown 

Treatm e nt Indica tion Date Tre ate d 
(mm/dd/yyyy) 



      

      

      

      

(A2 _2TNME) (A2 _2TIND) (A2_ 2LTDT) 

(A2 _3TNME) (A2 _3TIND) (A2_ 3LTDT) 

(A2 _4TNME) (A2 _4TIND) (A2_ 4LTDT) 

(A2 _5TNME) (A2 _5TIND) (A2_ 5LTDT) 

   

                      

  

   

   

   

   

   

(A2 _1LB NM ) (A2_1 LBIN) (A2_1LB DT) 

(A2 _2LB NM ) (A2_2 LBIN) (A2_2LB DT) 

(A2 _3LB NM ) (A2_3 LBIN) (A2_3LB DT) 

(A2 _4LB NM ) (A2_4 LBIN) (A2_4LB DT) 

(A2 _5LB NM ) (A2_5 LBIN) (A2_5LB DT) 

   

             
   

  

 

   
   
   

    
   

  

 

   Have  al l Medical  Monitor  requests  been  addressed?(A2RQADDR)     Yes 

5. Labs/tests performed in conjunction with this event: (A2SAELAB) No Yes Unknown 

Lab/Te st Findings Date of Tes t 
(mm/dd/yyyy) 

6. Follow-up: 
Include labs/test resul ts as they become avai lable, clinica l changes, consul tant diagnosis, etc. 

(A2FOLLUP) 

7. Additional information requested by the Medica l Monitor : 

(A2ADDINF) 



    

    
     
     
     
     
     
     
     
     
     
     

01
02
03
04
05
06
07
08
09
10

1
2
3
4
5
6
7
8
9
10

Additional Selection Options for AD2 

Event number (AESEQNUM)(key fie ld): 
- st Adverse Event of the day 
- nd Adverse Event of the day 
- rd Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 



 



   

 

     
    

     
   

                     
                 

         

         

         

         

         

         

         

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

       

   

     
        

            

         

           

   

         

   
       

   

(intials) 

(intials)     

   
    

NIDA Clinical Trials Network 

Serious Adverse Event Medical Reviewer (AD3) 

Adve rse ev ent onse t date (AEDATE): 
Ev ent number (AESEQNUM): 

1. Was th is determined to b e a seriou s adverse event?(A3 SAE) 

2. Was th is event con sid ered asso cia ted with extended -relea se nal trexone? 
( A3RXRNTX ) 

3. Was th is event e xpected?(A3EXP ECT) 

4. Is th is a stand ard expe dited/reportabl e e ven t? 
( i.e., is it seri ou s, u nexpecte d a nd rel ate d to therapy)(A 3EXP FDA) 

If "No", is th is an exp edited/repo rtab le eve nt for oth er reasons?(A3EXPO TH) 

5. Doe s th e protocol n eed to b e modified based on this event?(A 3MPRO T) 

6. Doe s th e con se nt form need to be modified ba sed on this e ve nt? (A3M CNST) 

7. Is th e r evi ew compl ete ?(A3REV DNE) 

If "No", wha t add itio nal information is r equire d:( A3ADDINF) 

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

Assessed by:(A3AS RID) 

Reviewed by:(A3REV ID) 

Comments:(A 3COMM ) 



    

    
     
     
     
     
     
     
     
     
     
     

01
02
03
04
05
06
07
08
09
10

1
2
3
4
5
6
7
8
9
10

Additional Selection Options for AD3 

Event number (AESEQNUM)(key fie ld): 
- st Adverse Event of the day 
- nd Adverse Event of the day 
- rd Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 
- th Adverse Event of the day 



   

 

   
    

                     

 
 

 
 

 
 

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

            

i

i

i

i

i

i

2. (ARDRUG02) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARST02DT) (ARETST02) (ARSP02DT) (ARETSP02) (ARONG02) 

3. (ARDRUG03) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARST03DT) (ARETST03) (ARSP03DT) (ARETSP03) (ARONG03) 

4. (ARDRUG04) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARST04DT) (ARETST04) (ARSP04DT) (ARETSP04) (ARONG04) 

5. (ARDRUG05) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARST05DT) (ARETST05) (ARSP05DT) (ARETSP05) (ARONG05) 

6. (ARDRUG06) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARST06DT) (ARETST06) (ARSP06DT) (ARETSP06) (ARONG06) 

7. (ARDRUG07) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 

(ARST07DT) (ARETST07) (ARSP07DT) (ARETSP07) (ARONG07) 

8. (ARDRUG08) (ARST08DT) (ARETST08) (ARSP08DT) (ARETSP08) (ARONG08) 

i

NIDA Clinical Trials Network 

ARV Medication Log (ARV) 
Web Version: 1.0; 2.00; 03-10-14 

Drug Name 
Start Date 

(mm/dd/yyyy) 
Estim ate d 
Start Date 

Stop Date 
(mm/dd/yyyy) 

Estim ate d 
Stop Date 

Ongoing at 
Study 

Termination 

1. (ARST01DT) (ARETST01) (ARSP01DT) (ARETSP01) (ARONG01) (ARDRUG01) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AddtionalOptionsListedBelow 



  
      
        
      
  
   

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

            

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

9. (ARDRUG09) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST09DT) (ARETST09) (ARSP09DT) (ARETSP09) (ARONG09) 

10. (ARDRUG10) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST10DT) (ARETST10) (ARSP10DT) (ARETSP10) (ARONG10) 

11. (ARDRUG11) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST11DT) (ARETST11) (ARSP11DT) (ARETSP11) (ARONG11) 

12. (ARDRUG12) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST12DT) (ARETST12) (ARSP12DT) (ARETSP12) (ARONG12) 

13. (ARDRUG13) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST13DT) (ARETST13) (ARSP13DT) (ARETSP13) (ARONG13) 

14. (ARDRUG14) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST14DT) (ARETST14) (ARSP14DT) (ARETSP14) (ARONG14) 

15. (ARDRUG15) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST15DT) (ARETST15) (ARSP15DT) (ARETSP15) (ARONG15) 

16. (ARDRUG16) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST16DT) (ARETST16) (ARSP16DT) (ARETSP16) (ARONG16) 

17. (ARDRUG17) (ARST17DT) (ARETST17) (ARSP17DT) (ARETSP17) (ARONG17) 



  
      
        
      
  
   

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

            

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

18. (ARDRUG18) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST18DT) (ARETST18) (ARSP18DT) (ARETSP18) (ARONG18) 

19. (ARDRUG19) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST19DT) (ARETST19) (ARSP19DT) (ARETSP19) (ARONG19) 

20. (ARDRUG20) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST20DT) (ARETST20) (ARSP20DT) (ARETSP20) (ARONG20) 

21. (ARDRUG21) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST21DT) (ARETST21) (ARSP21DT) (ARETSP21) (ARONG21) 

22. (ARDRUG22) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST22DT) (ARETST22) (ARSP22DT) (ARETSP22) (ARONG22) 

23. (ARDRUG23) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST23DT) (ARETST23) (ARSP23DT) (ARETSP23) (ARONG23) 

24. (ARDRUG24) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST24DT) (ARETST24) (ARSP24DT) (ARETSP24) (ARONG24) 

25. (ARDRUG25) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST25DT) (ARETST25) (ARSP25DT) (ARETSP25) (ARONG25) 

26. (ARDRUG26) (ARST26DT) (ARETST26) (ARSP26DT) (ARETSP26) (ARONG26) 



  
      
        
      
  
   

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

 

  
      
        
      
  
   

           

            

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

27. (ARDRUG27) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST27DT) (ARETST27) (ARSP27DT) (ARETSP27) (ARONG27) 

28. (ARDRUG28) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST28DT) (ARETST28) (ARSP28DT) (ARETSP28) (ARONG28) 

29. (ARDRUG29) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST29DT) (ARETST29) (ARSP29DT) (ARETSP29) (ARONG29) 

30. (ARDRUG30) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST30DT) (ARETST30) (ARSP30DT) (ARETSP30) (ARONG30) 

31. (ARDRUG31) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST31DT) (ARETST31) (ARSP31DT) (ARETSP31) (ARONG31) 

32. (ARDRUG32) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST32DT) (ARETST32) (ARSP32DT) (ARETSP32) (ARONG32) 

33. (ARDRUG33) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST33DT) (ARETST33) (ARSP33DT) (ARETSP33) (ARONG33) 

34. (ARDRUG34) 

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

(ARST34DT) (ARETST34) (ARSP34DT) (ARETSP34) (ARONG34) 

35. (ARDRUG35) (ARST35DT) (ARETST35) (ARSP35DT) (ARETSP35) (ARONG35) 



  
      
        
      
  
   

   
    

01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
03-Combivir-ZDV+3TCorAZT+3TC 
04-Complera-RPV+TDF+FTV 
05-Crixivan-IDV 
*AdditionalOptionsListedBelow 

Comments:(ARVCOMM) 
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Additional Selection Options for ARV 

Drug name 01 
06-Edurant - RPV 
07-Emtriva - FTC 
08-Epivir - 3TC 
09-Epzicom - ABC + 3TC 

-Fuzeon - T20 
11-Intelence - ETV 
12-Invirase - SQV 
13-Isentress - RAL 
14-Isentress + Truvada - RAL + TDF + FTC 

-Kaletra - LPV/r 
16-Lexiva - FPV 
17-Norvir - RTV 
99-Other/Experimental/Blinded study - OTHR 
18-Prezista BID - DRV 
19-Prezista QD - DRV 

-Prezista + Norvir +Truvada (DRV/r twice daily) - DRV/r +TDF + FTC 
21-Prezista + Norvir + Truvada (once daily) - DRV/r + TDF + FTC 
22-Reyataz - ATV 
23-Reyataz + Norvir + Truvada 
- ATV/r + TDF + FTC 
24-Rescriptor - DLV 

-Retrovir - AZT (or ZDV) 
26-Selzentry - MVC 
27-Selzentry + Truvada - MVC + TDF + FTC 
28-Stribild - EVG + COBI + TDF + FTC 
29-Sustiva - EFV 

-Tivacay (dolutegravir) 
31-Trizivir - ABC + 3TC + ZDV(or AZT) 
32-Truvada - TDF + FTC 
33-Videx - ddl 
34-Viracept - NFV 

-Viramune - NVP 
36-Viramune XR (QD) - NVP 
37-Viread - TDF 
38-Zerit - d4T 
39-Ziagen - ABC 



   

 

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

  
   

                     
   
         
   
   
     
                   
   Note  the  usual  or mos t recent rou te. For  more  than  one  route,  choose  the  most  severe.

                
   

    

     

  

 

  

 

  

 

  

 

  

(A DA LA30 D) 

(xx) 

(A DA LI30D) 

(xx) 

(A DHER30 D) 

(xx) 

(A DM DP 30D) 

(xx) 

(A DM DI30 D) 

(xx) 

 

 

- (ADAL ACOM) 

- (ADAL ICOM )   

  

 
 
 
   
  
  
  

 

 

 

(ADHERCOM) 

(ADMDPCOM ) 

(ADMDICOM) 

  

 
 
 
   
  
  
  

  

 
 
 
   
  
  
  

  

  

 

 
 
 
   
  
  
  

 

 

(ADOPICOM ) 

(ADBARCOM )   

  

 

p

p

p

p

NIDA Clinical Trials Network 

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

Segment (PROTSEG): 
Visit number (VISNO): 

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

Route of Administration: 
1 = Oral 2 = Nasal 3 = Smoking 4 = Non-IV injection 5 = IV injection 

The routes are l isted from least severe to most severe. If Past 30 Days i s zero, route 
should be "Not appl icable". 

S ubsta nc e A Past 30 
(Days) 

D Route of 
Adm inistration 

Comm e nts 

D1 Alcohol (any u se at 
al l ): 

D2 Alcohol (to 
i ntoxi cation ): 

D3 He roin ( ADHE RRTE) 

1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable 
97-(97)Notanswered 

D4 Me thadone /LAAM ( ADMDPRTE ) 

1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable 
97-(97)Notanswered 

( ADMDIRTE) 

1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable 
97-(97)Notanswered 

(A DOPI30D) ( ADOPIRTE ) 

(xx) 1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable 
97-(97)Notanswered 

(A DB AR30D) 

(xx) 

( ADBARRTE ) 

(pr escri bed) : 

D4a Met hadone/LAAM 
(i ll i ci t): 

D5 Othe r 
Opiates/Analges ics : 

D6 Ba rbiturate s: 



 
 
 
   
  
  
  

 

  

 

 
 
 
   
  
  
  

 

 

  

 

 
 
 
   
  
  
  

 

 

  

 

 
 
 
   
  
  
  

 

 

  

 

 
 
 
   
  
  
  

 

 

  

 

 
 
 
   
  
  
  

 

 

  

 

 
 
 
   
  
  
  

 

 

  

  

p

p

p

p

p

p

1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notapplicable 
97-(97)Notanswered 

(ADSHT30D) (ADSHTRTE) (ADSHTCOM) 

(xx) 1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable
97-(97)Notanswered 

(ADCOC30D) (ADCOCRTE) (ADCOCCOM) 

(xx) 1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable
97-(97)Notanswered 

(ADAMP30D) 

(xx) 

(ADAMPRTE) (ADAM PCOM) 

1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable
97-(97)Notanswered 

(ADM ET30D) (ADMETRTE) (ADMETCOM ) 

(xx) 1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable
97-(97)Notanswered 

(ADTHC30D) (ADTHCRTE) (ADTHCCOM ) 

(xx) 1-(1)Oral 

(ADHAL30D) 

(xx) 

2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable
97-(97)Notanswered 

(ADHALRTE) (ADHALCOM ) 

1-(1)Oral 
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notaplicable
97-(97)Notanswered 

(ADINH30D) (ADINHRTE) (ADINHCOM ) 

(xx) 

  

 

 

 

 

 

 

D7 Other Sedatives/ 
Hypnotics/Tranquilizers: 

 

D8 Cocaine: 

 

D9 Amphetamines: 

 

D9a Methamphetamine: 

 

D10 Cannabis: 

D11 Hallucinogens: 

 

 

D12 Inhalants: 



 
 
 
   
  
  
  

1-(1)Oral
2-(2)Nasal 
3-(3)Smoking 
4-(4)NonIVinjection 
5-(5)IVinjection 
96-(96)Notapplicable 
97-(97)Notanswered 

 

  

 

   

      

                         
                           

  

         

        (ADM JDGNA) (97) Not answered 

  

 

   

          

                   
    

    

         

        

(ADALCDT) ( xx) 

OR 

(ADALDTNA) (97) Not answered 

  

 

D13  More  t han  1 
substance  pe r  day 
(i nclu din g  a lcohol , 
exclud in g  n icotine): 

(A DGT1 30D) 

(xx) 

- (ADGT1COM ) 

D14 Currently, which substance is the major problem? 

Interviewer should determine the major drug or drugs of abuse (excluding Nicotine use). Code the number next to the drug in 01-12 (code prescribed or i l li cit 
methadone as 04). 00= no problem, 15= alcohol and one or more drugs; 16= more than one drug but no alcohol . Ask participant when not clear. 

s 

0-00 - No prob  le m 
1-01 - Alco hol  (a n y use  at a ll) 
2-02 - Alco hol  (t o  i nto x icati on )  
3-03 - Heroi n  
4-04 - Meth ad one/L A  AM (pr escribe d  or  ill icit)  
5-05 - Othe r O pia tes/A nalgesics 
6-0 6 -  Barbi turates 

7-07 - Othe r Sedati ves/H y pno tic s/T ranqu ilize r
8-08 - Coc aine 
9-09 - Amph etam ines 
9a-09a - Meth am ph etam ine 
10 -10 - Canna b is 
11-11 - Halluc ino g ens 
12-12 - Inhalants 
15-15 - Alcoh o l  and  on e  or  m ore  dru gs 
16 -1 6  -  More  tha n  one  dru g, b ut no alc ohol  

(ADM AJDRG) 

OR 

Comments:(ADM JDGCM ) 

D17 How many times since your last ASI have you had Alcohol DTs? 

Deli rium Tremens (DT's): Occur 24-48 hours after last drink, or significant decrease in alcohol in take. Characterized by shaking, severe disor ientation, fever, 
hal lucinations; they usual ly requi re medical attention. 

Comments:(ADALDTCM) 



   
              

                
   

 

    

         

        

(xx) (ADALCTRT) 

OR 

(ADATRTNA) (97) Not answered 

  

 

   

 

    

         

        

(ADDRGTRT) 

OR 

(ADDTRTNA) (97) Not answered 

(xx) 

  

 

   
         
   

         

    

         

               

(ADADETOX) 

OR 

(ADADTXNA) (96) Not applicable (97) Not answered 

(xx) 

  

 

   

         

    (ADDDETOX) (xx) 

How many t imes since your last ASI have you been t reated for: 
Include detoxification, halfway houses, in/outpatient counsel ing and AA or NA (if 3+ meetings within one month period). 

D19 Alcohol abuse: 

Comments:(ADATRTCM) 

D20 Drug abuse: 

Comments:(ADDTRTCM) 

How many of these were detox only: 

D21 Alcohol : 

If D19 = 00, then question D21 i s Not appl icable. 

Comments:(ADADTXCM) 

D22 Drugs: 

If D20 = 00, then question D22 i s Not appl icable. 



         

               

OR 

(ADDDTXNA) (96) Not applicable (97) Not answered 

  

 

   
                

  
   

           

     

         

        

(A DA LCMNY) $ (xxxxx) 

OR 

(A DA MNYNA) (97) Not an swere d 

  

 

   

           

     

         

        

(ADDRGM NY) $ (xxxxx) 

OR 

(ADDM NYNA) (97) Not answered 

  

 

   

                  

 

      

         

        

(A DO UTPAT) (xx) days 

OR 

(A DO PTNA) (9 7) No t 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. What i s the financial burden caused by alcohol? 

Comments:(ADAMNYCM) 

D24 Drugs: 

Only count actual money spent. What i s the financial burden caused by drugs? 

Comments:(ADDMNYCM ) 

D25 How many days have you been treated in an outpatient setting for alcohol or drugs in the past 30 days? 

Include AA/NA 



  

 

   

          

               

      

         

        

(A DA P30D) ( xx) da ys 

OR 

(ADA P30NA) (97) Not a nswer ed 

  

 

   
                         
   

              

  

        

        

OR 

(ADAB30NA) (97) Not answered 

  

 

   

         

  

   
 
 
 
 

        

        

OR 

(ADAI30NA) (97) Not answered 

Comments:(ADOPTCOM) 

D26 How many days in the past 30 have you experienced alcohol problems? 

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

Comments:(ADAP30CM) 

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

D28 How troubled or bothered have you been in the past 30 days by these alcohol problems? 

y 

0-(0) Not  at  all 
1-(1) Sligh  tly 
2-(2) Moderately 
3-(3) Con sid erabl
4-( 4)   Ex trem ely  

(ADAPB30D) 

Comments:(ADAB30CM) 

D30 How impor tant to you now is treatment for these alcohol problems? 

(ADAPI30D) 

0-(0)Notatall 
1-(1)Sl tly 
2-(2)Moderatl

igh
ey 

3-(3)Considerably 
4-(4)Extremely 



  

 

   

           

               

      

         

        

(A DDP3 0D) (xx) days 

OR 

(A DDP3 0NA) ( 97) Not answered 

  

 

   

               

  

   
 
 
 
 

lo alttaN)0(0-
Sl lyihtg)1(1-
Mod lteraey)2(2-
Co lyd berains)3(3-

lyEtxreme)4(4-

        

        

OR 

(ADDB30NA) (97) Not answered 

  

 

   

          

  

   
 
 
 
 

        

        

OR 

(ADDI30NA) (97) Not answered 

Comments:(ADAI30CM ) 

D27 How many days in the past 30 have you experienced drug problems? 

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

Comments:(ADDP30CM) 

D29 How troubled or bothered have you been in the past 30 days by these drug problems? 

(ADDPB30D) 

Comments:(ADDB30CM) 

D31 How impor tant to you now is treatment for these drug problems? 

(ADDPI30D) 

0-(0)Notatall 
1-(1)Slg 
2-(2)Moderatl

ihtly 
ey 

3-(3)Considerably 
4-(4)Extremely 



  

 

   
           
   

 

   

   

             (ADM ISREP) 

             (ADUNDRST) (0) No (1) Yes 

   
    

Comments:(ADDI30CM) 

Confidence Ratings: Is the above information significantly distorted by: 

D34 Participant's misrepresentation? 

(0) No (1) Yes 

D35 Participant's inability to understand? 

Comments:(ASDCOMM) 



   

 

         
    

  
   

                     
       

         

(mm/dd/yyyy) 

 No Yes 

   
            

   
                   

            
             

                   
                        
                   

   
   

            
          

      

         No Yes 

                
                 

               

     

   
   

         
    

         No Yes 

                     
                 

             
   
   

        
                

       

         

         

         

         

         

         

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

   
         

   
      

          
   

       

   
         

 
   

      

   
   
    

NIDA Clinical Trials Network 

Concise Health Risk Tracking (CHRT) - Clinician Rated Module (CHC) 
Web Version: 1.0; 1.00; 01-16-14 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(CHCASM DT) 

1. Suicidal Ideation - Passive (i.e. wanting to be dead) and/or active (i.e . method,
in tent, plan) SI present.(CHSCIDTN) 

This last week did you think you might be better off dead or wish you were dead? 
Did you have any thoughts of harming or injuring yourself in any way? 

If "Yes": Have you thought about how you might do this? 
Have there been times when you seriously considered harming or injuring yourself? 
Do you intend to kill yourself or harm yourself in any way? Do you have a plan? 
How often have you had these thoughts? How long do they last? 

2. Suicide Attempt - Patient made a suicide attempt (i.e. they engaged in a 
potentially self-injur ious behavior associated with intent to die. In tent can be 
stated by patient or inferred by rater).(CHSCATM P) 

This last week did you attempt to harm or injure yourself in any way? 

If "Yes": Can you te ll me what happened? Was this an accident or on purpose? 
If On Purpose: Why did you _____ ? Were you trying to kill yourself when you ___ __? 

If "Yes", list method: (CHMETHOD) 

3. Self-injurious Behavior - No Intent to Die - Purposeful self-injurious behavior 
with no intent to die.(CHSIBDIE) 

This last week, have you done anything to prepare yourself for suicide or take any steps towards killing yourself? 

If "Yes": What did you do? Were you thinking about killing yourself when you __ ___? 
Did you stop yourself, or did someone else stop you before you harmed yourself? 

4. Preparatory Acts - Making preparatory acts toward imminent suicidal behavior 
(Person takes steps to in jure self but is stopped by self or others. Intent to die is 
either stated by patient or inferred by rater).(CHPREPAT) 

5. Completed Suicide - Confirmed (i.e . Coroner 's report, suicide note, other 
colla teral information).(CHSCCMPL) 

6. Self-injurious Behavior - Unknown Intent- Purposefu l self-injurious behavior 
where associated intent to die is unknown and cannot be inferred.(CHSIBUNK) 

7. Death (not enough information to classify as suicide)(CHDEATH) 

8. Other Injury - Other not purposeful injury (accidental, psychiatric, medical), no 
deliberate self-harm.(CHINJOTH) 

9. Nonfatal Injury (not enough information to classify) (CHINJURY) 

Comments:(CHCCOMM) 



 



   

 

         
    

  
   

                     

  yy(mm/dd/y y)      

   
                         

                                   
                   

   

        
         

              

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

(CHNVRBTR) 

(CHNOFUTR) 

(CHNORGHT) 

(CHWRONG) 

(CHDEPEND) 

(CHPPLGNE) 

(CHSUFFER) 

(CHRSLIVE) 

(CHSLEEP) 

(CHNOTHNK) 

(CHIMPULS) 

(CHIRRITE) 

(CHOVRRCT) 

(CHKILLMS) 

(CHHOWKIL) 

(CHPLNKIL) 

      

           

        

          

           

          

          

              

           

          

        

            

          

          

        

                                                                                                                                                                                        

   
    

   
         

c
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NIDA Clinical Trials Network 

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

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(CHPASMDT) 

Web Version: 1.0; 1.02; 04-09-14 

Please rate the extent to which each of the following statements describes how you have been feeling or acting in the past week. 
Forexample,ifyoufeelthestatementveryacuratelydescribeshowyouhavebeenfeelinginthepastweek,youwouldgivearatingof"StronglyAgree."Ifyoufeelthestatementis 
notatalhowyouhavebenfeelinginthepastweek,youwouldgivearatingof"StronglyDisagree." 

1. I feel as if things are never going to get better. 

2. I have no future. 

3. It seems as if I can do nothing right. 

4. Everything I do turns out wrong. 

5. There is no one I can depend on. 

6. The people I care the most for are gone. 

7. I wish my suffering could just all be over. 

8. I feel that there is no reason to live. 

9. I wish I could just go to sleep and not wake up. 

10. I find myself saying or doing things without thinking. 

11. I often make decisions quickly or "on impulse." 

12. I often feel irritable or easily angered. 

13. I often overreact with anger or rage over minor things. 

14. I have been having thoughts of killing myself. 

15. I have thoughts about how I might kill myself. 

16. I have a plan to kill myself. 

Comments:(CHPCOMM) 

© 2008 UT Southwestern Medical Center at Dallas 

Strongly
Disagree 

Disagree Neither 
Agree nor 
Disagre e 

Agre e Strongly
Agre e 
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    (mm/dd/yyyy) 

  

   

                    
   

                             
               

   
          

     

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

(DEWHITE) 

(DEBLA CK ) 

(DEAM EIND) 

(DEALA SKA) 

(DEHAWAII) 

(DEGUAM ) 

(DESAM OAN) 

(DEPACISL) 

(DEASA IND) 

(DECHINA) 

(DEFILIPN) 

(DEJAPAN) 

(DEKORE A) 

(DEVIETNM) 

(DEASIAN) 

(DERACEOT) 

  

 

 

 

    

 

   

    

        

   

      

   
             

    

   

---

00-Never a tten ded  / ki n dergarten  on ly
01-1st grade 
02-2nd gra de 
03-3rd  gra de 
04 -4 th  gra de 
*Addition al O ption s  Lis ted  Be lo w 

1. Date of bi rth:(DEBRTHDT) 

2. Gender:(DEGENDER) Male Female Don't know Refused 

3. Does the participant consider h im or herself to be Hispanic/Latino?(DEHISPNC) No Yes Don 't know Refused 

Demog raphics (DEM) 

If "Yes", indicate the group that represents his or her Hispanic or igin or 
ancestry:(DEHISPSP) 

w 

1-Puerto  Rica n 
2-Do minic an  (Repub lic) 
3-Mex ican/M  exicano 
4-Mex ican  Ameri can
5-C hic ano  
*Addition  al Option s Lis ted  Be lo  

4. What race does the participant consider him or herself to represent: 
( Ch eck al l th at app ly) 

Whi te: 

B lack/ African American: 

In dian (American ): 

Alaska native: 

Native Ha wa iian: 

G uama nian: 

S amoa n: 

O the r P acific Isla nder: Spe cify:(DEP ACISO ) 

Asian India n: 

Chin ese: 

Filip ino: 

Japa nese: 

K orean: 

Vietnamese: 

O the r Asian: Spe cify:(DEA SIA OT) 

S ome other race: Spe cify:(DERACES P) 

-OR-

Don 't know:(DERACEDK) 

Refused: (DERACERF) 

5. What is the highest grade or level of school the participant has completed or the 
highest degree they have received?(DEEDUCTN)

 



             
          

     

   
          

  

   
   
    

6. 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) 01-Work in g  now  

02-Only t em pora rily  laid  off, s i ck lea ve, o r  m ate rnity lea ve
03-Lo ok in g  for w ork , u nemploy  ed 
04-Reti red 
05 -D isa b led, p erm an ently  o r  tem pora rily  
*Addition  al O ptio ns  Lis ted  Be lo w  

If "Other", specify:(DEJOBSP) 

7. Is the participant married, widowed, d ivorced, separated, never married, or living 
with a partner?(DEMARTL) 

01-Marrie d 
02-Wido w ed 
03-Divo rc ed 
04-Separated 
05 -N ever married  
*Addition  al O ptions  Lis ted  Be low

Comments:(DEM COMM) 



    

             

 
  

  
 

 

                   
 
 
 
 
 
 
 
   
 
  
   

     
   

      
       

     
   

 

                        
 

             
  

 

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-Centra l 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 part icipant has completed or the highest degree they have received? 
05 -5th grade 
06 -6th grade 
07 -7th grade 
08 -8th grade 
09 -9th grade 
10 -10th grade 
11 -11th grade 
12 -12th grade, no diploma 
13 -High school graduate 
14 -GED or equivalent 
15 -Some college, no degree 
16 -Associate's degree: occupational, technical, or vocational program 
17 -Associate's degree: academic 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 -Doctora l degree (e.g., PhD, EdD) 
98 -Refused 
97 -Don't know 

We would like to know about what the participant does -- is he/she working now, looking for work, ret ired, keeping house, a student, or what? 
06 -Keeping house 
07 -Student 
99 -Other 

Is the part icipant married, widowed, divorced, separated, never married, or liv ing with a partner? 
06 -Living with partner 
98 -Refused 
99 -Don't know 



 



   

 

 
    

  
   

                     
   
       (mm/dd/yyyy) 

   

                   (DTDTXOPI) No Yes 

              

  

                

                

            Drug  1: 

  

             

  

 
  
  
   
  

   

             

  

 
  
  
   
  

   

             

  

 
  
  
   
  

   

00-- - None 
97-- - Don't know 
01-- - BUP-NX Sublingual 
02-- - BUP only Sublingual 
03-- - Methadone PO 
*Additional Options Listed Below

0--
--
--
--
--
i

0--
--
--
--
--
i

0--
--
--
--
--
i

Drug 2: 

Drug 3: 

Drug 4: 

(DTRXOP01) 

(DTRXOP02) 

(DTRXOP03) 

(DTRXOP04) 

 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

             

  

 
  
  
   
  

   

             

  

 
  
  
   
  

   

0--
--
--
--
--
i

0--
--
--
--
--
i

Drug 5: 

Drug 6: 

(DTRXOP05) 

(DTRXOP06) 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

NIDA Clinical Trials Network 

Detoxification (DTX) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(DTXASMDT) 

1. Did the part icipant initiate opioid detoxification? 

a. In what setting was opioid detoxification conducted? 

If "Other", specify: 

b. What medications were used during treatment of opioid detoxification? 

(DTLOCOPI) 

(DTLOCOSP) 

Web Version: 1.0; 1.01; 03-19-14 

1-Inpatient 
2-Outpatien
99-Other 

t 



             

  

 
  
  
   
  

   

             

  

 
  
  
   
  

   

             

  

 
  
  
   
  

   

             

  

 
  
  
   
  

   

0--
--
--
--
--
i

0--
--
--
--
--
i

0--
--
--
--
--
i

0--
--
--
--
--
i

Drug 7: 

Drug 8: 

Drug 9: 

Drug 10: 

(DTRXOP07) 

(DTRXOP08) 

(DTRXOP09) 

(DTRXOP10) 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

0 -None 
97 -Don'tknow 
01 -BUP-NXSublingual 
02 -BUPonlySublingual 
03 -MethadonePO 
*AddtionalOptionsListedBelow 

                      

           

(DTCM POPI) 

(DTDTXALC) 

No 

No 

Ye s 

Y es 

   

        

             

  

                

               

00-- - None 
97-- - Don't know 
Z01-BENZODIAZEPINES 
01A- -- Chlordiazepoxide 
02A- -- Clonazepam 
*Ad ditional Options Listed Below

             

  

             

  

 
  

 
 
   

             

  

 
  

 
 
   

             

  

 
  

 
 
   

--
--

--
--
di

--
--

--
--
di

--
--

--
--
di

Drug 1: 

Drug 2: 

Drug 3: 

Drug 4: 

(DTRXAL01) 

(DTRXAL02) 

(DTRXAL03) 

 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

(DTRXAL04) 

c. Was opioid detoxification completed? 

2. Did the part icipant initiate alcohol detoxification? 

a. In what setting was alcohol detoxification conducted? 

If "Other", specify: 

b. What medications were used during treatment of alcohol detoxification? 

(DTLOCALC) 

(DTLOCASP) 

1-Inpatient 
2-Outpatien
99-Other 

t 



             

  

 
  

 
 
   

             

  

 
  

 
 
   

             

  

 
  

 
 
   

             

  

 
  

 
 
   

             

  

 
  

 
 
   

             

  

 
  

 
 
   

--
--

--
--
di

--
--

--
--
di

--
--

--
--
di

--
--

--
--
di

--
--

--
--
di

--
--

--
--
di

Drug 5: 

Drug 6: 

Drug 7: 

Drug 8: 

Drug 9: 

Drug 10: 

(DTRXAL05) 

(DTRXAL06) 

(DTRXAL07) 

(DTRXAL08) 

(DTRXAL09) 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

00 -None 
97 -Don'tknow 
Z01-BENZODIAZEPINES 
01A -Chlordiazepoxide 
02A -Clonazepam 
*A dtionalOptionsListedBelow 

(DTRXAL10) 

                     (DTCMPALC) No Yes 

   
   Comments:(DTXCOM M)  

c. Was alcohol detoxi fication completed? 



    

    
  
 

 
 
 
 
 
 

  
 
 
 
 

 
 
 
 
 
 
 
 
  
 
  
 

  
 
 
 
 
 

    
 
 
 
 

 
  
 
 
 
 

 
 
 

Additional Selection Options for DTX 

Detox meds - opioids 01 
04 --- Methadone IM 
05 --- Clonidine 
Z01-BENZODIAZEPINES 
01A--- Chlordiazepoxide 
02A--- Clonazepam 
03A--- Diazepam 
04A--- Lorazepam 
05A--- Oxazepam 
99A--- Other 
Z02-GABA AGENTS/MUSCLE RELAXANTS 
01B--- Gabapentin 
02B--- Baclofen 
03B--- Cyclobenzaprine 
99B--- Other 
Z03-SLEEP/ANXIETY/ANT I-HISTAMINE AGENTS 
01C--- T razodone 
02C--- Diphenhydramine 
03C--- Hydroxyzine 
04C--- Zolp idem 
05C--- Mirtazapine 
99C--- Other 
Z04-GI AGENTS 
01D--- Anti-acid agent 
02D--- Anti-diarrheal agent 
03D--- Laxative agent 
99D--- Other 
Z05-NON-STEROIDAL ANTI-INFLAMMATORY AGENTS 
01E--- Ibuprofen 
02E--- Naproxen 
03E--- Acetaminophen 
04E--- Aspirin 
99E--- Other 

Detox meds - alcohol 01 
03A--- Diazepam 
04A--- Lorazepam 
05A--- Oxazepam 
99A--- Other 
Z06-ANTICONVULSANTS/SEDATIVES 
01F--- Carbamazepine 
02F--- Valproic acid 
03F--- Gabapentin 
04F--- Quetiapine 
05F--- Phenobarbital 
99F--- Other 
Z07-SUPPLEMENT S 
01G--- Thiamine 
02G--- Folate 
99G--- Other 



   

 

   
    

  

                     
              No Ye s 

        

   If  "Oth er",  specify:(EO STOPS P) 

   
    

NIDA Clinical Trials Network 

Se gm ent (PROTSEG): 

End of Medication (EOM) 
Web V e rsion: 1.0; 4.00; 0 8-05-15 

1. Did the participant discon tin ue study medication 
e arly?(EO EARLY) 

Primary reason for not completing study 
medication:(EOSTOP55) 

 
1-Partic ipant  becam e pre gnant 
2-Partic ipant unab le  to tole rate  sid e  effec ts
4-Co n traind icated  con co mita nt  med ic ation 
5-Partic ipant refused, n on -s pecifi c 
6-P artic ipant  left  stud y an d  ne ver returned 
*Ad dition  al Option s  Lis ted  Be lo w  

Comments:(EOMCOM M) 



    

      
      7

8-Physical illness  or  condition  that  precludes  taking  study  medication 
9-Participant  feels  study  treatment  no  longer  necessary,  cured 
10-Participant  fee ls  study  treatment  no  longer  necessary,  not  working 
11-Participant  became  incarcerated 
12-Participant  wi thdrew  consent 
13-Participant  moved  from  area 
14-Participant  deceased 
99 -Other 

Additional Selection Options for EOM 

Primary reason for not completing study medication: 
-Clinica l deterioration: new onset of psychiatric or medical condition 



   

 

   
    

  

                     
               

         

     

   
          (mm/dd/yyyy) 

   
   Comments:(EOTCOMM)  

NIDA Clinical Trials Network 

Se gm ent (PROTSEG): 

End of Treatment (EOT) 
Web V e rsion: 1.0; 1.00; 0 1-27-14 

1. Did the participant discon tin ue study trea tment ea rly? 
( EOTEARLY ) 

No Yes 

Primary reason for not completing study treatment: 
(EOREASON) 

 
1-Partic ipant  becam e pre gnant 
2-Partic ipant unab le t o tole rate  sid e  effec ts
4-Con traindicated  conco mitan t  med ic ation 
5-Partic ipant refused, n on -specifi c 
6-P artic ipant  left  stud y and  ne ver returned 
*Addition  al Optio n s L isted  Be lo w  

If "Oth er", specify:(EO RSNSP) 

2. Date of last dose of medication or last attended 
meeting:(EOTRTDT) 



    

      
      7

8-Physical illness  or  condition  that  precludes  treatment 
9-Participant  feels  study  treatment  no  longer  necessary,  cured 
10-Participant  fee l study  treatment  no  longer  necessary,  not  working 
11-Participant  became  incarcerated 
12-Participant  wi thdrew  consent 
13-Participant  moved  from  area 
14-Participant  deceased 
99 -Other 

Additional Selection Options for EOT 

Primary reason for not completing study treatment: 
-Clinica l deterioration: new onset of psychiatric or medical condition 



   

 

   
    

  

                     
            
   

  No       Y es       If  "Y e s",  shipm e nt  date : 
(mm/dd/yyyy)   

  If  "No",  re ason:   

     

  

  

     

  

      
    

  

  

     

  

      
    

  

  

     

  

      
    

  

  

     

  

      
    

  

  

   

NIDA Clinical Trials Network 

Urine Ethyl Glucuronide (ETG) 
Web Version: 1.0; 1.00; 03-11-14 

Segment (PROTSEG): 

Indicate whether the following urine ethyl glucuronide samples were shipped: 

V is it If  "O the r",  spec ify : 

Wee k 01: (ETSHIP01) (ET01SHDT) 

(ETRSN01) 

1-Participant reported being unable to provide sample 
2-Participant refused to provide sample 
3-Study staff error 
99-Other 

(ET01OTSP) 

Wee k 04: (ETSHIP04) (ET04SHDT) 

(ETRSN04) 

1-Participantreportedbeingunabletoprovidesample 
2-Participantrefusedtoprovidesample 
3-Studystafferror 
99-Other 

(ET04OTSP) 

Wee k 08: (ETSHIP08) (ET08SHDT) 

(ETRSN08) 

1-Participantreportedbeingunabletoprovidesample 
2-Participantrefusedtoprovidesample 
3-Studystafferror 
99-Other 

(ET08OTSP) 

Wee k 12: (ETSHIP12) (ET12SHDT) 

(ETRSN12) 

1-Participantreportedbeingunabletoprovidesample 
2-Participantrefusedtoprovidesample 
3-Studystafferror 
99-Other 

(ET12OTSP) 

Wee k 16: (ETSHIP16) (ET16SHDT) 

(ETRSN16) 

1-Participantreportedbeingunabletoprovidesample 
2-Participantrefusedtoprovidesample 
3-Studystafferror 
99-Other 

(ET16OTSP) 



    Comments:(ETGCOMM) 



   

 

 
    

                     
       

   
    
                
   

          
  

              

              

              

              

              

         

         

         

                    

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

No Yes Unknown 

No Yes Unknown 

No Y es 

No Y es 

No Y es 

No Y es Unknown Not ap plicable 

           
     
            

   
            

  
            

 
      

         

      

           

   
    
                
   

           
           
         

  
 

       
        

         
       

       
        
 

          
 

    

              

              

              

              

              

              

              

                    

              

              

              

              

              

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

No Yes Unknown 

No Y es Unknown Not ap plicable 

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

No Y es Unknown 

       
           

 

         
         

      
 

      

         

          
   

     

            
          

 
       

          
           

 
           

      
          

     

NIDA Clinical Trials Network 

0055B (ENR) 

1. Participant meets DSM-5 crite ria for mo derate or se vere o pioid use disorde r 
and/or alcohol use disorde r:(R7DRGDEP) 

2. Participant i s willing to b e r andomized to a nta gonist-based th erapy or TAU for 
tre atment of opioid a nd/or alco hol use d iso rders:(R7SEEK TX ) 

3. Participant i s HIV- infe cted as d efined by h istory of positive HIV serology or HIV 
RNA p cr >10,000 copies/mL:(R7HIV POS) 

4. Participant i s willing to e stablish ong oing HIV care at CTP , if no t alrea dy 
receiving ongo ing ca re:( R7 HIVTX) 

5. Participant i s willing to in itia te ART, if n ot alre ady prescrib ed ART, regard less of 
CD4 count:( R7 ARTRX) 

6. Participant i s at le ast 18 ye ars ol d:(R7PTA GE) 

7. Participant h as pr ovi ded written informed con sent and HIPAA for medica l re cord 
abstra ction:(R7INFORM ) 

8. Participant i s able to communi cate in Engl ish :(R7ENG LSH) 

9. If female , participant is willing to take measur es to a vo id b ecoming pregnan t: 
(R7BCUSE) 

Exclusion Criteria 
In order to m e et e ligibility ALL Exclusion answ ers m us t be "No" or "Not applicable ". 

1. Participant h as a seriou s med ica l, psychia tric, or substance use di sor der that, in 
the op inion of the stu dy physician, wou ld make study p articip ati on hazard ous to 
the pa rticipa nt, compromise study findin gs, or prevent the pa rticipa nt from 
co mpleting the study. 
Examples in clu de: 
(a)  Di sab ling or te rminal me dical illness (e .g., active op portunistic infectio n, 
uncompe nsate d heart failu re, cirrhosis or e nd-stage liver disease, acute 
hepatitis an d modera te to severe ren al impair ment) as assesse d b y med ica l 
histor y, r evi ew of systems, physical exa m and/or labor ato ry assessme nts; 
(b)  Severe, untreated, o r in adequ ate ly treated men tal hea lth disord er (e.g., 
active psychosis, uncon tro lled manic-d epressive illn ess) as a ssessed by history 
and/or cl inical inte rvi ew; 
(c) Curre nt severe benzodiaze pine or other depr essan t or se dative hypnotic use 
requir ing medical detoxi fication; 
(d)  Suicidal or homicidal ideation req uiring immedia te atte ntio n.(R7 PSYCH) 

2. Participant h as aspa rtate amin otr ansfe rase (AST ) o r a lanine aminotransferase 
(AL T) liver e nzymes greater th an five ti mes the upp er l imit of norma l o n 
scree ning phle botomy:(R7LFTS) 

3. Participant h as INR >1.50 or platele t co unt <100,00 0 mm3 :( R7 INR) 
4. Participant h as a known allerg y or sensitivity to n aloxo ne, na ltre xone, 

polylactide-co-glycolide, ca rboxymethylcullulo se, or oth er co mponents of the 

Vivitrol® diluen t:(R7ALE RGY) 
5. Participant a nticipate s und ergoin g surg ery du ring stud y participation: 

(R7SURGRY) 
6. Participant h as chron ic pai n re quirin g o ngoin g pain mana gemen t with op ioid 

analg esics:( R7 PAIN) 
7. Participant i s pending lega l action or other reasons tha t migh t preven t an 

individua l from comp letin g the stu dy:(R7LE GAL) 
8. Participant i s currently p regna nt or brea stfeeding :(R7P RE GNT) 

9. Participant h as a bod y hab itus th at, in the jud gmen t of the study physicia n, 
preclude s safe intramuscul ar i njectio n of XR-NT X (e.g., excess fat tissue over 
the bu ttocks):(R7HABTUS) 

10. Participant r eceive d methadon e o r b upren orphin e maintenan ce thera py for 
tre atment of opioid depend ence i n the 4 weeks prio r to scree ning:(R7MTDMNT) 

11. Participant h as taken an investig atio nal drug in ano the r study within 30 days o f 
study co nse nt:(R7OTSTDY) 

12. Participant has ECG findin gs that, in th e opinion of the study medical clin ici an, 
would preclude safe partici pation in the stu dy:(R7BLOCK) 

13. Participant has ha d trea tme nt with XR-NTX for opio id o r a lco hol depe ndence in 
the 3 mo nth s prior to scree ning:(R7XRNTX) 

Date of assessment:(R7ASMDT) (mm/dd/yyyy) 

Inclusion Criteria 
In order to meet eligibility ALL Inclusion answers must be "Yes" or "Not applicable". 

Web Version: 1.0; 1.00; 02-14-14 



   
     
   

               

         

No Y es 

No Y es    

     

        

   If  "Other",  speci fy:(R7OTHRSP) 

   
    

   

Eligibility for Randomization 

1. Is the participant e ligible for th e study?(R7EL GSTY) 

2. Wi ll the participan t be rand omize d?(R7ELG RDM ) 

If "No", specify:(R7NORSP) 
2-D eclined stu dy pa rticipation
3-D eath
4-J udgmen t of  site/research staff
5-F ailed to ret urn to clin ic prior  to ran domiza tion
99 -Other

If "Judgment of research staff", speci fy:(R7JGOTSP) 

Comments:(R7COMM) 



   

 

  
    

  

                     
        

  

   
  

     

   
    

NIDA Clinical Trials Network 

Se gm ent (PROTSEG): 

Fatal Overdose (FOD) 
Web V e rsion: 1.0; 1.00; 0 2-13-14 

1. Date of suspected or con firmed opioid o ver dose:( FO ODDT) 

2. Date  si te  became  a wa re  of  fata l overd ose:( FOAWARDT) 

3. S ource of informati on:(FOSOURCE)

(mm/dd /yyyy) 

(mm/dd /yyyy) 

If "Othe r", specify:(FOSRCESP) 

Comments:(FODCOM M) 

0-Me dicalrecord
1-Lcatrf 
9 
o o orminquiry 
9-Ot her 



 



   

 

   
    Web Version: 1.0; 1.00; 01-28-14 

  
   

                     
       

  

  

(mm/dd/yyyy) 

(xx) 

(xx) 

   
          

          
 

   
    

NIDA Clinical Trials Network 

HIV Care Utilization (HCU) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(HCUASM DT) 

1. Number 
16:(HCVISITS) 

of HIV primary care visits attended between basel ine and week 

2. Number of counsel ing sessions attended in HIV clinic between baseline and 
week 16:(HCCOUNSL) 

Comments:(HCUCOMM) 



 



   

 

   
    

  

                     
            

 
  

 

 
 

   

 

 

 

 

(INESDT1) 

(INESDT2) 

(INESDT3) 

(INESDT4) 

(INESDT5) 

 

        

        
   

 Mild 

   

   

   

   

   

(INETRT1) (INERDT1) (INECOM1) 

(INETRT2) (INERDT2) (INECOM2) 

(INETRT3) (INERDT3) (INECOM3) 

(INETRT4) (INERDT4) (INECOM4) 

(INETRT5) (INERDT5) (INECOM5) 
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NIDA Clinical Trials Network 

Injection Site Abnormality (INA) 
Web Version: 1.0; 1.00; 10-04-13 

Segment (PROTSEG): 

Note:IfabnormalityresultsinaSAE,completeSAECRFs. 

Abnorm al E ve nt 
If "Other", specify 

in comments 

Eve nt Start 
Date 

(mm/d d/yyyy) 

Se ve rity Tre atm ent Ev ent 
Res olution Dat e 

( mm/dd/yyyy) 

Com m ents 

1 . (INETYP1) 

w

1-Pain 
2-Tenderness 
3-Induration
4-Swelling 
5-Erythema (redness)
*Ad ditional Options Listed Belo

(INESVR1) 

Mod erate 

S eve re 

2 . (INETYP2) 
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o
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ma(
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ing 
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(INESVR2) 

Mild 

Mod erate 

S eve re 

(INESVR3) 

Mild 

Mod erate 

S eve re 

4 . (INETYP4) 
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(INESVR4) 

Mild 

Mod erate 

S eve re 

5 . (INETYP5) (INESVR5) 

Mild 

Mod erate 
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*Ad o OposL dB owleitsentilnatid

6 . (INETYP6) (INESDT6) (INESVR6) (INETRT6) (INERDT6) (INECOM6) 

Pian-1 Mild 

esT denern-2
oniId tnura-3 Mod erate 

elingSw-4
ma( )drenessheE try-5 S eve re 

*A dto OposL dB owleitsentilnai

7. (INETYP7) (INESDT7) (INESVR7) (INETRT7) (INERDT7) (INECOM7) 

1-Pain 
2-Tenderness 
3-Induration 
4-Swelling 
5-Erythema(redness) 
*AdditionalOptionsListedBelow 

Mild 

Moderate 

Severe 

8. (INETYP8) (INESDT8) (INESVR8) (INETRT8) (INERDT8) (INECOM8) 

o 

*A dto OposL dB ole w 
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Severe 

9. (INETYP9) (INESDT9) (INESVR9) (INETRT9) (INERDT9) (INECOM9) 
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Severe 

10. (INETYP10) (INESDT10) (INESVR10) (INETRT10) (INERDT10) (INECOM10) 
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Mild 

Moderate 

Severe 

1 1. (INETYP11) (INESDT11) (INESV11) (INETRT11) (INERDT11) (INECOM11) 

Mild 

Mod erate 
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12. (INETYP12) (INESDT12) (INESV12) (INETRT12) (INERDT12) (INECOM12) 
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    Comments:(INACOMM) 



    

  
6-Bruising 
7-Pruritus 
8-Nodule 
9-Hematoma 
10-Abscess 
11-Sterile  abscess 
12-Necrosis 
13-Cellulitis 
99 -Other 

Additional Selection Options for INA 

Event 1 type 



   

 

  
    

  
   

                     
       

           

           

(mm/dd/yyyy) 

Righ t buttock 

Righ t buttock 

Left buttock 

Left buttock 

   
   

   
               No Ye s 

   If  "Yes",  descr ibe:(INDIFRES )  

   
      

  
         No Yes 

   
   
    

NIDA Clinical Trials Network 

XR-NTX Administration (INJ) 
Web V e rsion: 1.0; 2.00; 1 2-30-13 

Se gm ent (PROTSEG): 
Inje ction num ber (INJNUM): 

Date of in jection :(INJINJDT) 

1. L ocatio n o f previou s injection:(INP RE V) 

2. In jectio n  lo ca tion :(ININJLOC) 

3. Did you expe rience difficulty with XR-NTX a dministration?( INDIFFCT) 

4. Did the participant experience precipitated withdrawal following extended-
release naltrexone injection?(INWTHDRW) 

Comments:(INJCOMM) 



    

    

Additional Selection Options for INJ 

Injection number (INJNUM)(key fie ld): 
1-1 
2-2 
3-3 
4-4 



   

 

   
    Web Version: 1.0; 1.01; 10-30-13 

  
   

                     
       

           

           

         

(mm/dd/yyyy) 

Right buttock Left buttock 

Right buttock Left buttock 

No Yes 

   
      

  

    

   
              

               
   
   Comments:(INXCOMM )  

NIDA Clinical Trials Network 

Injection Site Examination (INX) 

Segment (PROTSEG): 
Injection number (INJNUM): 

Date of examination:(INXASMDT) 

Location of previous injection:(INJPREV) 

1. Location of injection:(INJLOC) 

2. Is th is injection site normal?( INJOK) 

Iftheinjectionsiteis"abnormal",completetheInjectionSiteAbnormalityLog. 

Note: If this event i s an SAE, you must complete the AE forms. 



    

    

Additional Selection Options for INX 

Injection number (INJNUM)(key fie ld): 
1-1 
2-2 
3-3 
4-4 



   

 

   
    Web Version: 1.0; 6.02; 02-17-15 

  

                     
   

       

 

                      
 

                   
 

                    
 

          

           

      a.   If  "Yes",  lab's  lo we r  li mit:        

      b.   If  "No",  HIV-1  RNA  PCR:        

         

  

  

   

   

NIDA Clinical Trials Network 

Clinical Laboratory Tests (LAB) 

Segment (PROTSEG): 
Visit  number  (VISNO):  00 (Randomization) 

Lab collection date:(LABDATE) (mm/dd/yyyy) 

Date  of  Collection 
(mm/dd/yyyy) 

Abstracted  from 
Medical  Record 

Test Result 

1.  He p B surface antigen (HBsAG) (LAHBS AG) 

(LAHEP C) 

(LAHPCPCR) 

Ne gative P osi tive (LAHBAGDT) 

(LAHEP CDT) 

(LACPCRDT) 

(LACD4DT) 

(LAHPCRDT) 

(LAHBA GMR) 

(LAHEP CM R) 

(LACPCRMR) 

Yes 

Yes 

Yes 

N/A 

N/A 

He patit is 
2.   He p C antibod y Negative Positive 

3.   He p C PCR confirma tio n Neg ati ve Po sitive 

HIV 
Me asures 

4.  CD4 Count 

5.   HIV  viral load  is  u ndetectab le: 

(LACD4CNT) 

(LAHIVUND) 

(LAHIVLOW) < 

No 

(xxxxx) cel ls/µL 

Yes 

(xxx) copies/mL 

No 

(xxxxxxxx) 

Yes 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

(LAHIVPCR) 
co pies/mL 

6. Wa s  a  sa mple  submi tted  fo r  P BMCs  (peripheral blo od  mono nuclear  cells)? 
(LAPB MC) 
a. If  "Y es",  date  PBMC  sample  was  dra wn:(LA PBM CDT) 

b. If  "Y es",  date  PBMC  sample  was  shippe d:( LAPB MSDT) 

Co mments:( LABCOM M) 

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Rectangle



 



   

 

   
    Web Version: 1.0; 6.02; 02-17-15 

  

                     
   

       (mm/dd/yyyy) 

          

          

     

   

    

NIDA Clinical Trials Network 

Clinical Laboratory Tests (LAB) 

Segment (PROTSEG) : 
Visit  number  (VISNO) :  01 (Week 01) 

Lab collection date:(LABDATE) 

Test Result 

1 . Aspartate Aminotransferase 
(AST/SGOT) 

(LAAST) (xxxx.x) IU/L 

(LAALT) (xxxx.x) IU/L 

(LAINR) (x.xx) 

LFTs 2 .  Alanine Aminotransferase (ALT/SGPT) 

3.  INR 

Comments:(LABCOM M) 

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line





   

 

   
    

  
   

                     
   

       

         

      

    

      

           

       

     

(LAAST) 

(LAALT) 

(LAINR) 

(LACD4CNT) 

(LAHIVUND) 

(LAHIVLOW) <

(LAHIVPCR) 
copies/mL 

(xxxx.x) IU/L 

(xxxx.x) IU/L 

(x.xx) 

(xxxxx) cel ls/µL 

No Yes 

(xxx) copies/mL 

(xxxxxxxx) 

   

  

 

 

     

            

            

   
                 

  

  

No Yes 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

      

      

   

    

NIDA Clinical Trials Network 

Clinical Laboratory Tests (LAB) 
Web V e rsion: 1.0; 6.02; 0 2-17-15 

Se gm e nt (P RO TS EG) : 
Vis it num be r (VISNO) : 04 (Week 04) 

Lab collectio n date:(L ABDATE) (mm/dd/yyyy) 

Test 

1 .  Aspartate Aminotransferase 
(AST/SGOT) 

LFTs 2.  Alanine Aminotransferase (ALT/SGPT) 

3. INR 

4.   CD4 Count 

5. HIV viral load is undetectable: 

HIV 
Measures a. If "Yes", lab's lower limit: 

b. If "No", HIV-1 RNA PCR: 

6. Was a sample submi tted for PBMCs (peripheral blood mononuclear cells)? 
(LAPBMC) 
a. If "Yes", date PBMC sample was drawn:(LAPBM CDT) 

b. If "Yes", date PBMC sample was shipped:(LAPBMSDT) 

Comments:(LABCOM M) 

Result 

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line

ahoehn
Line
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       (mm/dd/yyyy) 

          

      

    

      

           

       

     

(LAAST) (xxxx.x) IU/L 

(LAALT) (xxxx.x) IU/L 

(LAINR) (x.xx) 

(LACD4CNT) (xxxxx) cel ls/µL 

(LAHIVUND) No Yes 

(LAHIVLOW) < (xxx) copies/mL 

(LAHIVPCR) (xxxxxxxx) 
copies/mL 

   

  

 

  

     

            

            

   

   

    

NIDA Clinical Trials Network 

Clinical Laboratory Tests (LAB) 

Segment (PROTSEG) : 
Visit  number  (VISNO) :  08 (Week 08) / 12 (Week 12) / 16 (Week 16) 

Lab collection date:(LABDATE) 

Test Result 

1 . Aspartate Aminotransferase 
(AST/SGOT) 

LFTs 2.  Alanine Aminotransferase (ALT/SGPT) 

3. INR 

4.  CD4 Count 

5. HIV viral load is undetectable: 

HIV 
Measures a. If "Yes", lab's lower limit: 

b. If "No", HIV-1 RNA PCR: 

Comments:(LABCOM M) 

ahoehn
Line
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Line

ahoehn
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ahoehn
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Line
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M ARX2D1) (M ARX2D2) (MARX2D3) (MARX2D4) 

M ARX3D1) (M ARX3D2) (MARX3D3) (MARX3D4)

M ARX4D1) (M ARX4D2) (MARX4D3) (MARX4D4)

M ARX5D1) (M ARX5D2) (MARX5D3) (MARX5D4)

   

 

  
    

  
   

                     
       

   
                                

                               
                              

      

                      

        
   

   

 2 . (MAHIVRX2)

  

  

  

NIDA Clinical Trials Network 

Medication Adherence (MAD) 
Web V e rsion: 1.0; 1.00; 0 1-29-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Da te of a ssessment:(MADASM DT) (mm/dd /yyyy) 

This questionnaire asks about your HIV medications that you took over the last four days. Most people with HIV have many pi l ls to take at di fferent times during the day. 
Many people find i t hard to always remember their pi l ls. Some people get busy and forget to carry thei r pil ls with them. Some people find i t hard to take thei r pil ls according 
to al l the instructions, such as "wi th meals", "on an empty stomach", "every 8 hours", or "wi th plenty of fluids". Some people decide to skip doses to avoid side effects or to 
just not be taking pil ls that day. 

We  need  to  understand  how  people  with  HIV  are  real ly  doing  with  their  pi lls.  Please  te ll  us  what  you  are  actual ly  doing.  Don't  worry  about  te ll ing  us  that  you  don't  take  all 
your  pil ls.  We  need  to  know  what  is  real ly  happening,  not  what  you  think  we  "want  to  hear".  This  questionnaire  asks  about  the  medications  that  you  may  have  missed  taking 
over  the  last  four  days.  Please  complete  the  following  table  by  fi ll ing  in  the  boxes  below. 

IF YOU TOOK ONLY A PORTION OF A DOSE ON ONE OR MORE OF THESE DAYS, PLEASE REPORT THE DOSE(S) AS BEING MISSED. 

Repeat questions for each medication the respondent i s prescribed. 

How  Many  Doses  Did  You  Miss... 

Name  of  Anti-HIV 
Medication: 

Day  Before
Yesterday
(x)  doses 

Yesterday 
(x)  doses 

3  Days  Ago 
(x)  doses 

4  Days  Ago
(x)  doses

 

1. (MAHIVRX1)

00-Non e 
97-Do n't  k  no w  
99-Othe r/E x perim en tal/ Bl ind ed  stu dy - OTHR
01-Aptiv us -  TPV 
02 -A tripla -  EFV + TDF + FTC 
*Add iti o n  al O ption s  Lis ted  Be low  

3. (MAHIVRX3) 

4. (MAHIVRX4) 

5. (MAHIVRX5) 



   

 
   

  
      
   

        

   

 
   

  

      
   

        

   

i

i

(M ARX6D1) (M ARX6D2) (MARX6D3) (MARX6D4)00-None 
97-Don'tknow 
99-Other/Experimental/Blindedstudy-OTHR 
01-Aptivus-TPV 
02-Atripla-EFV+TDF+FTC 
*AddtionalOptionsListedBelow 

6. (MAHIVRX6) 

(M ARX7D1) (M ARX7D2) (MARX7D3) (MARX7D4)00-None 
97-Don'tknow 
99-Other/Experimental/Blindedstudy-OTHR 
01-Aptivus-TPV 

02-Atripla-EFV+TDF+FTC 
*AddtionalOptionsListedBelow 

7. (MAHIVRX7) 
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o

i

8. In the past 30 days, how often did you take your anti-HIV medications as 
prescribed? (MATKRX30) 

9. About what percentage of the time would you say you take your anti-HIV 
medications as prescribed?(M ATKRXPT) 

10. How would you rate your adherence to your anti -HIV medications? That is, how 
well do you follow your provider's instructions for which medications to take, how 
much to take, and when to take them?(MARXADHR) 

Comments:(MADCOMM ) 

0-Noneofthetime 
1-Alitleofthetime 
2-Someofthetime 
3-Agoodbitofthetime 
4-Mostofthetime 
*AddtionalOptionsListedBelow 

0-0% 
1-10% 
2-20% 
3-30% 
4-40% 
*AddtionalOptionsListedBelow 

1-Verypoor 
2-Poor 
3-Fair 
4-G od 
5-Verygood 
*AddtionalOptionsListedBelow 



    

  
        
      

  
  
  

  
    

  
  

  
  
        

  
  
  

   
   
           
            
  
    

     
  

    
  
        

        
  
 

        
    

  
  
  
    

  
  

  

              
  

               

                         
       

Additional Selection Options for MAD 

Anti-HIV medication 1 
03 -Combivir - ZDV + 3TC or AZT + 3T C 
04 -Complera - RPV + TDF + FT V 
05 -Crixivan - IDV 
06 -Edurant - RPV 
07 -Emtriva - FTC 
08 -Epivir - 3TC 
09 -Epzicom - ABC + 3TC 
10 -Fuzeon - T20 
11 -Intelence - ETV 
12 -Invirase - SQV 
13 -Isentress - RAL 
14 -Isentress + Truvada - RAL + TDF + FTC 
15 -Kaletra - LPV/r 
16 -Lexiva - FPV 
17 -Norvir - RTV 
18 -Prezista BID - DRV 
19 -Prezista QD - DRV 
20 -Prezista + Norvir +T ruvada (DRV/r twice daily) - DRV/r +TDF + FTC 
21 -Prezista + Norvir + Truvada (once daily) - DRV/r + TDF + FTC 
22 -Reyataz - ATV 
23 -Reyataz + Norvir + Truvada 
- ATV/r + T DF + FTC 
24 -Rescrip tor - DLV 
25 -Retrovir - AZT (or ZDV) 
26 -Selzentry - MVC 
27 -Selzentry + T ruvada - MVC + TDF + FTC 
28 -Stribild - EVG + COBI + T DF + FTC 
29 -Sustiva - EFV 
30 -Tivacay (dolutegravir) 
31 -Trizivir - ABC + 3TC + ZDV (or AZT) 
32 -Truvada - TDF + FT C 
33 -Videx - ddl 
34 -Viracept - NFV 
35 -Viramune - NVP 
36 -Viramune XR (QD) - NVP 
37 -Viread - TDF 
38 -Zerit - d4T 
39 -Ziagen - ABC 

In the past 30 days, how often did you take your anti-HIV medications as prescribed? 
5-All of the time 

About what percentage of the time would you say you take your anti-HIV medications as prescribed? 
5-50% 
6-60% 
7-70% 
8-80% 
9-90% 
10 -100% 

How would you rate your adherence to your anti-HIV medications? That is , how well do you follow your provider's instructions for which medicat ions to take, how 
much to take, and when to take them? 
6-Excellent 



 



   

 

   
    

   

                     
       

   
                 
   
   

             

  

    

         

  

    

         

  

    

         

  

    

         

  

    

         

  

    

No Yes 

(xx) 

(xxx) mg

No Yes 

(xx) 

(xx) mg

No Yes 

(xx) 

(xxx) mg

No Yes 

(xxxx) mg

No Yes 

(xxx.xx) mg 

No Yes 

(xxxx) mg

(xx) 

(xx) 

(xx) 

   

   
   

     

   
 

     

   
 

     

   
 

     

   
 

     

   
 

     

   
  

         

  

    

         

  

    

No Yes 

(xxxx) mg

(xx) 

     

NIDA Clinical Trials Network 

Medication Assisted Treatment (MAT) 
Web Version: 1.0; 2.01; 04-06-15 

  

   

S egm e nt (PROTSEG): 
V isit num be r (VISNO): 
Re port Type (REPORT): Participant self-report

Date of assessment:(M ATASM DT) (mm/d d/yyyy) 

In the past 28 da ys, were you prescribed an y of the following for addiction tre atment: 

1. Methadon e ( Do lophin e, Methadose, Me thadose Oral Concentrate,
Westa done) :(M AMTDRX )
a. If  "Yes",  how  ma ny  days  i n  the  past  28  d ays  did  yo u  take  th is  me dicatio n?

(M AMTDDAY)
b. Usual dail y  dose:(MAM TDDSE )

2. Buprenor phine (Su boxon e, Su butex, Zubsolv):(MABUP RX )

a. If  "Yes",  ho w  ma ny  days  i n  the  past  28  d ays  did  yo u  take  th is  me dica tio n?
(M ABUPDAY )

b. Usual dail y  dose:(MAB UP DS E)

3. Disulfi ram (Anta buse):(MADSFRX)

a. If  "Yes",  ho w  ma ny  days  i n  the  past  28  d ays  did  yo u  take  th is  me dica tio n?
(M ADSFDAY) 

b. Usual dail y  dose:(MADSFDSE) 

4. Aca mprosate (Campra l):(MAACM RX )

a. If  "Yes",  ho w  ma ny  days  i n  the  past  28  d ays  did  yo u  take  th is  me dica tio n?
(M AACMDAY )

b. Usual dail y  dose:(MAA CM DSE) 

5. Ora l n altr exone (ReVia):(MA NTXRX)

a. If  "Yes",  ho w  ma ny  days  i n  the  past  28  d ays  did  yo u  take  th is  me dica tio n?
(M ANTXDAY)

b. Usual dail y  dose:(MANTXDSE)

6. Gab apen tin (Neuro tin):(M AGBPRX) 

a. If  "Yes",  ho w  ma ny  days  i n  the  past  28  d ays  did  yo u  take  th is  me dica tio n?
(M AGB PDAY)

b. Usual dail y  dose:(MAG BPDSE) 

7. Top irama te (To pamax):( MATPMRX)

a. If  "Yes",  ho w  many  days  i n  the  past  28  d ays  did  yo u  take  th is  medica tio n?
(M ATPMDAY )

b. Usual dail y  dose:(MATPM DSE) 

No Yes 

(xx) 

(xxx) mg

8. Valpro ic acid (Depakote):(MAV PARX) 

a. If  "Yes",  ho w  many  days  i n  the  past  28  d ays  did  yo u  take  th is  medica tio n?
(M AVPADAY)

b. Usual dail y  dose:(MAV PADSE) 



   
             

  

    

         

  

    

No Yes 

(xx) 

(xxxx.xx) mg 

No Yes 

(xx) 

(xxxx.xx) mg 

  

            

 

  

   
    

  

            

 

  

   
    

9. Other medication for addiction treatment:(MAOT1RX) 

a. If "Yes", specify:(MAOT1SP) 

b. How many days in the past 28 days did you take this medication? 
(M AOT1DAY) 

c. Usual daily dose:(MAOT1DSE) 

10. Other medication for addiction treatment:(MAOT2RX) 

a. If "Yes", specify:(MAOT2SP) 

b. How many days in the past 28 days did you take this medication? 
(M AOT2DAY) 

c. Usual daily dose:(MAOT2DSE) 

Comments:(M ATCOMM) 



    

    
 

 

Additional Selection Options for MAT 

Report Type (REPORT)(key field): 
1-Participant self-report 
2-Medical record abstraction 
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No Yes 

(xxx) mg 

No Yes 

(xx) mg 

No Yes 

(xxx) mg 

No Yes 

(xxxx) mg 

No Yes 

(xxx.xx) mg 

No Yes 

(xxxx) mg 

No Yes 

(xxx) mg 

No Yes 

(xxxx) mg 

   
   

 

   
 

 

   
 

 

   
 

   
 

   
 

 

   
  

 

   
               

    

           

    

No Yes 

(xxxx.xx) mg 

No Yes 

(xxxx.xx) mg 

  
 

   
    

  
 

   
    

NIDA Clinical Trials Network 

Medication Assisted Treatment (MAT) 

Segment (PROTSEG): 
Visit number (VISNO): 

Report Type (REPORT): Medical record abstraction 

Date of assessment:(M ATASM DT) 

In the past 28 days, was the participant prescribed any of the following for addiction treatment: 

1. Methadone (Dolophine, Methadose, 
Westadone) :(M AMTDRX)

Methadose Oral Concentrate, 

 Prescribed  dose:(MAM TDDSE) 

2 Buprenorphine. (Suboxone, Subutex, Zubsolv):(MABUPRX)  

b.Prescribed dose:(MABUPDSE) 

3 Disulfi ram . (Antabuse):(MADSFRX) 

b.Prescribed dose:(MADSFDSE) 

4. Acamprosate (Campral):(MAACM RX) 

b.Prescribed dose:(MAACM DSE) 

5. Ora naltrexone (ReVia):(MANTXRX) l 

b.Prescribed dose:(MANTXDSE) 

6. Gabapentin (Neurotin):(M AGBPRX) 

b.Prescribed dose:(MAGBPDSE) 

7. Topiramate (Topamax):(MATPMRX) 

b.Prescribed dose:(MATPM DSE) 

8. Valpro ic acid (Depakote):(MAVPARX) 

b.Prescribed dose:(MAVPADSE) 

9. Other medication for addiction treatment:(MAOT1RX) 

a. If "Yes", specify:(MAOT1SP) 
b. Prescribed dose:(MAOT1DSE) 

10. Other medication for addiction treatment:(MAOT2RX) 

a. If "Yes", specify:(MAOT2SP) 
b. Prescribed dose:(MAOT2DSE) 

Comments:(M ATCOMM) 

Web Version: 1.0; 2.01; 04-06-15 
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Additional Selection Options for MAT 

Report Type (REPORT)(key field): 
1-Participant self-report 
2-Medical record abstraction 



   

 

   
    Web Version: 1.0; 1.00; 12-06-13 

  

                     
      

     

   
   Comments:(M VFCOMM)  

NIDA Clinical Trials Network 

Missed Visit Form (MVF) 

Segment (PROTSEG): 
Visit  number  (VISNO):  

Reason for missed visit:(M VREASON) 
1-Partic ipant  faile d  to ret urn  to clin i c  and  un ab le t o contact 
2-Partic ipant unab le t o attend  visit (e .g., n o ch ild care, tr ansportatio n, schedule con flict)
3-Partic ipant  on va catio n  
4-Partic ipant  illness 
5-P artic ipant  in h ospita l, in -pati ent, o r resid enti al t reatm ent 
*Add iti on  al Options  Lis ted  Be lo w 

If "Other", specify:(MVOTHRSP) 



    

   
6-Participant  moved  from area 
7-Participant  incarcerated 
8-CT P/Site  closed 
9-Participant  withdrew  consent 
10-Participant  deceased 
99 -Other 

Additional Selection Options for MVF 

Reason for missed visit : 



   

 

  
    

  
   

                     
       

   
                               

    
   

                

  

(NFOPIOD) No Yes 

(xx) (NFODNUM )               

   
    

NIDA Clinical Trials Network 

Non-Fatal Overdose (NFO) 
Web V e rsion: 1.0; 1.00; 0 2-04-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Date of assessment:(NFOAS MDT) (mm/dd/yyyy) 

An opio id overdose occurs when someone turns blue, has l ittle or no breath ing, or passes out and cannot be woken up without help after using opioids (drugs l i ke heroin, 
oxycodone, methadone, di laudid, or percocet). 

B 

1. Have you had an opioid overdose since the baseline visit date? 

If "Yes", number of times: 

Comments:(NFOCOM M) 

ahoehn
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(mm/dd/yyyy) 

(hh:mm) (24-h our cl ock) 

(x.xx) mg 

   
    

  

  

   
      
                       

       

    

(hh:mm) (24-hour clock) 

(x.xx) mg 

  

   
   

          

         

No Yes 

No Yes         

   
   Comments:(NXCCOM M)  

NIDA Clinical Trials Network 

Naloxone Challenge (NXC) 
Web V e rsion: 1.0; 2.00; 0 1-03-14 

Se gm ent (PROTSEG): 
Visit num be r (VISNO): 

Challe nge num ber (NXC_CHNO): 

Date of na loxon e a dministration:(NXDOSEDT) 

Firs t Dose 

1. T ime of ad ministration:(NXDOSTM1) 

2. T ota l d ose :(NXDOS E1) 

3. Route of administration:(NXROUTE1) 

 

1-I.V. (I n traveno us)  
2-I.M . (I n tram us cular inje c tio n )  
3-S.C . (S  ub cutaneo us  inje ctio n) 
4-I ntranasal 

Second Dose ( if applicable) 
Note: If a second dose was administered with in 5 minutes, the tota l quanti ty should be entered above as a single fi rst dose. 

4. T ime of administration:(NXDOSTM2) 

5. T ota l dose:(NXDOSE2) 

6. Route of administration:(NXROUTE2) 

 

1-I.V. (I n traveno u s)  
2-I.M . (I n tram us cular inje c tio n )  
3-S.C . (S  ub cutaneo us  inje c tio n ) 
4-I ntranasal 

Results 

7. Precipitated withdrawal:(NXWTHDRW) 

8. Will the participant proceed with administration of study medication? 
(NXADMMED) 



    

    

Additional Selection Options for NXC 

Challenge number (NXC_CHNO)(key fie ld): 
1-1 
2-2 
3-3 
4-4 



   

 

    
    Web Version: 1.0; 1.00; 01-16-14 
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NIDA Clinical Trials Network 

Oral Naltrexone Dose Log (ONX) 

Segment (PROTSEG): 
Visit  number  (VISNO):  

First Oral Naltrexone Induction 

Dose 
Number 

Date Dose Tak en 
(mm/dd/yyyy) 

Tim e 
24-h our (00:00) 

Dose of Table t 
(xx mg) 

Num ber of Table ts 
Dispense d 

(x.xx) 

Tota l Dos e 
(xx.xx mg ) 

Adm iniste re d for 

 

 

 

 

 

 

 

 

 

Second Oral Naltrexone Induction 
Dose 

Number 
Date Dose Tak en 

(mm/dd/yyyy) 
Tim e 

24-h our (00:00) 
Dose of Table t 

(xx mg) 
Num ber of Table ts 

Dispense d 
(x.xx) 

Tota l Dos e 
(xx.xx mg ) 

Adm iniste re d for 
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Comments:(ONXCOMM) 



   

 

     
    

  
   

                     
        
   
       

         

         

  

         

( mm/dd/yyyy) 

No Yes 

No Yes 

Nega tive 

( mm/dd/yyyy) 

Positive 

   
         

    

   

   
              
   
    

NIDA Clinical Trials Network 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Pregnancy and Birth Control Assessment (PBC) 
Web V e rsion: 1.0; 3.02; 1 2-09-14 

Compl ete thi s form onl y for females. 

Date of assessment:(P BCASM DT) 

1. Is participant continuing to take measures to avoid becoming pregnant? 
(PBUSEBC) 

2. Was a pregnancy test performed?(PBPRGTST) 

a . Date of pregn ancy test:(PBP TS TDT) 

b . Result  of  p regna ncy  te st:( PBRESULT) 

P ositive resul ts mu st be reported on the Confi rmed Pre gnancy a nd Outco me Form. 

Comments:(P BCCO MM) 



 



   

 

   
    

    

                     
   
      
   

          

                  No Yes 

   If  "Yes",  specify  plan  for  retra ining:(PDPLATRA)  

         

         

         

   

         

(mm/dd/yyyy) 

Major Minor 

No Yes 

(ini tials) 

No Yes 

   

    

   Protocol Specialist  reviewer :(PDPSRVID) 

   
      
   

          

   If  "No",  speci fy  reason:(PDSITESP)  

                

NIDA Clinical Trials Network 

Protocol Deviation Review (PDR) 

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 retraining?(PDTRAIN)  

3. Deviation was discussed with Lead Investigative T eam on:(PDDISCDT) 

4. Deviation is categorized as:(PDCATGRY) 

5. Deviation assessment by Protocol Specialist complete:(PDPSCMP) 

Completed by Protocol Monitor: 

6. Corrective action for th is deviation was completed and documented on-site as 
described:(PDACTDOC) 

Web Version: 1.0; 2.00; 03-24-14 

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



       

          
  

         

         

   

No Yes 

No Yes 

(ini tial s) 

    

    

   
    

If "No", speci fy reason:(PDIRBSP) 

8. P reventive action plan re lated to th is event wa s comple ted an d d ocu mented 
o n-site as descr ibed:(PDPREV NT) 

9. Review by Pr oto co l Moni tor is complete:(PDPMCMP ) 

P rotocol Mon ito r re vie we r:(P DP MRVID) 

Comments:(PVCOMM ) 



    

     
    
    
    
    
    
    
    
    
    
    

01
02
03
04
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09
10

1
2
3
4
5
6
7
8
9
10

Additional Selection Options for PDR 

Protocol deviation number (PDSEQNUM)(key fie ld): 
- st Protocol Deviation of the day 
- nd Protocol Deviation of the day 
- rd Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 
- th Protocol Deviation of the day 



 



   

 

  
    

    
    

                     
    

   
 

      

   
     

        
 

 

        

   
               No Yes 

NIDA Clinical Trials Network 

Protocol Deviation (PDV) 
Web V e rsion: 1.0; 1.00; 0 3-21-14 

Dat e of de viation (PDDATE): 
Protocol de v ia tion num be r (PDSEQNUM): 

1. Date deviation iden tified:(PDVDATE) (mm/d d/yyyy) 

2. Deviation type:(PDTYPE) 
Z01-I NFORMED CONSENT PROCEDURES 
01A- -- No con sent/ asse nt  ob ta ined 
01B-- - Invalid /inco mple te  info rm ed con sent  for m  
01C- -- Una uth o rized  asse ssmen ts  an d /or  proc edures  conducted  pri o r to ob taining  inf ormed  consent
01 D - -- No n IRB appro v ed /outdated /ob so lete  info  rm ed  consent  do cumen ts used 
*Add ition  al O pti on s  Lis ted  Below  

If "Other", specify:(PDTYPSP) 

3. Brief description of what occurred:(PDDESCPT) 

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

5. Brief description of the plan to prevent recurrence:(PDPREVRE) 

6. Is th is deviation reportable to your IRB?(PDIRBREP) 



                      

  

  

No Yes 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

   If  "Yes",  date  of  p lanned  submission:(PDIRBPDT) 

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

   
    

If "Yes", wi ll the IRB be notified at the time of continuing 
review?(PDIRBCON) 

Comments:(PDVCOMM) 



    

     
    
    
    
    
    
    
    
    
    
    

 
        
  

 
      
  

 
       
  

 
      
       
  
  

 
   
   
       
         
            
  

 
  
  

  
     
     
       
     
  

  
        
  

  
         
   
  

Additional Selection Options for PDV 

Protocol deviation number (PDSEQNUM)(key fie ld): 
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 

Deviation type: 
01E--- Informed consent process not properly conducted and/or documented 
01Z--- Other (specify) 
Z02- INCLUSION/EXCLUSION CRIT ERIA 
02A--- Ineligib le participant randomized/inclusion/exclusion criteria not met 
02Z--- Other (specify) 
Z04-LABORAT ORY ASSESSMENT S 
04A--- Biologic specimen not col lected/processed as per protocol 
04Z--- Other (specify) 
Z05-STUDY PROCEDURES/ASSESSMENTS 
05A--- Protocol required visit/assessment not scheduled or conducted 
05B--- Study assessments not completed/followed as per protocol 
05C--- Inappropriate unblinding 
05Z--- Other (specify) 
Z06-ADVERSE EVENT 
06A--- AE not reported 
06B--- SAE not reported 
06C--- AE/SAE reported out of protocol specified reporting timeframe 
06D--- AE/SAE not elicited, observed and/or documented as per protocol 
06E--- Safety assessment (e.g. labs, ECG, clinical referral to care) not conducted per protocol 
06Z--- Other (specify) 
Z07-RANDOMIZATION PROCEDURES 
07A--- Stratification error 
07Z--- Other (specify) 
Z08-STUDY MEDICATION MANAGEMENT 
08A--- Medication dispensed to ine ligible par ticipant 
08B--- Medication dispensed to incorrect par ticipant 
08C--- Medication dosing errors (protocol speci fied dose not dispensed) 
08D--- Participant use of protocol prohibited medication 
08Z--- Other (specify) 
Z09-STUDY BEHAVIORAL INTERVENTION 
09A--- Study behavioral intervention was not provided/performed as per protocol 
09Z--- Other (specify) 
Z99-OTHER SIGNIFICANT DEVIAT IONS 
99A--- Destruction of study materia ls without pr ior authorization from sponsor 
99B--- Breach of Confidentiality 
99Z--- Other (specify) 



 



   

 

  
    Web Version: 1.0; 1.01; 08-12-14 
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NIDA Clinical Trials Network 

Pain Assessment (PEG) 

Segment (PROTSEG): 
Visit  number  (VISNO):  

Date of assessment:(PEGASMDT)

0 

PEPAINAV)(

PEENJOY)(

PEACTVTY)(

1 2 3 4 5 6 7 8 9 10 

1.  What numb er best describes you r a ve rage level of pa in i n the past week? 
snop nad' stewo nyoucnimaigne.aitrspahtrepresen'01niatrepresen''0

2.  What numb er best describes how p ain has in ter fer ed with your enjoyme nt of li fe in th e past week? 
snoi ead'10 scomp ei ftnererence.ltetrepresen'nftnererenctrepresen''0

3.  What numb er best describes how p ain has in ter fer ed with your gene ral activity in the p ast we ek? 
snoi ead'10 scomp ei ftnererence.ltetrepresen'nftnererenctrepresen''0

4. How did you manage your pain? No Yes 

a. Acupuncture: 

b. Massage: 

c. Exercise: 

d. Non -opioid medications (e.g ., ibuprofen, acetaminophen, gabapentin): 

e. Prescr ibed opio id medications: 

f. Non-prescribed opioids: 

g. Consultation with a doctor: 

h. Did not manage pain: 

i . Other: If "Other", specify:(PEPNOSP) 

Comments:(PEGCOMM) 



 



   

 

     
    

  

                     
       (mm/dd/yyyy) 

   
       

 

  

   
        

             
      

      

      

(xx) Number of days 

(xx) Number of days 

(xx) Number of days 

   
         

             
  

   
             
           

   
    

NIDA Clinical Trials Network 

Quality of Life - PhenX (QLP) 

Segment (PROTSEG): 
Visit  number  (VISNO):  

Date of assessment:(QLPASMDT) 

1. Would you say that in general your health is:(QLHEALTH) 

2. Now th inking about your physical health , which includes physical illness and 
in jury, for how many days during the past 30 days was your physica l health not 
good?(QLHLTNGD) 

3. Now th inking about your mental health, which includes stress, depression, and 
problems with emotions, for how many days during the past 30 days was your 
mental health not good?(QLMTLNG) 

4. Dur ing the past 30 days, for about how many days did poor physica l or mental 
health keep you from doing your usual activities, such as self-care, work, or 
recreation?(QLACT) 

Comments:(QLPCOM M) 

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

1-Excellent 
2-Verygood 
3-Good 
4-Fair 
5-Poor 
97-Don 'tknow/Notsure 
98-Refused 



 



   

 

   
    

  
   

                     
       (mm/dd/yyyy) 

   
                                

                                
                              

                          
   
   A.   
   

                

                   

          
  
    
    

            
      
       
        

            
      
       
        

            
      
       
        

e

No Yes 

No or I have not shot u p i n the past month Y es 

0-ZeroorIhavenotshotupinthepastmonth 
1-1otherperson 
2-2or3differentpeople 
3-4ormoredifferentpeople 

0-NeverorIhavenotshotuporsharedinthepastmonth 
1-Afewtimes(1or2times) 
2-Aboutonceaweek(3or4times) 
3-Morethanonceaweek(5ormoretimes) 

0-NeverorIhav
1-Afewtimes(1o 
2-Aboutonceaw e 
3-Morethanonc 

0-NeverorIhavenotshotuporsharedinthepastmonth 
1-Afewtimes(1or2times) 
2-Aboutonceaweek(3or4times) 
3-Morethanonceaweek(5ormoretimes) 

enotshotuporsharedinthepastmonth 
r2times) 
k(3or4times) 

eaweek(5ormoretimes) 

         

   
            

              
 

             

             
          

   
             

                    

           

           

           

           

           

           

No(RANDLNOT) Yes 

(RANDLDBT) No Yes 

(RANDLSRT) No Yes 

(RANDLDST) No Yes 

(RANDLSGY) No Yes 

(RANDLEXC) No Yes 

(RANDLOTH) No Yes 

     

     

   

             

     

      

   
              

      
      
       
        

      
       
        

 
0-Never 
1-Afewtimes(1or2times) 
2-Aboutonceaweek(3or4times) 
3-Morethanonceaweek(5ormoretimes) 

0-Never 
1-Afewtimes(1or2times) 
2-Aboutonceaweek(3or4times) 
3-Morethanonceaweek(5ormoretimes) 

               
     

   

NIDA Clinical Trials Network 

Risk Assessment Battery (RAB) 
Web Version: 1.0; 3.00; 11-12-14 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(RABASM DT) 

Read each of the fol lowing questions very carefully. As you wi ll see, many of these questions are very personal. We understand this and have taken great care to protect the 
privacy of your answers. It is very important that you answer EVERY question honestly. In fact, i t's better not to answer a question at al l than to tel l us something that i s not 
accurate or true. Some questions may not seem to have an answer that is true for you. When this happens, you should simply choose the answer that i s most right. Don't 
spend too much time on any one question. Remember, always ask for help if you're unsure about what to do. Thank you for your time and cooperation. 

Needle Use 

1. In the past month, have you injected drugs?(RADRGINJ) 

2. In the past month, have you shared needles or works?(RASHNDLE) 

3. With how many different people did you share needles in the past month? 
(RANDLWNO) 

4. In the past month, how often have you used a needle after someone (with or 
without cleaning)?(RAUSOTND) 

5. In the past month, how often have others used after you (with or without 
cleaning)?(RANDLEOT) 

6. In the past month, how often have you shared needles with someone you knew 
(or later found out) was negative for HIV, the AIDS virus?(RAAIDSND) 

7. In the past month, did you get your needles from any of the following: 

a.   I have not shot up in the past month 

b. From a diabetic 

c. On the street 

d. Drugstore 

e. Shooting gallery or other place where users go to shoot up 

f. Needle Exchange Program 

g. Other , specify:(RANDLOSP) 

8. In the past month, how often have you been to a shooting gallery/house or other
place where users go to shoot up?(RASHTGLY) 

9. In the past month, how often have you been to a Crack House or other place 
where people go to smoke crack?(RACRCKHS) 



           
         

    
         
        

       
   

               

                      

                 

              

              

               

              

                       

                      

   

   
    
   

                 
                

   

   
   

 
  

   

            

  

  

  

(RARH20S H) 

(RACOKRSH) 

(RACTNSH) 

(RAB CK LD) 

           

           

               
             
    

   
   
   
     
   

                   
   
   PLEASE NOTE:  F or  the following  qu estion s, sex mea ns an y va ginal intercou rse, anal intercou rse (in the butt) or  or al sex (bl owjob s, for ex ample).
   

           

  
  

  
           

  
  

  
   

                    
        

                
   

  

   

   

   

                 

 

 

 

  

(RAS EX4DG) 

(RADG4 SEX) 

(RAP OSTUT) 

(RAPD4SEX) 

(RASE XHIV) 

                 
  

               

                
  

                
 

      

e
i

10. Which statement best describes the way you cleaned your needles during the 
0-Ihavenotshotupinthepastmonth 
1-IALWAYSusenewneedles 
2-IALWAYScleanmyneedlejustBEFOREIshootup 
3-AfterIshootup,IALWAYScleanmyneedle 
4-SOMETIMESIcleanmynedle,sometimesIdon't 
*AddtionalOptionsListedBelow 

past month? (RANDLCLN) 

11. If you cleaned your needles and works in the past month, how did you clean them? 

a. I have not shot up in the past month (RANLNOT) No Yes 

b. Soap and water only (RANLSOAP) No Yes 

c. Alcohol (RANLALCH) No Yes 

d. Bleach (RANLBLCH) No Yes 

e. Boiling water (RANDLWTR) No Yes 

f.    Other, specify:(RANLCOSP) (RANLOTHC) No Yes 

g. I did not clean my needles in the past month (RANOTCLN) No Yes 

h. I ALWAYS used new needles in the past month (RAALWAYS) No Yes 

Neve r or I hav e 
not shot up or share d 

in the pas t month 

A few 
times 

(1 or 2 time s) 

About onc e a w eek 
(3 or 4 time s) 

More than 
once a w e ek 

(5 or m ore time s) 

1 2.   In the past mon th, how o ften have you sha red rinse-water? 

1 3.   In the past mon th, how o ften have you sha red a co oker? 

1 4.  In the past mon th, how o ften have you sha red co tton? 

1 5.   In the past mon th, how o ften have you divided or sh ared dru gs with o the rs by 
u sing o ne syring e(yours o r someone else's) to squirt or load the drugs into the 
o the r syringe( s) (ba ckload ing, for example)? 

B. Sexual Practices 

16. How would you describe yourself?(RASEXPRF) Stra ight or heterosexual Gay or homosexual Bisexual 

17. With how many men have you had sex in the past month?(RASEXMEN) 

18. With how many women have you had sex in the past month?(RASEXWMN) 

0-0 
1-1 
2-2or3 
3-4ormore 

0-0 
1-1 
2-2or3 
3-4ormore 

men/man 

women/woman 

Ne v er A 
f ew 

t im e s 
( 1 or 2 time s) 

About once a 
w e e k 

(3 or 4 tim e s) 

More than once a 
w ee k 

(5 or more tim es) 

1 9.  In the past mon th, how o ften have you had se x so you co uld get dr ugs? 

2 0.  In the past mon th, how o ften have you given drugs to someo ne so you could have 
sex with them? 

2 1.   In the past mon th, how o ften were you paid mon ey to h ave sex with someone? 

2 2.   In the past mon th, how o ften did you give money to some one so you could have 
sex with them? 

2 3.  In the past month, how ofte n have you had sex with some one yo u knew (or later 
foun d o ut) 
was negative for HIV, the AIDS virus? 



        
  
   
   
   

l
0-Ihavenothadsexinthepastmonth
1-Althetime 
2-Mostofthetime 
3-Someofthetime 
4-Noneofthetime 

   
            

   
               

  

(xx) 

(xx)              
   

   

   
    

24. In the past month, how often did you use condoms when you had 
sex?(RASEXSFE)  

25. In the pa st 3 0 d ays, h ow many times did you have p enetrative sex (vagin al or 
anal sex)?(RAS EXPE N) 

26. In the pa st 3 0 d ays, h ow many times did you have p enetrative sex (vagin al or 
anal sex) wi tho ut a condom?(RASEXUPR) 

Co mmen ts:( RA BCOMM ) 



    

             
    

Additional Selection Options for RAB 

Which statement best describes the way you cleaned your needles during the past month? 
5- I NEVER clean my needle 



   

 

     
    Web Version: 1.0; 2.00; 07-25-14 

  
   

                     

  y(mm/dd/yyy)      

   
             

   

        

              

  

  

  

  

  

  

  

(RSCHNCEO) 

(RSSTAYO) 

(RSHELPO) 

(RSWNTTXO) 

(RSCNSLRO) 

(RSRULESO) 

(RSTRUSTO) 

(RSEFFRTO) 

          

      

         

               

            

                  

                

   
   
             

   

        

               

  

  

  

  

  

  

  

(RSCHNCEA) 

(RSSTAYA) 

(RSHELPA) 

(RSWNTTXA) 

(RSCNSLRA) 

(RSRULESA) 

(RSTRUSTA) 

(RSEFFRTA) 

           

      

         

               

             

                   

                

   
   

l

l

NIDA Clinical Trials Network 

Readiness for Substance Use Treatment (RST) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(RSTASMDT) 

Thefolowingquestionsaskabout"substances".By"substance"wemeanopioids. 

Strongly 
Disa gre e 

Dis agre e Unde cided Agre e St rongly 
Agre e 

1.   Tr eatment cou ld be my last chan ce to sol ve my su bstance use proble ms. 

2.   If I en ter treatmen t, I will stay for a while. 

3.  Tr eatment cou ld really help me. 

4.  I want to be in a trea tme nt pro gram. 

5.  Most counselo rs in substa nce use treatment progr ams a re "squ ares" wh o d on't unde rstand substance users. 

6.   Su bstan ce use tr eatment p rogra ms ha ve too many rules and regu lati ons for me. 

7.   I don 't think I coul d trust many of the pe ople who work in the su bstan ce use tre atment p rograms. 

8.  It takes too mu ch time and effort to get into a su bstance use tre atment p rogram. 

Thefolowingquestionsaskabout"substances".By"substance"wemeanalcohol. 

S trongly 
Disagre e 

Dis agre e Unde cided Agree St rongly 
Agre e 

1.  Tr eatment cou ld be my last chan ce to sol ve my su bstance use proble ms. 

2.  If I en ter treatmen t, I will stay for a while. 

3.  Tr eatment cou ld really help me. 

4.  I want to be in a trea tme nt pro gram. 

5.  Most counselo rs in substa nce use treatment progr ams a re "squ ares" wh o d on't unde rstand substance users. 

6.  Su bstan ce use tr eatment p rogra ms ha ve too many rules and regu lati ons for me. 

7.  I don 't think I coul d trust many of the pe ople who work in the su bstan ce use tre atment p rograms. 

8.  It takes too mu ch time and effort to get into a su bstance use tre atment p rogram. 



    Comments:(RSTCOMM) 



   

 

  
    Web Version: 1.0; 2.03; 09-16-14 

  

                     

  (mm/dd/yyyy)          

                   No Yes 

            

          
    

 

   
    

   
   
    
                          
   
   

     

NIDA Clinical Trials Network 

Study Termination (STT) 

Segment (PROTSEG): 

1. Date of study completion, early termination, or last attended study visit: 
(STTRMDT) 

2. Did the participant complete the study (a ttend the week 16 visit)? (STCOMPLT) 

If "No", select primary reason for not completing the study:(STTRMRES) 

If "Participant terminated for other clinical reasons", or "Participant 
terminated for other reason", specify:(STTRM OSP) 

1-Participant failed to return to clinic and unable to contact 
2-Participant terminated due to practical problems (no childcare, transportation, other
3-Participant moved from area 
4-Participant incarcerated
5-Participant terminated due to AE/SAE 
*Additional Options Listed Below 

) 

Comments:(STTCOM M) 

Investigator's Signature 
I have reviewed all the data recorded on all CRF pages and certify that they are accurate and complete to the best of my knowledge. 

Principal Investigator:(STPISIGN) 

Date:(STPISGDT) (mm/dd/yyyy) 



   Additional Selection Options for STT 

If "No", select primary reason for not completing the study: 
6-Participant terminated for other clinical reasons 
7-Participant had a significant psychiatric risk (suicidal, homicidal, psychotic) 
8-Participant withdrew consent 
9-Participant deceased 
19 -Participant terminated due to protocol deviation 
99 -Participant terminated for other reason 



   NIDACl sNewokrtTilraii lnca 

 

  
    iersWebV o 10;.:n 1.00; 07-24-14 

                     

              

                                                                             

              

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

(TLDATE1) (TLDATE2) (TLDATE3) (TLDATE4) (TLDATE5) (TLDATE6) (TLDATE7) 

(TLSUBAL1) No Yes (TLSUBAL2) No Yes (TLSUBAL3) No Yes (TLSUBAL4) No Yes (TLSUBAL5) No Yes (TLSUBAL6) No Yes (TLSUBAL7) No Yes 

(TLALCHL1) (TLALCHL2) (TLALCHL3) (TLALCHL4) (TLALCHL5) (TLALCHL6) (TLALCHL7) 

(TLTHCR1) (TLTHCR2) (TLTHCR3) (TLTHCR4) (TLTHCR5) (TLTHCR6) (TLTHCR7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCOCR1) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

(TLCOCR2) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR3) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCOCR4) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR5) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR6) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCOCR7) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCRAKR1) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

(TLCRAKR2) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR3) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLCRAKR4) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR5) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR6) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLCRAKR7) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

    
 

  
  

  
 
 

 

 

 

   

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

       

0

i di i

0

i

0

i di

0 0 0

i di i i i di

(TLAMPR1) (TLAMPR2) (TLAMPR3) (TLAMPR4) (TLAMPR5) (TLAMPR6) (TLAMPR7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLMTDR1) (TLMTDR2) (TLMTDR3) (TLMTDR4) (TLMTDR5) (TLMTDR6) (TLMTDR7) 

0-0-Nouse 0-00-Nouse 0-00-Nouse 0-00-Nouse 0-0-Nouse 0-0-Nouse 0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLHERR1) (TLHERR2) (TLHERR3) (TLHERR4) (TLHERR5) (TLHERR6) (TLHERR7) 

 

 

lTimelineFolowback(T55) 

TF B week start date (TFWKSTDT): 

Day S dunay Modnay T duesay Wed dnesay h dursayT dayFir S dtauray 

Date 

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

2.  Alcohol 
number of 
standard drinks 
(xx): 

3.   Cannabinoids/ 
Marijuana: 

4.   Cocaine: 

5.   Crack: 

6. 
Amphetamine-type 
stimulants: 

7.   Opioid 
analgesics, 
including 
Methadone: 

8.   Heroin: 



 

 
   

 

 
   

 

 
   

 

 
   

 

 
   

 

 
   

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

0 0 0

i di i i i di

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

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

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLBARR1) (TLBARR2) (TLBARR3) (TLBARR4) (TLBARR5) (TLBARR6) (TLBARR7) 

0-0-Nouse 0-00-Nouse 0-00-Nouse 0-00-Nouse 0-0-Nouse 0-0-Nouse 0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLBZOR1) (TLBZOR2) (TLBZOR3) (TLBZOR4) (TLBZOR5) (TLBZOR6) (TLBZOR7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLINHR1) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

(TLINHR2) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR3) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

(TLINHR4) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR5) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR6) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

(TLINHR7) 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

 

  
 

  

  

 

     

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

              

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

 

 

 
   

              

0

i di i

0

i

0

i di

0

i di i

0

i

0

i di

(TLOT1R1) (TLOT1R2) (TLOT1R3) (TLOT1R4) (TLOT1R5) (TLOT1R6) (TLOT1R7) 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

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

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

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AdditionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-0-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*AddtionalOptionsListedBelow 

0-00-Nouse 
1-01-Oral 
2-02-Nasal 
3-03-Smoking 
4-04-Non-IVInjection 
*A dtionalOptionsListedBelow 

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

        
 

     

        
 

9.   Hallucinogens,
including 
MDMA/ecstasy: 

10.  Sedatives 
and hypnotics, 
excluding 
Benzodiazepines: 

11. 
Benzodiazepines: 

12.  Inhalants: 

Oth Derrugs 

13.  Other drug 1 
use: 

Specify other 
drug 1: 

14. Other drug 2 
use: 

Specify other 
drug 2: 



    Comments:(T55COMM) 



    Additional Selection Options for T55 

D1  cannabinoids 
5-05-IV  Injection 
99-99-Other 



   

 

   
    Web Version: 1.0; 3.02; 07-11-14 

  
   

                     

  

    

         

         

(mm/dd/yyyy) 

From: 

To: 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

No Yes 

     

 

   

   
          

   
   Comments:(TAPCOMM)  

NIDA Clinical Trials Network 

TLFB Assessment Period (TAP) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(TAPASMDT) 

1. Assessment per iod:(TATFSTDT) 

(TATFENDT) 

2. Have any illicit substances or alcohol been taken during th is assessment 
period? (TASUBALC) 



 



   

 

   
    

  
   

                     
       

  

  

  

(mm/dd/yyyy) 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

(xxx) 

      

      

         

   
   
     
   

               

  

  

  

  

  

  

  

  

  

  

  

  

  

Numbe r of Da ys 
(xx) 

( TS RE SALN) 

( TS RE SOTH) 

( TS RE SINT) 

( TS RE SHSP) 

( TS RE SPRN) 

( TS RE SSTR) 

( TS RE SDRG ) 

( TS RE SPSY ) 

( TS RE SMED) 

( TS RE SLGL) 

( TS RE SDMV) 

( TS RE SHSH) 

( TS RE SHLS) 

                 

         b.          

               

               

               (i )   

               (i i)    

         d.            

               

               (i )        

               (i i)      

               (i ii)     

                    

                   

            

         f.              

   
   
       
   
               

              
          

    

    

    

    

IN OUT 
(xx) (xx) 

(TSINDRGI) (TSINDRGO ) 

(TSIIDM DI) (TSIIDM DO ) 

(TSINDTXI) (TSINDTXO ) 

(TSINIDVI) (TSINIDVO ) 

              

          

         If  "Ou t",  specify  lo ca tion :(TSINDTXL )   

           
                 

                

               (i )       

NIDA Clinical Trials Network 

Treatment Services Review (TSR) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(TSRASMDT) 

Beginning of assessment period:(TSBEGDT) 

End of assessment period:(TSENDDT) 

Number of days in the assessment period:(TSDAYSPD) 

A. HOUSING SERVICES: 

1 . Wher e d id you sta y for the pa st 2 8 d ays? 

a. Al one (in private house, ap artment, ho tel, etc.): 

With others (in private house, ap artment, hotel, etc.): 

c. In stitutio n ( e.g ., hosp ita l, jail, prison): 

S pecify: 

Hospita l/re sid ential treatment: 

Jail or prison: 

Structur ed livi ng situation (e.g., recovery house, gr oup home, halfway h ouse): 

S pecify: 

For alcohol or drug pro blems (includin g dual detox): 

For psycholo gical or emotional pro blems: 

For medi cal pro blems: 

(i v) Fo r crimi nal behavior or leg al proble ms: 

(v) For do mestic vi olence: 

e. Homeless she lter: 

Home less (i.e., on th e street, in an aba ndoned b uildin g, in a ca r): 

Web Version: 1.0; 4.00; 04-29-15 

B. ALCOHOL AND DRUG SERVICES: 

QUESTIONS ABOUT INPATIENTTREATMENT FOR ALCOHOL AND/OR DRUGS RECEIVED OVER PAST 28 DAYS 

2 . How ma ny nig hts did yo u stay a t an inpatien t/residential drug/a lco hol 
tre atment unit? 

a. Specify the number of sessio ns with: 

Medical doctor ( e.g ., p sychiatrist or physicia n): 

If "Ou t", spe cify lo ca tion :(TSINDRG L) 

3 .    How ma ny of tho se nig hts we re detoxifica tio n o nly? 

4 .    How ma ny ind ivid ual (one -on-on e) sessions did you a ttend dur ing which 
substan ce use was the main pur pose of the discussion? 



                   (i i)       

    

    

    

    

    

    

    

    

    

    

    

    

    

    

    

(TSIIDNM I) (TSIIDNMO ) 

(TSIIDRNI) (TSIIDRNO) 

(TSIIDO TI) (TSIIDO TO ) 

(TSIIDDKI) (TSIIDDKO ) 

(TSIIDTMI) (TSIIDTMO ) 

IN OUT 
(xx) (xx) 

(TSIN12SI) (TSIN12SO ) 

(TSINMTRI) (TSINMTRO ) 

(TSINGRPI) (TSINGRPO) 

(TSIGP MDI) (TSIGPM DO) 

(TSIGP NM I) (TSIGPNMO) 

(TSIGP RNI) (TSIGPRNO) 

(TSIGP OTI) (TSIGPO TO ) 

(TSIGP DK I) (TSIGPDKO ) 

(TSIGP EDI) (TSIGPE DO ) 

(TSIGP TM I) (TSIGPTMO ) 

(TSIGP PTI) (TSIGPP TO ) 

               (i ii)   

               (i v)        

               (v)    

         b.             

             
               

                
                  

              
              

         a.        

               (i )       

               (i i)       

               (i ii)   

               (i v)        

               (v)    

         b.             

         c.             

         d.            

   
   
                   

                 
                 

    

IN OUT 
(xx) (xx) 

(TSOPDRGI) (TSOPDRGO) 

              

                
                

    

    

( TS OPHSPI) (TSOP HS PO) 

(TS OPIDVI) (TSOP IDVO ) 

         If  "Ou t",  specify  lo ca tion :(TSO PHSPL)   

           
                 

                

                         

    

    

    

    

    

    

    

    

(TSOIDM DI) (TSOIDMDO) 

(TSOIDNMI) (TSOIDNMO) 

(TSOIDRNI) (TSOIDRNO) 

(TSOIDOTI) (TSOIDOTO) 

(TSOIDDKI) (TSOIDDKO) 

(TSOIDTMI) (TSOIDTM O) 

IN OUT 
(xx) (xx) 

(TSOP12SI) (TSOP12SO) 

(TSOPMTRI) (TSOPMTRO) 

(TSOPGRPI) (TSOPGRPO) 

                     

                 

                      

                  

                     

          
              

             
                  

           
              

                

Non-medical docto r (e .g., psychologi st - Ph .D./Psy.D.): 

Nurse: 

Oth er clin ici an (e.g., cou nselor, social worker, clerg y): 

Don 't kno w: 

On averag e, how long did ea ch ind ivid ual se ssion last? (xx mi nutes) 

5 . How ma ny 12 -Ste p/self-he lp group me etin g for substa nce u se 
(e.g., AA, NA, CA) d id you attend? 

6 . How ma ny me etin gs did you have with your sponsor/men tor du ring which 
yo ur sub stance prob lem was the main pu rpose of the discussion? 

7 . How ma ny other group the rapy/cou nse ling session s for substance use 
(i.e., non-self-hel p groups) did you attend ? 

Specify the number of sessio ns with: 

Medical doctor ( e.g ., psychiatrist or physicia n): 

Non-medical docto r (e .g., psychologi st - Ph .D./Psy.D.): 

Nurse: 

Oth er clin ician (e.g., cou nselor, social worker, clerg y): 

Don 't kno w: 

How ma ny of the se gro ups focused so lely on e ducati on about alcohol/drug s? 

O n a ver age, h ow lon g did each individua l session last? (xx mi nu tes) 

On averag e, how many other patients were in a group? 

QUESTIONS ABOUT TREATMENT FOR ALCOHOL AND/OR DRUGS RECEIVED OVER PAST 28 DAYS WHEN NOTIN INPATIENT TREATMENT 

8. How many days did you attend any outpatient treatment for substance use 
problems, excluding any 12-Step or self help group meetings? 

a. Specify the number of sessions with: 

(i ) Medical doctor (e.g., psychiatrist or physician): 

(i i) Non-medical doctor (e .g., psychologist - Ph.D./Psy.D.): 

(i ii) Nurse: 

(iv) Other clin ician (e.g., counselor, social worker, clergy): 

(v) Don't know: 

b. On average, how long did each ind ividual session last? (xx minutes) 

11. How many 12-Step/self-help group meeting for substance use 
(e.g., AA, NA, CA) did you attend? 

12. How many meetings did you have with your sponsor/mentor during which 
your substance problem was the main purpose of the discussion? 

13. How many other group therapy/counseling sessions for substance use 
(i.e., non-self-help groups) did you attend? 

a. Specify the number of sessions with: 

If "Ou t", specify lo ca tion :(TSO PDRG L) 

9 .  How ma ny of the se were at a da y hospital or intensive o utp atie nt pro gram 
(i.e., severa l d ays per week, for severa l h ours e ach d ay) ? 

1 0.  How many i ndividual (on e-on-one) sessions did you atten d d uring which 
substan ce use was the main pur pose of the discussion? 



                         

    

    

    

    

    

    

    

(TSOGPM DI) (TSOGPMDO) 

(TSOGPNM I) (TSOGPNMO) 

(TSOGPRNI) (TSOGPRNO) 

(TSOGPOTI) (TSOGPOTO) 

(TSOGPDKI) (TSOGPDKO) 

(TSOGPEDI) (TSOGPEDO) 

(TSOGPTMI) (TSOGPTMO) 

(TSOGPPTI) (TSOGPPTO) 

IN OUT 
(xx) (xx) 

                     

                 

                      

                  

                     

                     

                    

   
   
             

            

             

  

  

  

(TSTSTURI) 

(TSTSTBRI) 

 (TSTSTOTI) 

(TSTSTSPI) 

  

             

                      

                   

   
   

 
   
             

               
                   

   C.  

  

  

  

IN 
(xx) 

OUT 
(xx) 

(TSINHSP I) (TSINHS PO) 

(TSINP TI) (TSINPTO ) 

(TSINRHBI) (TSINRHBO ) 

         a.   

               (i )   

                     

                  

   c.   

                  

   e.   

                  

         

   
   
                 

           

Diagn oses  or  maj or  proble ms  at  additiona l visits:       (TSINPDX6)     g.   

  

IN OUT 
(xx) (xx) 

(TSEDI) (TSEDO) 

                

(i ) Medical doctor (e.g., psychiatrist or physician): 

(i i) Non-medical doctor (e .g., psychologist - Ph.D./Psy.D.): 

(i ii) Nurse: 

(iv) Other clin ician (e.g., counselor, social worker, clergy): 

(v) Don 't know: 

b. How many of these groups focused solely on education about alcohol/drugs? 

c. On average, how long did each individual session last? (xx minutes) 

d. On average, how many other patients were in a group? 

QUESTIONS ABOUT TREATMENT RECEIVED ON ANYOF THE PAST 28 DAYS 

14. How many times were you tested for alcohol and/or drug use? 

a. Urinalysis: 

b. Breathalyzer: 

c. Any other test for alcohol/drug use (e.g., blood, saliva, hair):

If "Other", specify: 

(TSTSTURO ) 

(TSTSTBRO) 

(TSTSTOTO) 

(TSTSTSPO ) 

MEDICAL SERV ICES : 

Q UE STIO NS AB OUT ANYMEDICAL TREATME NT RE CEIV ED O VER THE PAS T 28 DAYS 

1 5. How many n ights were you an inpatien t in a medical hospital, n ursing home , or 
medi cal reh abilitation fa cil ity? 

Specify  the  number  of  nights  in  e ach  facility: 

Medical hospital: 

(i i) Nursing home or medical rehabilitation facility: 

b. Diagnosis or major problem at visit 1: (TSINPDX) 

Diagnosis  o r  major  prob lem  at  visit  2:       (TSINPDX2)  

d. Diagnosis or major problem at visit 3: (TSINPDX3) 

Diagn osis  or  majo r  p roblem  at  visit  4 :       (TSINP DX4)  

f. Diagnosis or major problem at visit 5: (TSINPDX5) 

h. Major procedures or evaluations:(TSINPPRC) 

QUESTIONS ABOUT MEDICAL TREATMENT RECEIVED OVER PAST 28 DAYS WHEN NOTIN A MEDICAL HOSPITAL 

16. How many times did you visit an emergency room? 

a. Indicate reason for emergency room visit: 



                   

  

  

(TSEDM EDI) (TSEDM EDO) 

(TSEDPSYI) (TSEDPSYO) 

(TSEDSBSI) (TSEDSBSO) 

                 

                  

                  

   c.   Dia gnosis  or  major  prob lem  at  visit  2:       (TSE DDX2)  

   d.                

   e.                

   f.                

                 

              
               

   h.   Major  pr oce dures  or  eva luations:(TS EDPRC)  

  (TSM DI) (TSM DO) 

   a.   Diagn osis  or  majo r  p roblem  at  visit  1 :       (TSMDDX)  

                  

   c.   Dia gnosis  o r  major  prob lem  at  visit  3:       (TSM DDX 3)  

                  

   e.   Diagn osis  or  majo r  p roblem  at  visit  5 :       (TSMDDX5)  

                 

           
           

             

   g.   Major  pr oce dures  or  eva luations:(TS MDPRC)  

  (TSOMPI) (TSOMPO) 

                  

   b.   Diagn osis  or  majo r  p roblem  at  visit  2 :       (TSOM PDX2)  

                  

   d.   Diagn osis  or  majo r  p roblem  at  visit  4 :       (TSOM PDX4)  

                  

                 

         

(i ) Medical: 

(i i) Psychological: 

(i ii) Substance use: 

b. Diagnosis or major problem at visit 1: (TSEDDX) 

Diagnosis or major problem at visit 3: (TSEDDX3) 

Diagnosis or major problem at visit 4: (TSEDDX4) 

Diagnosis or major problem at visit 5: (TSEDDX5) 

g. Diagnoses or major problems at additional visits: (TSEDDX6) 

17. How many times did you visit a medical doctor (e .g., physician, psychiatrist) for 
testing, examination, treatment, or care of medical concerns/problems? 

b. Diagnosis or major problem at visit 2: (TSMDDX2) 

d. Diagnosis or major problem at visit 4: (TSMDDX4) 

f. Diagnoses or major problems at additional visits: (TSMDDX6) 

18.  
      

How many times did you visit any other medical professional (e.g., dentist, 
optometrists, nurse, physcial therapist, X-ray or lab technician) for testing, 
examination, or treatment of medical concerns/problems? 

a. Diagnosis or major problem at visit 1: (TSOM PDX) 

c. Diagnosis or major problem at visit 3: (TSOMPDX3) 

e. Diagnosis or major problem at visit 5: (TSOM PDX5) 

f. Diagnoses or major problems at additional visits: (TSOMPDX6) 

g. Major procedures or evaluations:(TSOMPPRC) 

IN OUT 
(xx) (xx) 



           
             
          
             

  

  

  

  

  

  

  

(TSCNSLI) (TSCNSLO) 

(TSCNLNMI) (TSCNLNMO) 

(TSCNLOTI) (TSCNLOTO) 

(TSCNLGM I) (TSCNLGM O) 

(TSCNLDKI) (TSCNLDKO) 

(TSCNLGPI) (TSCNLGPO) 

(TSCNLTMI) (TSCNLTMO) 

              

                     

                      

                         

                  

                 

                     

   
   
   
                       
   

                       

  

  

  

  

  

  

None A Little Bit Som e Quite A Bit A Lot 

( TS SBSUSE ) 

(TSHEAL TH) 

(TSP SYCH) 

(TSFAM ILY ) 

(TSEMP LOY) 

(TSL EGAL ) 

        

      

        

       

        

       

   
   
    

19.   How many individual or group counseling sessions did you attend with 
non-medical personnel during which medical concerns/problems were the 
main focus? 
Exclude al l previously recorded visits. 

a. Number of those with: 

(i ) Non-medical doctor (e .g., psychologist - Phd.D./Psy.D.): 

(i i) Other clinician (e.g., counselor , socia l worker, clergy): 

(i ii) Group member(s) (i.e ., a support group not professionally led): 

(iv) Don't know: 

b. How many of these were group sessions? 

c. On average, how long did a session last? (xx minutes) 

Given al l the services, treatments, and contacts you've had in the past 28 days, how much of all of that dealt with: 

20 . You r substance use p roblems and issues? 

21 . You r p hysical health or med ica l pr oblems? 

22 . You r mental health or psycholo gical problems and issues? 

23 . You r fami ly prob lems and issue s? 

24 . You r e mployme nt, education, finan ce s, o r h ousing? 

25 . You r le gal or cri minal pro blems and issu es? 

Comments:(TSRCOM M) 



 



   

 

  
    

  
   

                     
       

   
            

    

   
            

    

   
            
 

     

   
            

 

     

   
          

          

   

NIDA Clinical Trials Network 

Treatment Satisfaction (TTS) 
Web V e rsion: 1.0; 1.00; 0 2-14-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Date of assessment:(TTSASMDT) (mm/dd/yyyy) 

1. Overall, how helpfu l do you think the treatment to which you were assigned was 
in reducing your opioid use?(TTTXHLPO) 

2. Overall, how helpfu l do you think the treatment to which you were assigned was 
in reducing your alcohol use?(TTTXHLPA) 

3. Which par t of the treatment do you think was most helpful in reducing your 
opioid use?(TTBSTTXO) 

If "Other", specify:(TTBSTOSP) 

4. Which par t of the treatment do you think was most helpful in reducing your 
alcohol use?(TTBSTTXA) 

0-Not helpful 
1-A little bit helpful 
2-Somewhat helpfu
3-Quite helpful 
4-Very helpful 

l 

0-Not helpful 
1-A little bit helpful 
2-Somewhat helpfu
3-Quite helpful 
4-Very helpful 

l 

1-Inpatient detoxification 
2-Outpatient detoxification 
3-Residential rehabilitation 
4-Outpatient rehabilitation 
5-Group therapy sessions 
6-12-step groups (NA/AA) 
7-One-on-one addiction counseling 
8-Methadone maintenance therapy 
9-Buprenorphine maintenance therapy 
10-Extended-release naltrexone (Vivitrol) 
11-Oral naltrexone for alcohol dependence 
12-Disulfiram 
13-Accamprosate 
14-Topiramate 
99-Other 

 

1-Inpatie nt  deto xifica tio n  
2-Outp atie nt  deto xifi cation  
3-R esid entia l rehab ilita t i on  

4-Outp atie nt rehab ilita  tion  
5-Grou p  the rapy  session s 
6-12 -step  grou  ps  (NA/AA) 
7-One -on -o n e  addic tio n co unselin g 
8-Meth a d one  main tenance  the rapy  
9-Bupreno rp h ine  maintenance  therapy  
10-Extended -release  na ltr exo ne  (Vivit r ol)  
11-Oral  naltr exo ne  for  alco ho l d ependence
12-Disulfi ra m 
13-Accam pros  ate 
14-To p iram ate  
99 -O the r 

If "Other", specify:(TTBSTASP) 

5. How satisfied are you with receiving treatment for opioid and/or alcohol 
dependence in the same clinic in which you receive HIV care?(TTSFYTX)

1-Very dissatisfied
2-Dissatisfied
3-Neither satisfied nor dissatisfied
4-Satisfied
5-Very satisfied
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No Yes 

No Yes Not applicable 

No Yes 

No Yes 
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6. How satisfied are you with your overall experience in the study?(TTSFYEXP) 
1-Very  dis satis fie d 
2-Diss ati sfie d
3-Neith e r satis fie d  nor  d issatisfied
4-Satis fied 
5-V ery  satis fie d 

7. If you had to do it a ll over again, would you stil l choose to participate in this 
study?(TTPARTPT) 

8. Please answer yes or no as to why you would choose to participate again: 
a. I liked the compensation/cash or gift cards(TTCASHGD) 

4-Defin it ely  pa rtic ipate 
3-Prob  ab ly p a rtic ipate 
2-Prob  ab ly n ot  partic ipate 
1-D efin  it ely  not  partic ipate 

b. I liked the counseling(TTCNSLGD) 

c. I liked how the medication made me feel(TTMEDSGD) 

d. I didn't have to pay to participate in the study(TTNOPAY) 

e. The study/treatment helped me(TTHELPED) 

f. I was able to get into the study quickly(TTQUICK) 

g. There aren't many other treatment options available to me(TTNOOPT) 

h. My par ticipation may help others/contribute to science(TTSCIENC) 

i. The staff treated me well(TTSTAFGD) 

j Desirable . location/easy to get to cl inic(TTLOCGD) 

k. Convenient clinic hours/days(TTHRSGD) 

l. Other(TTOTHRGD) 

If "Other", specify:(TTOTGDSP) 

9. What is the primary reason you would choose to participate again?(TTPRIMGD) 

 

1-I liked  the  compe nsati on  /c ash  or  gift cards 
2-I liked  the  cou nselin g 
3-I like d  how the  med ic ati on  made  me fee l 
4-I d id n't  have  to pa y to pa rtic ipate  in the  stu dy
5-T he stu dy/tr e atm en t  helped  me 
*Addition  al Option s  Lis ted  Be low  

If "O the r", specify:(TTP MGDSP ) 

Ple ase an swer yes or no as to why you would choo se not to par ticipate aga in: 
a . The re was not e nough comp ensation/ca sh or gift cards(TTBDCA SH) 

b . I didn't like th e coun se ling(TTBDCNS L) 

c. I didn't like how the me dicatio n made me feel(TTBDMEDS) 

d . The me dicati on cau se d undesirabl e side effects(TTS DE FFC) 

e . The stu dy/treatmen t didn 't he lp me(TTNO HELP) 

f. The re wer e too ma ny visi ts(TTV IS ITS) 

g . The re wer e too ma ny proced ures/visits that lasted to o lo ng(TTLNGVST) 

h . The re wasn't enough counselin g(TTM RCNSL) 

i. I wo uld rather enrol l in a usual treatment progra m(TTTA UB TR) 

j. The staff d idn't treat me well (TTSTAFBD) 

k. Undesirab le l ocatio n/d ifficult to get to clin ic( TTLO CB D) 

l. Inconvenie nt clinic hours/days(TTHRS BD) 

m. Other(TTOTHRBD) 

If "Other", specify:(TTOTBDSP) 

13. What is the primary reason you would choose to not participate again? 
(TTPRIMBD) 1-The re wa s  not  eno u gh  compe nsati on  /cash  or  gif t cards

2-I didn't lik e  the  cou nselin g 

3-I d id n 't  lik e  how the  med ic atio n  made me fee l 
4-The med ic ati on  ca used  un desirab le s id e  effec ts 
6-T he stu dy/tr e atm en t  did n't h elp  me 
*Addition  al  Options  Lis ted  Be lo w  

If "Other", specify:(TTPMBDSP) 



    Comments:(TTSCOM M) 



    

          
        

        
      
    

     
  

            
    
       
   

       
     

     
  

Additional Selection Options for TTS 

What is the primary reason you would choose to participate again? 
6- I was able to get into the study quickly 
7-There aren't many other treatment options available to me 
8-My participation may help others/contribute to science 
9-The staff treated me well 
10 -Desi rable location/easy to get to clinic 
11 -Convenient cl inic hours/days 
99 -Other 

13. What is the primary reason you would choose to not participate again? 
7-There were too many visits 
8-There were too many procedures/visits lasted too long 
9-There wasn't enough counseling 
10 -I would rather enroll in a usual treatment program 
11 -The staff didn't treat me well 
12 -Undesirable location/di fficult to get to clin ic 
13 -Inconvenient clinic hours/days 
99 -Other 



   

 

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

  
   

                     
       (mm/dd/yyyy) 

   
          

            
               

 

 
  
 
l

s

d 

- e

s 
a 

r 

2
3
9 

1 

Somed 

o Kno Rf deu/w 

ay y

l

-

-
-
7 

ay
tta
'tn 

Eve

No 
D
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NIDA Clinical Trials Network 

Tobacco Use History (TUH) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(TUHASM DT) 

1. Have you smoked at least 100 cigarettes in your entire life?(TUSMK100) No Yes Don't Know/Refused 

2. Do you now smoke cigarettes every day, some days, or not at all?(TUSMFREQ) 

3. Have you EVER smoked cigarettes EVERY DAY for at least 6 months? 
(TUEVERY) 

(xx) 

No Yes Don't Know/Refused 

Years old 4. How old were you when you first started smoking cigarettes FAIRLY 
REGULARLY?(TUSTRTRG) 

Section A: Every -Day Smokers 

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

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

Section B: Some -Day Smokers 

7. On how many of the past 30 days did you smoke cigarettes? (TU30DAYS) 

8. On the average, on those [answer to Q7] days, how many cigarettes did you 
usually smoke each day?(TU30AVG) 

Section C: Former Smokers 

9. When you last smoked every day, on average how many cigarettes did you 
smoke each day? (TUNUMEDY) 

10. When you last smoked fair ly regularly, on average how many cigarettes did you 
smoke each day? (TUNUMRDY) 

Comments:(TUHCOMM ) 
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(TX DTXIN) 

(TX DTXOUT) 

(TX RHBIN) 

(TX RHBOUT) 

(TX GROUP) 

(TX 12STEP ) 

(TX CO UNSL ) 

(TX MAT) 

  

 

  

  

  

  

 

 

(TXDTXINC) 

(TXDTXOTC) 

(TXRHBINC) 

(TXRHBOTC)

(TXGROUPC)

(TX12 STP C) 

(TXCNSLC) 

(TXMATC) 

(TXTX1O TC) 

(TXTX2O TC) 
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(TXRXMTD) (TXRXM TDC) 

(TXRXBUP) (TXRXBUPC) 

(TXRXDSFM ) (TXRXDSFC) 

(TXRXACMP) (TXRXACM C) 

(TXRXONX) (TXRXONXC) 

(TXCRXGBP) (TXRXGBPC) 

(TXRXTOPM) (TXRXTOPC) 

(TXCRXVPA) (TXRXVPAC) 

     

   

   

   

   

   

    

    

 

(TXRX1OTC) 

(TXRX2OTC) 
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NIDA Clinical Trials Network 

Treatment Completion (TXC) 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(TXCASMDT) 

1. Is th e p articip ant continui ng to receive su bstance ab use treatment as p lanne d? 

Pe rce ntage  of 
Trea tment  Comple te d 

(xxx) 
P lanne d 

a . Inpa tie nt detoxification: 

b . Outpatien t detoxification: 

c. Reside ntia l re habili tation: 

d . Outpatien t reha bilitatio n:  

 e . Gro up the rapy sessions: 

f. 1 2-step gr oups ( NA/AA): 

g . One -on-o ne addiction co unseling: 

h . Medication-a ssiste d treatme nt: 

i.  (TXTX 1OSP ) 

j.  (TX TX 2OSP) 

2. Is the participant continuing to receive medication -assisted treatment for substance abuse as planned? 

Percentage of 
Treatment Completed 

(xx) 

a. Methadone maintenance therapy: 

b. Buprenorphine maintenance therapy: 

c. Disulfiram: 

d. Acamprosate: 

e. Oral na ltrexone: 

f. Gabapentin: 

g. Topiramate: 

h. Valproic acid: 

i. (TXRX1OSP) 

j. (TXRX2OSP) 

Web Version: 1.0; 2.00; 03-20-14 

3. Did the participant receive any other treatment that was not planned? 
(TXUNPLAN) 
a. If "Yes", speci fy treatment 1:(TXUNP1SP) 

b. If "Yes", speci fy treatment 2:(TXUNP2SP) 

c. If "Yes", speci fy treatment 3:(TXUNP3SP) 



    Comments:(TXCCOM M) 



   

 

   
    

  

                     

  

         

  

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

     

   
  

           

      

   
    

NIDA Clinical Trials Network 

Treatment Initiation Status (TXI) 
Web V e rsion: 1.0; 2.00; 0 8-05-14 

Se gm ent (PROTSEG): 

Date of assessment:(TXIASMDT) 

1. Was treatment initia ted?(TXSTATUS) 

a. If "Yes", date of first dose of medication or first attended meeting:(TXINTDT) 

b. If "No", why was treatment not in itia ted?(TXINTRSN) 
0-Partic ipant co u ld  not tole rate  de to x ifi cati on 
1-Partic ipant f aile d  na lo xone  ch a llenge 
2-Partic ipant f aile d  to provid e a negati ve  UDS 
3-Partic ipant l eft  prio r to tre atm en t  init iatio n 
4-P artic ipant d id   no t a ttend  assig ned  treatm ent 
*Addition  al Optio n s Lis ted Below  

Comments:(TXICOMM ) 



    

      
5-Participant  left  study  and  never  returned 
6-Clinica l deterioration:  new  onset  of  psychiatric  or  medical condition 
7-Physical illness  or  condition  that  precludes  taking  study  medication 
8-Participant  feels  study  treatment  no  longer  necessary 
9-Participant  became  incarcerated 
10-Participant  wi thdrew  consent 
11-Participant  moved  from  area 
12-Participant  deceased 

Additional Selection Options for TXI 

If "No", why was treatment not initiated? 
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(TXRXMTD) 

(TXRXBUP) 

(TXRXDSFM) 

(TXRXACMP) 

(TXRXONX) 

(TXRXGBP) 

(TXRXTOPM) 

(TXRXVPA) 

(TXRX1OT) 

(TXRX2OT) 

     

    

    

   

   

    

    

         

         

   
   
    

NIDA Clinical Trials Network 

Treatment Plan (TXP) 
Web Version: 1.0; 2.00; 03-10-14 

Segment (PROTSEG): 
Visit  number  (VISNO):  

Date of assessment:(TXPASMDT) 

1. What form of treatment was recommended? 

No Yes 

a. Inpatient detoxification: 

b. Outpatient detoxification: 

c. Residentia l rehabili tation: 

d. Outpatient rehabilitation:  

e. Group therapy sessions: 

f. 12-step groups (NA/AA): 

g. One -on-one addiction counseling: 

h. Medication-assisted treatment: 

i. Other treatment 1: If "Other", speci fy:(TXTX1OSP) 

j. Other treatment 2: If "Other", speci fy:(TXTX2OSP) 

2. If medication-assisted treatment was recommended, what type of medication -assisted treatment was recommended? 

No Yes 

a. Methadone maintenance therapy: 

b. Buprenorphine maintenance therapy: 

c. Disulfiram: 

d. Acamprosate: 

e. Oral na ltrexone: 

f. Gabapentin: 

g. Topiramate: 

h. Valproic acid: 

i. Other medication 1: If "Other", specify:(TXRX1OSP) 

j. Other medication 2: If "Other", specify:(TXRX2OSP) 

Comments:(TXPCOMM) 
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(UDBZO2 ) 

(UDA MP2)  

NIDA Clinical Trials Network 

Urine Drug Screen (UDS) 
Web V e rsion: 1.0; 4.00; 0 3-06-14 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

1. Wa s a urine dr ug screen p erfo rmed? (UDTES T1 ) 

If "No", reason:(UDNORSN)

If "Other", specify:(UDNOSP1) 

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

3. Time 1st urine specimen collected (24-hour format) :(UDCOLTM1) 

4. Was the 1st urine temperature within range? (90 - 100 °F)(UDTEM P1) 

5. Was the 1st urine specimen determined to be adulterated?(UDADULT1) 

6. 1st Urine Drug Screen Result(s): 

Drug Nam e (Abbre v iation) Negative P ositiv e Inv alid 

Benzodiaze pines (BZO): 

Amphetami ne (AMP) : 

Marijuan a ( THC): 

Me th amphe tamine (MET): 

Opiates (2000 ng ) (OPI): 

Co ca ine (COC): 

Ecstasy (MDMA): 

Oxycodone (O XY ): 

Me th adone (MTD): 

Barbi turate (BAR): 

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

Buprenorphine (BUP):(UDBUP1) 

2nd Urine Drug Screen 
7. If the 1st urine specimen was determined to be adulterated, was a second 

specimen collected?(UDTEST2) 
If "No", reason:(UDNORSN2)

If "Other", specify:(UDNOSP2) 

8. Time 2nd ur ine specimen collected (24 hour format):(UDCOLTM 2) 

9. Was the 2nd urine temperature with in range? (90 - 100 °F)(UDTEM P2) 

10. Was the 2nd urine specimen determined to be adul terated?(UDADULT2) 

11. 2nd Urine Drug Screen Result(s) : 

(hh:mm) 

Drug Nam e (Abbre v iation) Negative P ositiv e Inv alid 

Benzodiaze pines (BZO): 

Amphetami ne (AMP): 



   

  

  

  

  

  

  

  

(UDTHC2 ) 

(UDMET2) 

(UDOPI2) 

(UDCOC2) 

(UDMDA 2) 

(UDOXY 2) 

(UDM TD2) 

(UDBA R2) 

 

   

 

 

 

 

 

                  

              

Negative Positi ve Invalid 

Negative Positi ve Invalid     

   
   
    

Ma rijuan a ( THC): 

Meth amphe tamine (MET): 

Opiates (2000 ng ) (OPI): 

Coca ine (COC): 

Ecstasy (MDMA): 

Oxycodone (O XY ): 

Me th adone (MTD): 

Barbi tura te (BAR): 

Opiates (300ng )(OPI):(UDOP2 300) 

Bupre norph ine (BUP):(UDB UP 2) 

Commen ts:( UDSCOM M) 



   

 

   
    

  
   

                     
       

   
        

        

   
    

NIDA Clinical Trials Network 

Se gm e nt (PROTSEG): 
Vis it num be r (VISNO): 

Visual Analog Scale (VAS) 
Web V e rsion: 1.0; 2.01; 0 7-08-14 

Date of assessment:(V ASAS MDT) (mm/dd/yyyy) 

(xxx) 

(xxx) 

1. How much do yo u cur rently crave opiate s?(VACRV OPI) 

2. How much do yo u cur rently crave alcohol? (VACRVALC) 

Comments:(V ASCOM M) 



 



   

 

  
    

  
   

                     
       

           

           

            

    

          

(mm/dd/yyyy) 

(xx.x) inches (VIHGTCM) 

(xxx.x) lbs (VIWTKGS) 

(xxx.x) °F or (VITEMPC) 

(xxx) BPM 

(xxx) cm 

(xxx.x) kgs 

(xx.x) °C 

/ (VIBPDIS1) Systolic/Diastolic (mmHg) 

   
     

 

 

   
    

 

 

   
    

NIDA Clinical Trials Network 

Segment (PROTSEG): 
Visit number (VISNO): 

Date of assessment:(VISASMDT) 

Body Mass Index 
1. Standing height:(VIHGTIN) 

2. Measured weight:(VIWTLBS) 

3. BMI:(VIBM I) 

Vital Signs 
4. T emperature:(VITEMPF) 

5. Heart rate:(VIPULSE) 

6. Blood pressure:(VIBPSYS1) 

Comments:(VISCOMM) 

Vital Signs (VIS) 
Web Version: 1.0; 3.02; 01-09-15 
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    WebVersion:1.0;2.02; 0 7-11-14 
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(DEWHITE) 

(DEBLA CK ) 

(DEAM EIND) 

(DEALA SKA) 

(DEHAWAII) 

(DEGUAM ) 

(DESAM OAN) 

(DEPACISL) 

(DEASA IND) 

(DECHINA) 

(DEFILIPN) 

(DEJAPAN) 

(DEKORE A) 

(DEVIETNM) 

(DEASIAN) 

(DERACEOT) 

  

 

 

 

    

 

   

    

        

   

      

   
             

    

   

---

00-Never a tten ded  / ki n dergarten  on ly
01-1st grade 
02-2nd gra de 
03-3rd  gra de 
04 -4 th  gra de 
*Addition al O ption s  Lis ted  Be lo w 

1. Date of bi rth:(DEBRTHDT) 

2. Gender:(DEGENDER) Male Female Don't know Refused 

3. Does the participant consider h im or herself to be Hispanic/Latino?(DEHISPNC) No Yes Don 't know Refused 

Demog raphics (DEM) 

If "Yes", indicate the group that represents his or her Hispanic or igin or 
ancestry:(DEHISPSP) 

w 

1-Puerto  Rica n 
2-Do minic an  (Repub lic) 
3-Mex ican/M  exicano 
4-Mex ican  Ameri can
5-C hic ano  
*Addition  al Option s Lis ted  Be lo  

4. What race does the participant consider him or herself to represent: 
( Ch eck al l th at app ly) 

Whi te: 

B lack/ African American: 

In dian (American ): 

Alaska native: 

Native Ha wa iian: 

G uama nian: 

S amoa n: 

O the r P acific Isla nder: Spe cify:(DEP ACISO ) 

Asian India n: 

Chin ese: 

Filip ino: 

Japa nese: 

K orean: 

Vietnamese: 

O the r Asian: Spe cify:(DEA SIA OT) 

S ome other race: Spe cify:(DERACES P) 

-OR-

Don 't know:(DERACEDK) 

Refused: (DERACERF) 

5. What is the highest grade or level of school the participant has completed or the 
highest degree they have received?(DEEDUCTN)

 



             
          

     

   
          

  

   
   
    

6. 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) 01-Work in g  now  

02-Only t em pora rily  laid  off, s i ck lea ve, o r  m ate rnity lea ve
03-Lo ok in g  for w ork , u nemploy  ed 
04-Reti red 
05 -D isa b led, p erm an ently  o r  tem pora rily  
*Addition  al O ptio ns  Lis ted  Be lo w  

If "Other", specify:(DEJOBSP) 

7. Is the participant married, widowed, d ivorced, separated, never married, or living 
with a partner?(DEMARTL) 

01-Marrie d 
02-Wido w ed 
03-Divo rc ed 
04-Separated 
05 -N ever married  
*Addition  al O ptions  Lis ted  Be low

Comments:(DEM COMM) 



    

             

 
  

  
 

 

                   
 
 
 
 
 
 
 
   
 
  
   

     
   

      
       

     
   

 

                        
 

             
  

 

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-Centra l 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 part icipant has completed or the highest degree they have received? 
05 -5th grade 
06 -6th grade 
07 -7th grade 
08 -8th grade 
09 -9th grade 
10 -10th grade 
11 -11th grade 
12 -12th grade, no diploma 
13 -High school graduate 
14 -GED or equivalent 
15 -Some college, no degree 
16 -Associate's degree: occupational, technical, or vocational program 
17 -Associate's degree: academic 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 -Doctora l degree (e.g., PhD, EdD) 
98 -Refused 
97 -Don't know 

We would like to know about what the participant does -- is he/she working now, looking for work, ret ired, keeping house, a student, or what? 
06 -Keeping house 
07 -Student 
99 -Other 

Is the part icipant married, widowed, divorced, separated, never married, or liv ing with a partner? 
06 -Living with partner 
98 -Refused 
99 -Don't know 
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NIDA Clinical Trials Network 

0055B (ENR) 

1. Participant meets DSM-5 crite ria for mo derate or se vere o pioid use disorde r 
and/or alcohol use disorde r:(R7DRGDEP) 

2. Participant i s willing to b e r andomized to a nta gonist-based th erapy or TAU for 
tre atment of opioid a nd/or alco hol use d iso rders:(R7SEEK TX ) 

3. Participant i s HIV- infe cted as d efined by h istory of positive HIV serology or HIV 
RNA p cr >10,000 copies/mL:(R7HIV POS) 

4. Participant i s willing to e stablish ong oing HIV care at CTP , if no t alrea dy 
receiving ongo ing ca re:( R7 HIVTX) 

5. Participant i s willing to in itia te ART, if n ot alre ady prescrib ed ART, regard less of 
CD4 count:( R7 ARTRX) 

6. Participant i s at le ast 18 ye ars ol d:(R7PTA GE) 

7. Participant h as pr ovi ded written informed con sent and HIPAA for medica l re cord 
abstra ction:(R7INFORM ) 

8. Participant i s able to communi cate in Engl ish :(R7ENG LSH) 

9. If female , participant is willing to take measur es to a vo id b ecoming pregnan t: 
(R7BCUSE) 

Exclusion Criteria 
In order to m e et e ligibility ALL Exclusion answ ers m us t be "No" or "Not applicable ". 

1. Participant h as a seriou s med ica l, psychia tric, or substance use di sor der that, in 
the op inion of the stu dy physician, wou ld make study p articip ati on hazard ous to 
the pa rticipa nt, compromise study findin gs, or prevent the pa rticipa nt from 
co mpleting the study. 
Examples in clu de: 
(a)  Di sab ling or te rminal me dical illness (e .g., active op portunistic infectio n, 
uncompe nsate d heart failu re, cirrhosis or e nd-stage liver disease, acute 
hepatitis an d modera te to severe ren al impair ment) as assesse d b y med ica l 
histor y, r evi ew of systems, physical exa m and/or labor ato ry assessme nts; 
(b)  Severe, untreated, o r in adequ ate ly treated men tal hea lth disord er (e.g., 
active psychosis, uncon tro lled manic-d epressive illn ess) as a ssessed by history 
and/or cl inical inte rvi ew; 
(c) Curre nt severe benzodiaze pine or other depr essan t or se dative hypnotic use 
requir ing medical detoxi fication; 
(d)  Suicidal or homicidal ideation req uiring immedia te atte ntio n.(R7 PSYCH) 

2. Participant h as aspa rtate amin otr ansfe rase (AST ) o r a lanine aminotransferase 
(AL T) liver e nzymes greater th an five ti mes the upp er l imit of norma l o n 
scree ning phle botomy:(R7LFTS) 

3. Participant h as INR >1.50 or platele t co unt <100,00 0 mm3 :( R7 INR) 
4. Participant h as a known allerg y or sensitivity to n aloxo ne, na ltre xone, 

polylactide-co-glycolide, ca rboxymethylcullulo se, or oth er co mponents of the 

Vivitrol® diluen t:(R7ALE RGY) 
5. Participant a nticipate s und ergoin g surg ery du ring stud y participation: 

(R7SURGRY) 
6. Participant h as chron ic pai n re quirin g o ngoin g pain mana gemen t with op ioid 

analg esics:( R7 PAIN) 
7. Participant i s pending lega l action or other reasons tha t migh t preven t an 

individua l from comp letin g the stu dy:(R7LE GAL) 
8. Participant i s currently p regna nt or brea stfeeding :(R7P RE GNT) 

9. Participant h as a bod y hab itus th at, in the jud gmen t of the study physicia n, 
preclude s safe intramuscul ar i njectio n of XR-NT X (e.g., excess fat tissue over 
the bu ttocks):(R7HABTUS) 

10. Participant r eceive d methadon e o r b upren orphin e maintenan ce thera py for 
tre atment of opioid depend ence i n the 4 weeks prio r to scree ning:(R7MTDMNT) 

11. Participant h as taken an investig atio nal drug in ano the r study within 30 days o f 
study co nse nt:(R7OTSTDY) 

12. Participant has ECG findin gs that, in th e opinion of the study medical clin ici an, 
would preclude safe partici pation in the stu dy:(R7BLOCK) 

13. Participant has ha d trea tme nt with XR-NTX for opio id o r a lco hol depe ndence in 
the 3 mo nth s prior to scree ning:(R7XRNTX) 

Date of assessment:(R7ASMDT) (mm/dd/yyyy) 

Inclusion Criteria 
In order to meet eligibility ALL Inclusion answers must be "Yes" or "Not applicable". 

Web Version: 1.0; 1.00; 02-14-14 
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   If  "Other",  speci fy:(R7OTHRSP) 

   
    

   

Eligibility for Randomization 

1. Is the participant e ligible for th e study?(R7EL GSTY) 

2. Wi ll the participan t be rand omize d?(R7ELG RDM ) 

If "No", specify:(R7NORSP) 
2-D eclined stu dy pa rticipation
3-D eath
4-J udgmen t of  site/research staff
5-F ailed to ret urn to clin ic prior  to ran domiza tion
99 -Other

If "Judgment of research staff", speci fy:(R7JGOTSP) 

Comments:(R7COMM) 
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