
   
   
   

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

 

 
 

                     
   

    

  

  No Yes   
   

   

   

  

    
   

  

     (mm/dd/yyyy) 

     

    
    
     

 

    

 
 

 
    

    
   

 
 

  
  

   

  
  
  

   

 

0-None of the following 
1-Death 
2-Life-threatening event 

        
   

   

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Adverse Event (AD1) 
Web Version: 1.0; 4.00; 09-26-17 

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

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

1. Adverse event name:(A1DESCPT) 

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

3. Severity of event:(A1SEVRTY) 

4. Is there a reasonable possibility that the intervention caused the event?(A1RINTVN) 

If "Unrelated" to study intervention, alternative etiology:(A1AINTVN) 

If "Other", specify:(A1AEBSP) 

If "Related", action taken with study intervention:(A1ACTBI) 

5. Outcome of event:(A1OUTCM) 

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

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

0-None 
1-Decreased intervention 
2-Increased intervention 
3-Temporarily stopped intervention 
4-Permanently stopped intervention 
*Additional Options Listed Below 

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

(mm/dd/yyyy) 

Except for "None of the following", all selections in the question below will designate this as a Serious Adverse Event (SAE). The Serious Adverse Event Summary (AD2) form should be completed for all Serious Adverse Events reported. 
7. Was this event associated with:(A1ASSOC) 

3-Inpatient admission to hospital or prolongation of existing hospitalization 
4-Persistent or significant incapacity 
*Additional Options Listed Below 

(mm/dd/yyyy) 

(mm/dd/yyyy) 

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

b. If "Inpatient admission to hospital or prolongation of hospitalization": 
Date of hospital admission:(A1HOSPAD) 

Date of hospital discharge:(A1HOSPDC) 

Comments:(AD1COMM) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for AD1 

Event number (AESEQNO) (key field): 
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 

If "Related", action taken with study intervention: 
5-Participant terminated from study 

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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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Serious Adverse Event Summary (AD2) 
Web Version: 1.0; 2.00; 10-03-17 

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

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

1. Initial narrative description of serious adverse event:(A2SUMM) 

2. Relevant past medical history:(A2SAEMHX) No Yes    Unknown 

No Yes    Unknown 

Allergies, pregnancy, smoking and alcohol use, hypertension, diabetes, epilepsy, depression, etc. 
(A2MEDHX) 

3. Medications at the time of the event:(A2SAEMED) 

Medication Indication 
(Generic Name) 

(A2_01DNM) (A2_01DIN) 

(A2_02DNM) (A2_02DIN) 

(A2_03DNM) 

(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_03DIN) 

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

Treatment 
(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) 

Indication Date Treated 

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

(A2_2LBDT) 

Lab/Test Findings Date of Test 
(mm/dd/yyyy) 

(A2_1LBNM) (A2_1LBIN) (A2_1LBDT) 

(A2_2LBNM) (A2_2LBIN) 

(A2_3LBNM) (A2_3LBIN) (A2_3LBDT) 

(A2_4LBNM) (A2_4LBIN) (A2_4LBDT) 

(A2_5LBNM) (A2_5LBIN) (A2_5LBDT) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
6. Follow-up:(A2FOLLUP) 

Include labs/test results as they become available, clinical changes, consultant diagnosis, etc. 

7. Additional information requested by the Medical Monitor:(A2ADDINF) 

Have all Medical Monitor requests been addressed?(A2RQADDR) Yes   
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for AD2 

Event number (AESEQNO) (key field): 
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 
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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Serious Adverse Event Medical Reviewer (AD3) 
Web Version: 1.0; 3.00; 03-09-18 

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

1. Was this determined to be a serious adverse event?(A3SAE) No Yes   
2. Was this event considered associated with the study's behavioral intervention?(A3RINTVN) No Yes   
3. Was this event expected?(A3EXPECT) No Yes   

No Yes   

4. Is this a standard expedited/reportable event? 
(i.e., is it serious, unexpected and related to therapy)(A3EXPFDA) 

No Yes   

No Yes   

If "No", is this an expedited/reportable event for other reasons?(A3EXPOTH) No Yes   
5. Does the protocol need to be modified based on this event?(A3MPROT)

6. Does the consent form need to be modified based on this event?(A3MCNST) 

7. Is the review complete?(A3REVDNE) No Yes   

 (intials) 

 (intials) 

If "No", what additional information is required:(A3ADDINF) 

Assessed by:(A3ASRID)

Reviewed by:(A3REVID)

Comments:(A3COMM) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for AD3 

Event number (AESEQNO) (key field): 
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 
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   NIDACl sN wokrteTilraii lnca 

    --1110.WebVersion:1.0; 0; 15 61 

  

   

  

   The ne xt questi on  s  as k  abou t yo u r H IV medica tion s. HIV med ications are someti m es re ferre d to as  an tiviral med ication s, antiretroviral med ications, ART,  or a "drug cocktail". The se med ication s are tak en to inc rease or  main tain your
T-cells an d to red uce you r viral load. HIV medica tion s tre at HIV specifically;  they do not  in clude oth er med ication s, even those for oppor tunistic inf ection (OI) pre vention.

  (mm/dd/yyy Date  of  assessm en t: (ADHASMDT) 

        No Yes 

      No Yes 

   By " ac tive" prescripti on we mea n an y pr escription you ca n currently fill or  any medic ation you curre ntly have in you r po ssession

   If "Y es",  h ave you tak en HIV med ications in the pa st 4 weeks?(ADHIVRXW)

   If "Yes",   a re yo u curren tly taking HIV medica ti ons?(ADHIVRXC)

   By " cu rren tl y tak  ing" we mea n tak  ing  HIV medica ti on s on 2 or  more da ys in the pa st 7 days.

        

        

Yes No 

No Yes 

   The ne xt question s as k abou t HIV medic ations you are  curren tly tak ing. Man y pa tients find it d  ifficult to tak e all of their HIV med ications ex actly as prescribed.

   )doses(xx 

   

        

        

No 

No 

Yes 

Yes

   

   RA Ins tructi on :  Prov id e pa rtic ipant  with  a ref erence  ca rd tha t lists all re sponse op tion s for his/her easy ref erence.

   The following  qu esti on s as k  ab o u t sym ptom  s you might have ha d du ring the pa st 4 weeks. Choose the response/answer that describes how muc h yo u ha ve be en bo th ered by  ea ch symptom. 

 
 

 
 

 
 

t r

HIV Adh erence Measures (ADH) 

Segment(PROTSEG):A 

Visitnumber(VISNO): 

H ow man y  dos es  of you r H IV med ic ati on s did   you miss in the pa st  7 da ys?(ADDOSMS) 

H ave  you tak en pre scribed med ication s specifically to tre at HIV sin ce your last  CTN- 0049 stu dy visit
(A DHIVRXH) 

1.

2.

3.

4P rov id e  you r best guess  ab o u t  wha t percentage  of your prescrib ed HIV medic ati ons you ha ve  tak en  in
the   pa st  4 wee ks: 
It w  ou ld be su rprising  if t hi s was 10 0 %  for  mos t people.
Exam ple s:  0%  mea ns  you ha ve  tak en none of  you r med ications in the pa st 4 we eks, 50%  mea ns you
have  tak en  ha lf  o f  yo u r m ed ic ati on s  in the pa st  4 wee ks, a nd 10 0 % mea ns you ha ve  tak en every
single  dose   of you r m ed ic ati on  s in the  pa st  4 wee ks.(A DDOSTKP) 

.

)y 

?

D o you ha ve  an ac tive pre scription for  HIV med ications?(ADHIVRXA)

.

% 

5If  you fee l  worse, d o you so meti mes  stop taking your HIV med ic ation s? (ADWORSE) .

D id you miss an y of  you r HIV medic ations  ov er t he pa st  wee kend ?(ADWKND) 

"Y es "  m ea ns  you miss ed  medica tions. "N o"  mea ns  you did  NOT miss  medica ti ons.

6.

In the past 4 weeks, have you been bothered by: No Yes 

If "Yes", how  much have you been bothered by the 
symptom? 

Doesn't BothersMe BothersMe BothersMe 
BotherMe aLitle aLot Te ribly 



  

  

  

  

  

  

  

   

  

  

(ADENERGY) (ADENBTHR) 

(ADFEVER) (ADFVBTHR) 

(ADDIZZY) (ADDZBTHR) 

(ADNUMB) (ADNBBTHR) 

(ADREMBER) (ADRMBTHR) 

(ADVOMIT) (ADVTBTHR) 

(ADBOWEL) (ADBWBTHR) 

(ADSAD) (ADSDBTHR) 

(ADNERVES) (ADNVBTHR) 

(ADSLEEP) (ADSPBTHR) 
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    Fatigue or loss of energy?

    Fevers, chills, or sweats?

    Feeling dizzy or lightheaded?

    Pain, numbnes s, or tingling in the hands or feet?

   

    Nausea or vomiting?

    Diarrhea or loose bowel movements?

    Felt sad, down, or depressed?

   

    Difficulty falling or staying asleep?

         

         

 
 

 
 

 
 

    

  

  

  

  

  

  

  

(ADSKNPRB) (ADSKBTHR) 

(ADCOUGH) (ADCHBTHR) 

(ADHEDACH) (ADHDBTHR) 

(ADAPETIT) (ADAPBTHR) 

(ADBLOAT) (ADBLBTHR) 

(ADMSACHE) (ADMSBTHR) 

(ADSEXPRB) (ADSXBTHR) 

(ADBDYCHG) (ADBYBTHR) 

   

   

   

   

   

   

   

t r

7.

8.

9.

10.

11. Trouble remembering?

12.

13.

14.

15. Felt nervous or anxious?

16.

Inthepast4weeks,haveyoubeenbotheredby: No Yes 

If"Yes",how muchhaveyoubeenbotheredbythe 
symptom? 

Doesn't 
BotherMe 

BothersMe 
aLitle 

BothersMe 
aLot 

BothersMe 
Te ribly 

17.  Skin problems, such as rash, dryness, or itching?

18. Cough or trouble catching your breath?

19. Headache?

20. Los s of appetite or change in the taste of food?

21. Bloating, pain, or gas in your stomach?

22. Muscle aches or joint pain?

23. Problems with having sex, such as loss of interest or lack of satisfaction?

?24. Changes in the way your body looks, such as fat deposits or weight gain
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(ADWTLOSS)  (ADWTBTHR)  

(ADHAIRCG)  (ADHRBTHR)  

    Pr o b lems with weig ht los s or  was ting?

   

   

   Commen ts:( ADHCOMM) 

25.

26. Hair  los s  or  changes in the way you r hair look s?
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   NIDACl sN wokrteTilraii lnca 

 

  
    6-1 WebVersion:1.0;2.02;10-14

                     

     

         

                     

(mm/dd

Don Refusedtoanswer 

)y 

wkno 't 

yy/y 

Yes 

Yes 

No 

No 

   

   

 

   

      

                       

x

x (ADWAGEYR) (xxxxxxx) :A lnnua -r-o)xxx. 

(x) 

(x 

:urs 

l:ury 

Ho 

H o 

 

   

                

   

                

x x

x x

AdditionalDemographics(ADM) 

Don Refusedtoanswer 

Refusedtoanswer 

wkn 't o )

 

)(ADPIDKRF 

Segment (PROTSEG):A  

Visit number (VISNO):  

Date of assessment:(ADMASMDT)

1.Some of our participants identify themselves as transgender. Do you ide nti fy yourself as transgender? 
(ADTRANSG) 

   If "Y es ",  h  ave you had  se x reassignment surgery?(ADSEXSUR)

x(xxx 

t

h

R eg ardl ess  of  fu ll-ti m e or  part- tim e sta tus, h ow  man y hou rs pe r wee k on av erage do you  
work ? (A  DWRHRWK) 

W ha t  is  you r cu rren t  wag e  for  this   job ?(ADWAGEHR) 

2.

3.

W e wou ld  like  to know ab ou t  wha t yo u do.  A re you work i ng now , look ing for  work, re tired, keeping
hou se, a  stu dent, o r wha t? (ADWORKIN) 

   If " Othe r",  s  pecify:(ADWORKOT)

W ha t  was you r to ta l personal income in  the  las t year from all s ou rces?(ADINCPER) 

   If "Don't  k now" o r  " R efu sed  to an sw er" ,   which of  th e  following   is  the  ca tegory that your total personal
inco me from   all s o u rces  wou ld  be in?  (A DINCPRW) 

W ha t is you r best esti m ate  of  the  tota l  inco me of  a ll fa m ily  membe rs from  all  legal sou rces, before  tax es
in  the  las t calendar year?( A DINCFAM) 

2A re you curren tl y pre gnant?(ADPREGNT).

3.

4.

5. ,

S pe cif y  what  kind of  paid work you do: 
Prov id e de tail  that describes the  activity or sk ill required by the job  and  if it in volves  man agem en  
of o th e rs. F or exam ple , ra ther than "construction" w e'd  lik e "br ick layer"; rath er th an  "meta l- work er" 
we'd  lik e  weld e r;  ra th er than "restaurant" w e'd lik e "wait -p erson in a res taurant" ; rath er than "healt
care"  w e'd  like "m edica l  assistant" o r  " ph lebotomist"; ra th er th an "ha ir salon" w e'd  lik e  
"h airdresser"  or " m an icurist" .(A DKINDWK) 

1.

Don wkno 'tx(xxx )(ADTIDKRF) 
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   Note that the participant's personal income should be included in total income. 

   If "Don't  k now" or  " R efu sed  to an sw er" , w hich of  the follow ing   is  the  ca tegory tha t your total family
inco me from  leg al sou rces  wou ld  be in?  (ADINCFMW) 

   

 

    

  

  

  

  

  

  

  

  

  

  

  

No Yes 

(ADPRIHEA) 

(ADMEDCAR) 

(ADMEDIGA) 

(ADMEDICD) 

(ADSCHIP) 

(ADMILTAR) 

(ADINDIAN) 

(ADSTATSP) 

(ADGOVOTH) 

(ADSINGLE) 

(ADADAP) 

(ADINOTSP) 

 

  

    

   

  

   

    

  

   

 

    

   

   

   Medicare:

 Medi-gap:

 ADAP:

  State-sponsored health plan:(ADSTATES

         

6A re you cov ered  by he alth ins urance or  some oth er kind of  health ca re pla n?(ADHLTINS) .

  Private health insurance:.a

b.

c.

)d.  Medicaid state plan name:(ADMDSTSP

 SCHIP (CHIP/children's health insurance program):e.

Military health care (Tricare/VA/champ-VA):f. 

 Indian health service:g.

)h.

i.  Other government program:

 Single service plan (e.g., dental, vision, prescriptions):j.

k. 

)l.  "Other insurance", specify:(ADINSOTH

D uri ng  the  pa st  6 mon th s, whe re did you live or  sleep  mos t of  the time?(ADLIVSLP) 

7If  yo u are  en rolled  in  this stu dy,  will you be liv ing in the  vic inity an d able to  ret urn to this site for a
fol low - up vis it  12 to 16  months fro m  today?(ADLIVVIC) 
.

8.

No Yes 
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   If "Othe r",  s  pecify:(ADOTSLEP)

   

 

 

  

   

   

   

  

   

   

   

  

   

  

     

   

  

  

   

   

   

  

  

   

  

   

   

   

   

      

      

      

  "Other", specify:(ADLVWTSP

 Friends:

  Other family:

  Alone:

 Indicate who you curren tly l iv e with. 

 In jail:

  Rent an apartment/house (alone or with others):

  Homeless (e.g., living on the street, in a park, in a bus station)

   In  the  pa st  6 months, indicate all th e places you ha ve  lived.

 

  )

  

  

  

  

  

  

  

  

  

No Yes RefusedtoAnswer 

    

    

    

    

    

    

    

    

    

    

    

    

    

CTN-0064 Annotated CRFs - Segment A

9.

No Yes RefusedtoAnswer NumberofNights 

:a. (ADHOMELE) (ADHMLSNT) 

 Emergency or homeless shelter:b. (ADSHELTE) (ADSHLTNT) 

Transitional (time-limited) single-room  occupancy hotel:c. (ADTRANSI) (ADTRNSNT) 

 Permanent single-room  occupancy hotel:d. (ADPERMAN) (ADPRMTNT) 

e.  HIV/AIDS housing/group home: (ADGROUP) (ADGRPNT) 

Drug treatment facility:f. (ADDRUGTX) (ADDGFLNT) 

 Other residential facility or institution (e.g., health care facility, halfway house):g. (ADRESOTH) (ADFLOTNT) 

 Staying with family/friends:h. (ADFAMILY) (ADFMLYNT) 

i. (ADRENT) (ADRENTNT) 

 Own my home:j. (ADOWNHOM) (ADOWNNT) 

k. (ADLVJAIL) (ADJAILNT) 

 "Other", specify:(ADLIOTSP)l. (ADLIVEOT) (ADLVOTNT) 

10.

a. (ADALONE) 

(ADPARTNE) 

(ADPARENT) 

(ADCHILDR) 

(ADFAMOTH) 

(ADFRIEND) 

(ADRMMATE) 

(ADWHOOTH) 

 Partner:b.

Parents:c.

 Children:d.

e.

f.

 Roommates/housemates:g.

h.

No 

No 

No Do you liv e wi th an yo ne who  has a current alcohol problem?(ADLVALCH)11.

Do you liv e wi th an yone who  uses illegal drugs or marijuana?(ADLVDRG)12.

Do you liv e wi th   an yo ne  who  abuses prescription/OTC  medications or other substances?( ADLVDRRX)13.

Y

Y

Y

e

e

e

s 

s 

s 
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x(x) 

(xxx) 

(xxx) 

No 

No 

Yes 

Yes 

   

   

   

  

 

 Ind icate the  types of programs you ha ve  pa rticipated in du ring the pa st 12 months and pa st 6 month s.

    

  

  

  

  

  

  

  

  

  

Past12Months Past6Months 

No Yes No Yes 

(AD12OUTP) (AD06OUTP) 

(AD12IPTR) (AD06IPTR) 

(AD12METM) (AD06METM) 

(AD12BUPT) (AD06BUPT) 

(AD12DTXT) (AD06DTXT) 

(AD12RSDT) (AD06RSDT) 

(AD12AATR) (AD06AATR) 

(AD12NRCT) (AD06NRCT) 

(AD12OTTR) (AD06OTTR) 

  

  

   

  

  

  

  

   

    

  Alcoholics Anonymous (AA):

  Detoxification:

  Buprenorphine treatment:

  Inpatient drug treatment:

  Drug free outpatient drug treatment:

 

   

   Commen ts:( ADMCOMM)

Do you ha ve  an y child ren un der the ag e of 18?(ADCHILD)

   How man y children un der 18 do you ha ve da ily ca re an d res pon sibility for ?(ADRESPCA)

.

How  man y times have you be en  hos pitalized sin ce your last CTN- 0049 stu dy visit?(ADHSP049) 

   Of th ese hos pitalizations, how man y  tim es ha ve  you be en  hospit alized in the pa st 12 month s?
(AD12MHSP) 

.15

Have you ev er partic ipated in  alc oh ol or drug treatment?(ADALDRTR)

   Have  you pa rtic ipated in alc oh ol or drug  tre atm en t  in the pa st 12 months?(AD12ALDR)

.16

17 .

a.

b.

Methadone maintenance:c.

d.

e.

Residential treatment program:f. 

g.

 Narcotics or Cocaine Anonymous (NA):h.

 "Other", specify:(ADOTTRSP)i.

14
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l l

AdditionalSelectionOptionsforADM 

Wewouldliketoknow aboutwhatyoudo.Areyouworkingnow,lookingforwork,retired,keepinghouse,astudent,orwhat? 
6- Unemplo y ed, not loo king for  work
7- Retired
8- Disabled , p erman ently or  temporarily
9- Unpaid ch ild care or  housework
10 -Student
11 -Curren tly incarcerated
99 -Other

If"Don'tknow"or"Refusedtoanswer",whichofthefolowingisthecategorythatyourtotalpersonalincomefrom alsourceswouldbein? 

Duringthepast6months,wheredidyouliveorsleepmostofthetime? 

6- $30,001 to $40,000
7- $40,001 to $50,000
8- Mor e than $50,000
97 -Don't k now
98 -Refu sed to an swer

6- Drug tre atmen t facility
7- Other residential facility or institution (e. g., health ca re facility, halfway hou se)
8- Staying with family/friends
9- Rent an ap artmen t/house (a lone or  with others)
10 -Own my home 
11 -In jail 
99 -Other
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  No Yes   
    

   If "Yes", indicate the dates and outcomes for all HIV care visits scheduled since the participant's last CTN-0064 study visit. 

 

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

HIV Medical Care Part Two (Medical Record) (AM2) 
Web Version: 1.0; 5.00; 12-14-17 

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

Facility name (FACPRLC):  
Sequence number (SEQNUM2):  

This is a supplemental form to the Access to and Utilization of HIV Medical Care (Medical Record) (AUM) form. 
This form is available to capture HIV Care visits and HIV CD4 and VL tests when all rows for these visits have been entered in the AUM form. If there is room in the AUM form, information should be entered in the AUM first. 

HIV Care Visits and HIV Testing 

RA Instruction: The following questions refer to medical records regarding HIV visits and HIV testing that occurred after the CTN-0064 baseline study visit. Tests collected as part of the CTN-0064 study visit should not be included in this abstraction. 
RA Instruction: The following questions refer to medical records regarding HIV visits and HIV testing that occurred since the last abstraction and prior to the participant's final study visit. Tests collected as part of the CTN-0064 study visit should not be included in this abstraction. It is understood this abstraction may occur after the participant's final study visit. 

1. Is there evidence the participant scheduled additional HIV care visit(s) since the last CTN-0064 study visit?(AMSHIVVS)

Scheduled Visit Outcome 
Visit Date 

(AMVSDT19) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC19) 

(AMVSDT20) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC20) 

(AMVSDT21) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC21) 

(AMVSDT22) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC22) 

(AMVSDT23) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC23) 

(AMVSDT24) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC24) 

(AMVSDT25) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC25) 

(AMVSDT26) 

http://wfbui:9220/WFB/navigateReportList.action 

http://wfbui:9220/WFB/navigateReportList.action
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@2Date Specimen @2Laboratory Name and Address @2HIV Test(s) @2CD4 Count @2CD4 Percent ^2HIV Viral 
Collected (If Different from Facility Name) Performed (cells/µL) (%) Load 

Undetectable? 

No 

(AMTSDT13) (AMPRLC13) (AMTST13) (AMCD4C13) (AMCD4P13) (AMVLUN13) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT14) (AMPRLC14) (AMTST14) (AMCD4C14) (AMCD4P14) (AMVLUN14) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT15) (AMPRLC15) (AMTST15) (AMCD4C15) (AMCD4P15) (AMVLUN15) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT16) (AMPRLC16) (AMTST16) (AMCD4C16) (AMCD4P16) (AMVLUN16) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT17) (AMPRLC17) (AMTST17) (AMCD4C17) (AMCD4P17) (AMVLUN17) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT18) (AMPRLC18) (AMTST18) (AMCD4C18) (AMCD4P18) (AMVLUN18) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT19) (AMPRLC19) (AMTST19) (AMCD4C19) (AMCD4P19) (AMVLUN19) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT20) (AMPRLC20) (AMTST20) (AMCD4C20) (AMCD4P20) (AMVLUN20) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT21) (AMPRLC21) (AMTST21) (AMCD4C21) (AMCD4P21) (AMVLUN21) 
1-CD4 count 
2-HIV viral load 
3-Both 

(AMTSDT22) (AMPRLC22) (AMTST22) (AMCD4C22) (AMCD4P22) (AMVLUN22) 

Yes 

@2If 
"Undetectable", 

Lab's Lower 
Limit 

(copies/mL) 

(AMVLLW13) 
< 

(AMVLLW14) 
< 

(AMVLLW15) 
< 

(AMVLLW16) 
< 

(AMVLLW17) 
< 

(AMVLLW18) 
< 

(AMVLLW19) 
< 

(AMVLLW20) 
< 

(AMVLLW21) 
< 

(AMVLLW22) 
< 

@2If "Detectable", @2HIV Viral Load Assay Type 
HIV Viral Load 

(copies/mL) 

(AMVL13) (AMVLAS13) 

(AMVL14) (AMVLAS14) 

(AMVL15) (AMVLAS15) 

(AMVL16) (AMVLAS16) 

(AMVL17) (AMVLAS17) 

(AMVL18) (AMVLAS18) 

(AMVL19) (AMVLAS19) 

(AMVL20) (AMVLAS20) 

(AMVL21) (AMVLAS21) 

(AMVL22) (AMVLAS22) 

  

  

  

  

  

    
    

  
    

   

5/16/2018 Protocol: 0064 Randomization (0064B) 

(AMVSDT28) 0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

(AMVSOC28) 

2. Is there evidence the participant had additional CD4 count test(s) and/or HIV viral load test(s) since the last CTN-0064 study visit?(AMSHIVTS) No Yes   

If "Yes", indicate the dates and results of all CD4 count tests and all HIV viral load tests performed since the participant's last CTN-0064 study visit. 

(AMVSOC26) 

(AMVSDT27) 

(AMVSOC27) 

0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

0-Participant no show 
1-Participant attended appointment 
2-Appointment canceled by participant 
3-Appointment canceled by clinic 
4-Appointment canceled, other 

http://wfbui:9220/WFB/navigateReportList.action 

http://wfbui:9220/WFB/navigateReportList.action
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5/16/2018 Protocol: 0064 Randomization (0064B) 
1-CD4 count 
2-HIV viral load 
3-Both 

Comments:(AM2COMM) 

http://wfbui:9220/WFB/navigateReportList.action 

http://wfbui:9220/WFB/navigateReportList.action
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for AM2 

Sequence number (SEQNUM2) (key field): 
01-1 
02-2 
03-3 
04-4 
05-5 
06-6 
07-7 
08-8 
09-9 
10-10 

http://wfbui:9220/WFB/navigateReportList.action 

http://wfbui:9220/WFB/navigateReportList.action
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y

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

No Yes 

(mm/dd/yyy)    Date  ab stracti on  pe rfo rm ed :(APABSTDT) 

   

   

   Commen ts:( APDCOMM)

Additional Psychiatric Diag noses (Medica l Record) (APD)

D rug  us e  dis o rd er:(A PDRUG) 

A lco ho l  use  dis o rd er:(A  PALCOHO) 

D ep re ssion  :( APDEPRES) 

D iag no s is  un specified bu t prescripti on  for  anti psychotic medica tion(s):(APRXANTI) 

Segm en t  (PROTSEG):A  

Visi t  num be r ( VISNO):  

1Is  the re  ev id ence  the  pa rticipant has ev er received an y of the following  ps ychiat ric dia gnoses?
(APPSYCH) 
.

c.

j.

a.

b.

Bipo la r:( A PBIPOLA) 

)S chizo p hrenia:( APSCHZPHe.

d.

fS chizoaffec tive disor der:(APSCHZAF).

D iag no sis  un specified bu t prescripti on for  ora l  mood  stab ilizer(s):(APRXMOOD)

A nxiety diso r der:( A PANXIET) g.

hP os t- traumatic  str ess  disor der:(A PPTSD) .

i.
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    WebVersion:1.0; 641--1100;30. 

                     

   This is a participant self report form and should reflect only the information provided by the participant. 

   RA Instruction: 

   You may need to remind the participant s/he reported taking HIV medications since their last CTN-0049 study visit, currently taking HIV medications or having an "active" HIV medication prescription on the HIV Adherence Measures (ADH) form. 

   Prompt the participant as follows: 

   If the participan t d oes no t have the med ication bo ttle s or  a list of  med ications, you  may  ne ed  to h e lp  him /he  r rem em be r the  HIV  med ications:  

   If the participant is unable to recall an exact date, record an estimated date using the "Mid-month", "Mid-year", and "Mid-decade" convention: 

   Enter all HIV medications taken since the participant's last CTN-0049 study visit and all active HIV medication prescriptions on the ARV Medication Log, even if the participant never started taking the medication or has poor adherence to the medication. Do NOT record other medications, even those for opportunistic infection (OI) prevention. 

   

   List all H IV med ications tha t yo u ha ve  tak en  sin ce you r last CTN -0049 stu dy vis it, or for wh ich you ha ve re ceived a pre scription, or have  an ac ti ve pre scripti on. An "acti ve" prescripti on is a pre scription you can curren t ly fill or a med ic ation you curre ntly have in you r po sse ssion .
HIV med ications are sometim es ref  erre d  to as an tiviral medication s, antiretrov iral medications, ART, or a "dr ug  coc ktail". These med ications are  tak en  to inc rease  or  main tain you r T-cells and to red uce you r viral loa d. HIV  med ications treat HIV specifically;   the y do no t  in clude oth er medications, e ven thos e for  op por tunistic inf ection (OI) p  reventi on . 

   

      
 

           

    

               

               

               

               

               

               

               

t

i s

l l

@2 gNmeaDru @2DrgNo
St

tu
dtare 

@2 DtaettarS @2StopDtae @2Onoga
Temi o

t 
n 

in
itna

g
r

Pa Bro
o

ot

thug
niP itrescrp

le 

ii tcpan
"
B

tr
iveAtc

4̂
"

@2 clyNameadA sWh eMe onP bdeirescriitcaderdresdnitFa
lease 

Ob itanedMR 
Re

2̂ drdnaharmacP@2 yNmeadA es itane
Rleease 

2̂Ob dMR 

No Yes onF DateiliP itrescrp Numb o ilsfPer No Yes No sYe

(ARDRUG01)1. (ARNTST01) (ARSTDT01) (ARSPDT01) (ARONG01) (ARACTV01) (ARRXDT01) (ARPILL01) (ARPRLC01) (ARRXMR01) (ARPRLC16) (ARPHMR01) 

(ARDRUG02)2. (ARNTST02) (ARSTDT02) (ARSPDT02) (ARONG02) (ARACTV02) (ARRXDT02) (ARPILL02) (ARPRLC02) (ARRXMR02) (ARPRLC17) (ARPHMR02) 

(ARDRUG03)3. (ARNTST03) (ARSTDT03) (ARSPDT03) (ARONG03) (ARACTV03) (ARRXDT03) (ARPILL03) (ARPRLC03) (ARRXMR03) (ARPRLC18) (ARPHMR03) 

(ARDRUG04)4. (ARNTST04) (ARSTDT04) (ARSPDT04) (ARONG04) (ARACTV04) (ARRXDT04) (ARPILL04) (ARPRLC04) (ARRXMR04) (ARPRLC19) (ARPHMR04) 

(ARDRUG05)5. (ARNTST05) (ARSTDT05) (ARSPDT05) (ARONG05) (ARACTV05) (ARRXDT05) (ARPILL05) (ARPRLC05) (ARRXMR05) (ARPRLC20) (ARPHMR05) 

(ARDRUG06)6. (ARNTST06) (ARSTDT06) (ARSPDT06) (ARONG06) (ARACTV06) (ARRXDT06) (ARPILL06) (ARPRLC06) (ARRXMR06) (ARPRLC21) (ARPHMR06) 

(ARDRUG07)7. (ARNTST07) (ARSTDT07) (ARSPDT07) (ARONG07) (ARACTV07) (ARRXDT07) (ARPILL07) (ARPRLC07) (ARRXMR07) (ARPRLC22) (ARPHMR07) 

ARV  Me d icati on Log (S elf Rep ort) (ARS) 

"What are the names of your HIV medications?" 
"Do you have your medications or a list of medications with you?" 

"When did you start your current regimen?" 

Use the laminated card with pictures of the pills to help the participant identify his/her medication. 
Use the "Common Regimens" list to suggest names (use both generic and brand names to jog his/her memory). 

If the exact day is unknown, default to the middle of the month = 15  (e.g., mm/15/yyyy) 
If the month and day are unknown, default to the middle of year and month = 06/15   (e.g., 06/15/yyyy) 

If the year is unknown, default to the middle of the decade   (e.g., "90's" = 1995 = 06/15/1995) 
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1 1

(ARDRUG08)8. (ARNTST08) (ARSTDT08) (ARSPDT08) (ARONG08) (ARACTV08) (ARRXDT08) (ARPILL08) (ARPRLC08) (ARRXMR08) (ARPRLC23) (ARPHMR08) 

(ARDRUG09)9. (ARNTST09) (ARSTDT09) (ARSPDT09) (ARONG09) (ARACTV09) (ARRXDT09) (ARPILL09) (ARPRLC09) (ARRXMR09) (ARPRLC24) (ARPHMR09) 

(ARDRUG10)0.1 (ARNTST10) (ARSTDT10) (ARSPDT10) (ARONG10) (ARACTV10) (ARRXDT10) (ARPILL10) (ARPRLC10) (ARRXMR10) (ARPRLC25) (ARPHMR10) 

(ARDRUG11)1.1 (ARNTST11) (ARSTDT11) (ARSPDT11) (ARONG11) (ARACTV11) (ARRXDT11) (ARPILL1) (ARPRLC11) (ARRXMR 1) (ARPRLC26) (ARPHMR11) 

(ARDRUG12)2.1 (ARNTST12) (ARSTDT12) (ARSPDT12) (ARONG12) (ARACTV12) (ARRXDT12) (ARPILL12) (ARPRLC12) (ARRXMR12) (ARPRLC27) (ARPHMR12) 

(ARDRUG13)3.1 (ARNTST13) (ARSTDT13) (ARSPDT13) (ARONG13) (ARACTV13) (ARRXDT13) (ARPILL13) (ARPRLC13) (ARRXMR13) (ARPRLC28) (ARPHMR13) 

(ARDRUG14)4.1 (ARNTST14) (ARSTDT14) (ARSPDT14) (ARONG14) (ARACTV14) (ARRXDT14) (ARPILL14) (ARPRLC14) (ARRXMR14) (ARPRLC29) (ARPHMR14) 

(ARDRUG15)5.1 (ARNTST15) (ARSTDT15) (ARSPDT15) (ARONG15) (ARACTV15) (ARRXDT15) (ARPILL15) (ARPRLC15) (ARRXMR15) (ARPRLC30) (ARPHMR15) 

Comm (t:ensARSCOMM) 
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    AdditionalSelectionOptionsforARS 

Drug name 01 
06- Edurant - RPV 
07- Emtriv a - FT C 

08- Epivir - 3TC
09- Epzicom - AB C + 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- Nor vir - RTV
18- Prezista BID - DRV
19- Prezista QD - DRV
20- Prezista + Norv ir +T ruvada (DRV/r  twice da ily) - DRV/r +TDF + FTC
21- Prezista + Norv ir + Truv ada (once  da ily)  - DRV/r  + TDF + FTC 
22- Reyataz - ATV
23- Reyataz + Norv ir + Truvada - AT V/r  + TDF + FTC  
24- Rescriptor - DL V
25- Retrovir - AZT (or  Z DV)

26- Selzentry - MVC 
27- Selzentry + Truvada - MVC + TDF + FTC
28- Stribild - EVG + COBI  + TDF + FTC
29- Sustiva - EFV
30- Tivacay (dolu tegravir) 
31- Trizivir - ABC + 3TC + ZDV (or  AZT)
32- Truvada - TDF + FTC
33- Videx - ddl
34- Viracept - NFV

35- Viramune - NVP
36- Viramune XR (QD) -  NVP
37- Viread - TDF
38- Zerit - d4T
39- Ziagen - ABC
40- Descovy (emtricit abine/TAF)
41- Evotaz 
42- Genvoya 
43- Odefsey (emtricitabine/rilpivirine/TAF)

44- Prezcobix  
45- Triumeq
46- Tybost
47- Vitekta
97- Don't k now
99-Other/Exp erimen tal/Blin ded study
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    6-1 WebVersion:1.0;1.01;10-14

                     

         

  

         

  

(mm/dd/yyyy) 

(mm/dd/yyyy) 

Yes 

Yes 

No 

No 

   

   

   Commen ts:( ARVCOMM)

ARV Medications (Medical Record) (ARV) 

If  "Yes",  d ate of  m os t recent evid ence  tha t med ic ati on was pr escrib ed:(AVPRSCDT)a.

bIf  "Yes",  fa cility  na me an d address for   evidence that med ication was sto pped:(AVPRLC02).

ART medic ati on na m e (ARTMED):  

Sequence  of  m edica ti on  (MEDSEQNO):   

1Is  the re  ev id ence  thi s  ART medica ti on was pre scrib ed? 
"E vid ence  thi s   ART med ic ation wa s pre scrib ed" mea ns  doc um en tation of  a wr itten pr escription or
doc um en tati on  tha t  the pa rticipant  is curren tl y  tak  ing  thi s med ic ation  (e. g., c linician  note , m edica tion 
log  ,  prescription log  from cli nic or pharmacy, pha rm ac y  fill   d ata).(AVPRSCRX)

.

2Is  the re  ev id ence  this ART medica ti on was stop p ed?
"E vid ence thi s   ART med ic ation wa s stoppe d" m ea ns  cli n ician  docum en tati on  tha t the  pa rtic ipant
sto ppe d  tak  ing  this  med ication  (e. g., c linician  no te , m ed ic ation log ).(AVSTOPRX) 

.

If  " Yes",  d ate of  m os t recent evid ence  tha t  med ic ati on  was stop p ed:(AVSTOPDT)a.

bIf  "Yes",  fa cility  na me an d address for evidence that medication was prescrib ed:(AVPRLC01) .
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    AdditionalSelectionOptionsforARV 

ART medic at ion na me (ARTMED) (ke y fie ld): 
01 -Apti vus - TPV 
02 -Atripla - EFV + TDF + FTC 
03-Combivir - ZDV + 3TC  or AZT + 3TC 
04-Complera - RPV + TDF + FTV 
05 -Crix ivan - IDV
06 -Edu rant - RPV
07 -Emtriv a - FTC
08-Epivir - 3TC
09-Epz icom - ABC + 3TC 
10 -Fuzeon  - T20
11 -Intelence - ETV 
12 -Invirase - SQV
13 -Isentress - RAL
14 -Isentress + Tr uvada - RAL + TDF + FTC
15 -Kaletra - LPV/r
16 -Lexiva - FPV
17 -Norv ir - RTV
18-Prezista BID - DRV 
19 -Prezista QD - DRV 
20-Prezista + Norv ir +Truv ada (D RV/r  twice  da ily) - DRV/r +TDF + FTC 
21 -Prezista + Norv ir + Tr uvada (once da il y) - DRV/r + TDF + FTC
22 -Rey ataz - ATV
23 -Rey ataz + Nor vir + Truvada
- ATV/r +   TDF + FTC 
24 - Res cripto r - DLV
25 -Retr ovir - AZT (or ZDV) 
26 -Selzentry - MVC
27 -Selzentry + Truv ada - MVC + TDF + FTC
28 -Stribild - EVG + COBI + TDF + FTC 
29 -Sustiva - EFV
30-Tiva cay (dolu tegravir) 
31 -Trizivir - ABC + 3TC + ZDV (or A ZT)
32 -Truvada - TDF + FTC 
33 -Videx - ddl
34 -Vira cept - NFV
35 -Viramun e -  NVP 
36 -Viramun e XR  (QD) -  NVP 
37 -Vire ad - TDF
38 -Zerit - d4T 
39-Ziagen - ABC
40 -Des cov y (emtric it ab ine /T AF) 
41 -Evotaz
42 -Gen voya
43-Ode fsey (emtric it ab ine /r ilpivirine/TAF)
44 -Prezcobix 
45 -Triumeq
46 -Tyb ost
47-Vitekta 
99-Other/E xperimen tal/Blin ded stu dy

Sequence  of  m ed ic at ion (MEDSEQNO) (k ey fie ld): 
01 -1st medica ti on  us e
02 -2nd medic ation us e 
03 -3rd medica tion us e 
04 -4th med ication use
05 -5th med ication use
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   Date of  assessmen t:(ASDASMDT)   y(mm/dd/yyy) 

   

   

   

   

   

   Route of Administration: 

   

   

         
 

   

       

    

 

       
   

 

       

    

  

       

    

  

0Days 
) 

3
days(

AP tas. meUse 
) 

i
years
ftei
(

B L. 2C eo
Use(o

itrs 
) 
Ff
tnse
)years

Ag.

(

^ Ro eoAdmi oniittnsraftu.D tnsComme

(ADALA30D) (ADALALFT) (ADALAONS) (ADALAONA) 

N/A 

- (ADALACOM) 

(ADALI30D) (ADALILFT) (ADALIONS) (ADALIONA) 
N/A 

- (ADALICOM) 

(ADHER30D) (ADHERLFT) (ADHERONS) (ADHERONA) 

N/A 

(ADHERRTE) (ADHERCOM) 

(ADMDP30D) (ADMDPLFT) (ADMDPONS) 

A 

(ADMDPONA) 

N/

(ADMDPRTE) (ADMDPCOM) 

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

Segment (PROTSEG):A  

Visit number (VISNO):  

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

1 = Oral    2 = Nasal    3 = Smoking    4 = Non-IV injection    5 = IV injection 

Note the u sual or mos t recent route. For more  than one route, choose the most severe. The routes are listed from  least severe to most severe. 

Substance

D1 Alcohol (any use at all):

D2 Alcohol (to intoxication):

D3 Heroin: 

D4 Methadone/LAAM 
(prescribed): 
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D4a Methadone/LAAM 
(illicit): 

(ADMDI30D) (ADMDILFT) (ADMDIONS) (ADMDIONA) 

N/A 

(ADMDIRTE) (ADMDICOM) 

D5 Other 
Opiates/Analgesics:

(ADOPI30D) (ADOPILFT) (ADOPIONS) (ADOPIONA) 
N/A 

(ADOPIRTE) (ADOPICOM) 

D6 Barbiturates: (ADBAR30D) (ADBARLFT) (ADBARONS) (ADBARONA) 

N/A 

(ADBARRTE) (ADBARCOM) 

D7 Other 
Sedatives/Hypnotics
/Tranquilizers:

(ADSHT30D) (ADSHTLFT) (ADSHTONS) (ADSHTONA) 

N/A 

(ADSHTRTE) (ADSHTCOM) 

D8 Cocaine: (ADCOC30D) (ADCOCLFT) (ADCOCONS) (ADCOCONA) 

N/A 

(ADCOCRTE) (ADCOCCOM) 

D9 Amphetamines: (ADAMP30D) (ADAMPLFT) (ADAMPONS) (ADAMPONA) 

N/A 

(ADAMPRTE) (ADAMPCOM) 
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(ADMET30D) (ADMETLFT) (ADMETONS) (ADMETONA) 

N/A 

(ADTHC30D) (ADTHCLFT) (ADTHCONS) (ADTHCONA) 

N/A 

(ADHAL30D) (ADHALLFT) (ADHALONS) (ADHALONA) 

N/A 

(ADINH30D) (ADINHLFT) (ADINHONS) (ADINHONA) 
N/A 

(ADNIC30D) (ADNICLFT) (ADNICONS) (ADNICONA) 
N/A 

(ADGT130D) (ADGT1LFT) (ADGT1ONS) (ADGT1ONA) 

N/A 

(ADMETRTE) 

(ADTHCRTE) 

(ADHALRTE) 

(ADINHRTE) 

-

-

(ADMETCOM) 

(ADTHCCOM) 

(ADHALCOM) 

(ADINHCOM) 

(ADNICCOM) 

(ADGT1COM) 

D9a Met ham ph etam ine : 

D10 Can nab is:  

D11 Halluc ino g ens: 

D12 In halants: 

D36 Nico t in e: 

D13 More  th an  1 substance
per day 



29/176

   

   

  (97 ) Not  answered     

   

   

    

        

        

OR 

(ADALCDT)

(ADALDTNA) )No we dretans7(9 

)(xx 

   

   

   How  many times in your life have you been treated for

   Include: Detoxification, halfway hou ses, in/ou tpatient counseling, and AA or  NA (if  3+ meetings with in on e mon th period) .

(in clud ing alc oho l,  excluding
nicoti ne):  

D14 Currently,  whic h su bstance is the major  prob lem?

Delirium Tremens (DT's): Occur 24-48 hou rs aft er last drink or after significant decrease in alc ohol intake. Characterized by shaking, severe dis ori entation , fever, halluc inations; they us ually req uire med ical atten tion .
DT's  are not be confused with "the shakes"  which occur about 6 hours after alcohol has been withdrawn and do not  include de lirium. 

00 = no prob  lem, 
Interview er  sh ou ld de termine the major  drug or  drugs of  abuse (e xcluding nic oti ne us e). Cod e the nu mbe r next to the dr ug in 01 - 12 (co d e pre scribed or  illic it methadone as 04).

15 = alc o hol  and on e or  more drugs,
16 = more  tha n on e dru g bu t no alc oh ol.  Ask pa rticipant when not clear.

(ADMAJDRG

        OR 

(ADMJDGNA

Comments:(ADMJDGCM)

)

)

)

D17 How man y times have you ev er had  Alcoh ol  DT's? 

Comments:(ADALDTCM

: 



Page 23 of 157

   Note :  D19 an d  D20 as k  ab ou t the nu mbe r of diffe rent times the pa rticipant entered int o a tre atmen t prog ram, not e ach  se ssion or  mee ting. For  example, if the pa rticipant entered into a tre atm en t prog  ram   an d atten ded multiple 
se ssions or  m ee ti ngs  wi thin tha t period of  treatmen t, only "1" treatm en t should be rec orded. If the pa rticipant fell o ut of treatment and re-entered treatment later, th en "2" treatm en ts sh ou ld be rec o r ded. 

   

    

        

        

ADALCTRT) ( )(xx 

OR 

(ADATRTNA) (97)Notanswered 

   

   

    

        

        

x(ADDRGTRT) (x) 

OR 

(ADDTRTNA) )No we dretans7(9 

   

   

   How  many of these were detox only: 

   

    

        

               

(ADALCDTX)

(ADADTXNA)

)(xx 

OR 

)No dtanswere7(9le)Nota i bcalpp6(9 

   

   

    

        

               

(

( (96)No

ADDRGDTX) 

OR 

)(xx 

dre)No wetans79(ADDDTXNA) bleicalptap 

D19 Alco h o l  abuse: 

Comments:(ADATRTCM)

)

)

D20 Drug abuse: 

Comments:(ADDTRTCM

If D19 = 0 0, then qu estion D21 is "Not applicab le". 

D21 Alcohol: 

Comments:(ADADTXCM

If D20 = 0 0, then qu estion D22 is "Not applicab le". 

D22 Drugs: 
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   How  much money would you say you spent during the past 30 days on: 
Max . =  $9 9 999

   

     

        

        

(ADALCMNY)$ (xxx

(ADAMNYNA) (

OR 

97)No we dretans 

)xx 

   

   

     

        

        

x x(ADDRGMNY)$ 

(ADDMNYNA)

(xxx) 

OR 

)No we dretans7(9 

   

   

     

        

        

(ADOUTTRT)

(ADOTRTNA) (97)Notanswered

OR 

days 

   

   

Comments:(ADDDTXCM)

)

)

)

 

D23 Alco h ol: 

Only cou nt actual  mon ey sp ent. Wha t is the fin ancial bu rden ca used by alc ohol?

Comments:(ADAMNYCM

D24 Drugs: 

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

Comments:(ADDMNYCM

Include: A A/NA 

D25 How man y da ys have you be en treated in an outpati ent setting for alcohol or drugs in the past 30 days? 

Comments:(ADOTRTCM

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

D26 How man y da ys in the pa st 30 ha ve you ex perienced  alc ohol problems? 
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(ADALCPRB) days 

OR 

(ADAPRBNA) (97)Notanswered

   

   

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

   

  

        

        

(ADALCBOT) 

OR 

(97)Notanswered(ADABOTNA) 

  

   

  

        

        

(ADALCIMP) 

OR 

(ADAIMPNA) (97)Notanswered 

   

   

     

        

        

(ADDRGPRB) days 

OR 

(ADDPRBNA) )No we dretans7(9 

Comments:(ADAPRBCM)

)

)

D28 How  tro u bled or bothered have you be en in  the  pa st 30 days by these alc o hol problems?

D30 How import ant to you now   is tre atmen t for  these alc ohol problems?

D27 How man y da ys in  the pa st 30 ha ve you ex perienced  dr ug prob lems?

Comments:(ADABOTCM  

Comments:(ADAIMPCM

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

OR 

(ADDBOTNA) )No we dretans7(9 

   

   

  

        

        

(ADDRGIMP) 

OR 

)No we dretans7(9(ADDIMPNA) 

   

   

   Con fidence Ratings: Is the ab ove inf ormation signi ficantly distort ed by:

   

             (0)No (1)Yes(ADMISREP) 

   

             (ADUNDRST) (0)No Yes)1( 

   

   

Comments:(ADDPRBCM)

D29 How  tro u bled or bothered have you be en in  the  pa st 30 da ys by  these dru g problems?

D31 How import ant to you now   is tre atmen t for  these dru g problems?

Comments:(ADDBOTCM)

Comments:(ADDIMPCM)

D34  Partic ipant's misr epresentati on?

D35  Participant's ina b ility to understand ?

Commen ts:( ASDCOMM)
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   NIDACl sN wo krte Tilraii lnca 

 

    WebVersion:1.0;1.00;11-15 6-1 

                     

   Date  of  assessm en t: (A TCASMDT)   (mm/dd/yyyy) 

   

   I am   goin g  to re ad  you some sta tem en ts tha t ask ab ou t your a c ce ss  to he alt h  ca re with i n the pa st 6 mon ths. Tell me if you Strongly Agree, Somewhat Agree, feel Uncertain, Somewhat Disagree, or Strongly Disagree with each 
statem en t. 

   

   RA Ins tructi on  : Prov ide pa rtic ipant with a ref erence ca rd tha t  lis ts all re spo n se  op ti ons for  h is/her easy reference.

   

   

           

  

  

  

  

  

  

sagreentroglyDiSomewh DisagreetaSUn itceranomewh AgreetaSo yAgreelngtrS

ATADMIT)(

ATERCARE)(

ATEXPNSV)(

ATACCESS)(

ATLOCATN)(

ATMDCARE)(

             

              

                

             

             

             

   

   

t

Access  to Ca re  (ATC) 

Visi t  num be r ( VISNO):  

Commen ts:( A TCCOMM) 

Segmen t  (PROTSEG):A  

1. I dho ng mi dwio o le.butrtuthtedteal Itacare ca,ispIneef

2. Ish dfometog me einanemergency.i lcacardterarit

3. SomemesIowio eme eI db eistooe ixpensve.itecausneei lcacardthtuthgti

4. I ee ya stotemedi st I dnee.htaitsl ilcaspecahccesashav

5. Pl swh eI ng medi eaev yco ylo dtcae.li tnvenenerrlcacartecaerace

6. Im a etog me ewh dit.Ieneverneei lcacardtelba



 

 
 

                     
     

    
   

 

    

    

  

  

  

  

  

  

    

   

   
    
     

    
     

 

   

  

   

  0-1 or 2 
  
  
  

  

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Modified Alcohol Use Disorders Identification Test - AUDIT (AUC) 
Web Version: 1.0; 1.00; 10-14-16 

Segment (PROTSEG): B 

Visit number (VISNO): 

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

1-Less than monthly 
2-Monthly 
3-Weekly 
4-Daily or almost daily 

1-3 or 4 
2-5 or 6 
3-7 to 9 
4-10 or more 

Read questions as written. Record answers carefully. Begin the AUDIT by saying "Now I am going to ask you some questions about your use of alcoholic beverages since your last visit." 
Explain what is meant by "alcoholic beverages" by using local examples of beer, wine, vodka, etc. Code answers in terms of "standard drinks". 

1. How often do you have a drink containing alcohol?(ACALFREQ) 0-Never 

2. How many drinks containing alcohol do you have on a typical day when drinking?(ACNUMBER) 

Never Less Than Monthly Monthly Weekly Daily or Almost Daily 

(AC6DRINK) 

(ACNOSTP) 

(ACEXPECT) 

(ACAMDRNK) 

(ACGUILTY) 

(ACREMBR) 

3. How often do you have six or more drinks on one occasion? 

4. How often since your last visit have you found that you were unable to stop drinking once you started? 

5. How often since your last visit have you failed to do what was normally expected of you because of drinking? 

6. How often since your last visit have you needed a first drink in the morning to get yourself going after a heavy drinking session? 

7. How often since your last visit have you felt guilt or remorse after drinking? 

8. How often since your last visit have you been unable to remember what happened the night before because of drinking? 

9. Have you or someone else been injured as a result of your drinking?(ACINJURD) No Yes, but not since the last visit    Yes, since the last visit   

No Yes, but not since the last visit    Yes, since the last visit   

(xx) 

10. Has a relative, friend, doctor, or other health worker been concerned about your drinking or suggested you cut down?(ACDONCRN) 

Total score:(ACCSCORE) 

Comments:(AUCCOMM) 

Copyright© 1992 Thomas Babor and the World Health Organization. 

http://wfbui:9220/WFB/navigateReportList.action 35176

http://wfbui:9220/WFB/navigateReportList.action
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   NIDACl sN wokrteTilraii lnca 

 

    6-1 WebVersion:1.0;4.00;11-15

                     

   Date  ab stracti on  pe rfo rmed :( AHABSTDT)   

  

(mm/dd/yyyy) 

(mm/dd/yyyy)    Earliest  med ic al reco rd da te  used  to comple te  ab straction :(AHEARLDT)

   

   

   HCV Care  Visi t s an d HCV Te sti ng

   

   

         YesNo

   

   If "Y es",  i n dicate  the  following   for  all H CV ca re vis its scheduled since the participant's last  CTN-0049 stu dy visit.

    

  

    

  

    

  

No Yes 

AHVSDT0)1( AHVSPR0)1(

AHVSOC0)1(

AHVSDT0)2( AHVSPR0)2(

)2(AHVSOC0

AHVSDT0)3( AHVSPR0)3(

)3(AHVSOC0

Ac cess to and Utilization of HCV Medical Care (Medical Record) (AUH) 

@2Scheduled 
Visit Date

?2̂Same as HIV Provider @ 2Visit Outcome

1Is  the re  ev id ence  the  pa rticipant scheduled  a he patitis C (HCV)  care vis it since the las t CTN- 00 49
stud y vis it ?(AHHCVVIS) 
.

RA Ins tructi on  :  The following  qu estion s ref er to medica l records  reg arding HCV vis its an d HCV tes ting  tha t occurred pr ior  to the CTN- 00 64 baseline stu dy vis it and do not  include tes ts collec ted as pa rt of  the CTN -006 4 baseline
stud y vis it. It  is   un dersto od this " baseli ne" abstracti on may oc cur after the CTN- 0064 baseline stu d y vis it.

Visi t  num be r (V ISNO):  

Seg men t (PROTSEG):A   

Facil ity na m e (FACPRLC):  



    

  

    

  

    

  

    

  

    

  

      

  

      

  

y

y

(AHVSDT04) (AHVSPR04) 

(AHVSOC04) 

(AHVSDT05) (AHVSPR05) 

(AHVSOC05) 

(AHVSDT06) (AHVSPR06) 

(AHVSOC06) 

(AHVSDT07) (AHVSPR07) 

(AHVSOC07) 

(AHVSDT08) (AHVSPR08) 

(AHVSOC08) 

(AHVSDT09) (mm/dd/yyy) (AHVSPR09) 

(AHVSOC09) 

(AHVSDT10) (mm/dd/yyy) (AHVSPR10) 

(AHVSOC10) 
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y

y

y

y

y

y

y

(AHVSDT11) (mm/dd/yyy) (AHVSPR11) 

(AHVSOC11) 

(AHVSDT12) (mm/dd/yyy) (AHVSPR12) 

(AHVSOC12) 

(AHVSDT13) (mm/dd/yyy) (AHVSPR13) 

(AHVSOC13) 

(AHVSDT14) (mm/dd/yyy) (AHVSPR14) 

(AHVSOC14) 

(AHVSDT15) (mm/dd/yyy) (AHVSPR15) 

(AHVSOC15) 

(AHVSDT16) (mm/dd/yyy) (AHVSPR16) 

(AHVSOC16) 

(AHVSDT17) (mm/dd/yyy) (AHVSPR17) 

(AHVSOC17) 
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y

y

y

(AHVSDT18) (mm/dd/yyy) (AHVSPR18) 

(AHVSOC18) 

(AHVSDT19) (mm/dd/yyy) (AHVSPR19) 

(AHVSOC19) 

(AHVSDT20) (mm/dd/yyy) (AHVSPR20) 

(AHVSOC20) 
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y

y

x x

x x x x x x

y

No Yes

(mm/dd/yyy) 

No Re Indeterminate 

Yes 

ivetnreac ivetac 

No

(mm/dd/yyy) 

No 

(xx.x)copies/mL -or-(AHRNALLI 

Yes 

) (xx)IU/mL

(xxxxxx.x)copies/mL -or-(AHRNAI) (xxxxxx)IU/mL

(mm/dd/yyy) 

   

   

   

   

   

   

   

   

   If "Yes",  d ate HCV sta tus was dis cus se d with the pa rticipant:(AHSTATDT) 

D ate  sp ecim en collec ted:(AHANTDT)

H CV an ti bod y tes t result :(A  HANTRSL)

H CV an ti bod y  assay  typ  e:( AHANTASY) 

2Is  the re ev id ence  the  pa rtic ipant ever had  a he patitis C  (HCV) a ntibody tes t?(AHANTTST) 

If "Yes", indicate the following for the most recent HCV antibody test performed. 

.

dL abora to ry na m e an d add ress  (if  different from fac ility name):(AHPRLC01) .

a.

b.

c.

D ate  sp ecimen collec ted:(AHRNADT)a.

3Is  the re  ev id ence the pa rticipant ever had a he patitis C  (HCV) v iral loa d (RNA)  test?(AHRNATST) 

If "Yes", indicate the following for the most recent HCV viral load test performed. 

.

Was HCV vir a l  loa d  undetectable?(AHRNAUND) 

1If  "Yes",  la b's  low er  li mit:(AHRNALLC).

b.

 

H CV vir al  loa d as say  typ  e:( A HRNAASY) 

2If  "N o",  H CV vir al  loa  d:(A HRNAC) .

dL abora to ry  na m e an d  add ress  (if  different from facility  name):(AHPRLC02) .

4Is  the re  ev id ence  the  pa rtic ipant' s  he pati tis C (HCV)  status was dis cussed  with the partic ipant since
the  las t  CTN- 0049 stu dy visit?(AHSTATUS) 
.

c.
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y

y

No Yes

(mm/dd/yyyy) 

Yes No

(mm/dd/yyy) 

No Yes 

(mm/dd/yyy) 

No Yes 

No Yes 

Yes 

   

   

   

   

   

   

   

   

   

   

   

   

D ate  sp ecim en collec ted :(AHGENDT)

H CV ge no typ e/s ubtype:(AHGENTYP)

   If "M ult iple  ge no ty p es" or " O the r geno type",  s pecify:(AHGENSP)

a.

b.

5Is the re  ev id ence  the  pa rticipant ever had a he patitis C  (HCV) ge noty pe/subtype tes t?(AHGENTST)

If "Yes", indicate the following for the most recent HCV genotype/subtype test performed. 

 .

L abora to ry  na m e an d  add ress (if different from fac ility name):(AHPRLC03) c.

6Is  the re ev id ence  the  pa rticipant achieved a su stained virolog  ic res pon se (SVR) s ince the las t
CTN- 0049 stu d y vis it? 
This would be a clinician note specifically stating "SVR" was achieved.(AHSVR) 

   If "Yes",  d ate of  mos t recent clinician no te stating "SVR" was ac hieved:(AHSVRDT) 

.

7Is the re ev id ence the  pa rticipant' s  liv er status  wa s  ev aluated  sin ce  the las t  CTN- 00 49 stu d y vis it?
(AHLVREVL) 

   If "Yes",  d ate of  mos t recent clinician note indicati ng the  pa rticipant' s  liv er status  wa s  ev aluated
(AHLEVLDT) 

   PI si gns  off th e re is ev id ence  liv er status  wa s  ev aluated :(A  HPILIV) 

.

:

8Is the re ev idence liv er diagnos tic tes ting was ord ered sin ce  the las t  CTN- 0049 stu dy vis it?
(AHLVRORD) 
.

If "Yes",  mos t recent HCV liv er summary or  diagnos is:(AHLVRDXa. ) 

bIf  "No" , is  the re ev idence the cli nician deferred the  liv er diagno s ti c tes ting? (AHLVRDFR)

   If "Yes",  in dicate the  rea son liv er diagnostic tes ting was  de ferred:(AHLVRRSN) 

   If "Other",  s pecify:(AHLVRSP) 

.
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y

y

y

y

y

y

y

y

y

y

(mm/dd/yyyy) 

No Yes 

No Yes 

No Yes 

(mm/dd/yyy) 

(mm/dd/yyy) 

(mm/dd/yyy) 

(mm/dd/yyy)

No Yes 

No Yes 

(mm/dd/yyy) 

(mm/dd/yyy) 

(mm/dd/yyy) 

(mm/dd/yyy)

No Yes 

(mm/dd/yyy) 

(mm/dd/yyy) 

   

   

   

   

9Is  the re  cli n ician docum en tati on  tha t the pa rticipant was offer ed  he pati tis C (HCV) med ic ation(s)  sinc
the  las t  CTN- 00 49 stu d y vis it ? 
"Offering" HCV medication(s) includes a clinician note stating the participant should be on 
medication, paperwork initiating a prescription or a written prescription.(AHOFRRX) 

.

If  "Yes, m ed ication offer ed  bu t participant  decli ned" o r " Yes , p aperwork  ini t iated or  prescription
writt e n", d ate HCV medica tion mos t recentl y o ffer ed :(A HOFRDT) 

a.

bIf  "No" , is  the re ev idence HCV med ication wa s de ferre d?(AHOFRDFR) 

   If "Yes",  in dicate the rea son HCV medic ation was de fe rred  :(A HOFRRSN) 

   If "Other",  s  pecify:(AHOFRSP)

.

e

Is the re cli nician documen tation tha t the pa rticipant initia ted hepatitis C (HCV) m ed ication sin ce the
last CTN- 0049 stu dy vis it?(A HINTRX) 
.10

If "Yes",  d ate of  mos t recent clinician do c umen tation  that HCV medication was ini t iated:
(AHINTNDT) 

a.

bIf  "Yes",  d ate HCV medica tion mos t recently initiated:(AHINTDT).

1If  "Yes",  d ate of  m os t recent  HCV pre scription :(AHIPRXDT) .

2If "Yes",  d ate HCV pre scription mos t recently fill ed:(AHIPFLDT) .

Is the re cli nician do cumen tation tha t the participant comple ted a cou rse of  hepatitis  C (HCV)
med icati on sin ce  the las t  CTN- 0049 stu d y vis it ?(AHCMPRX) 
.11

If "Y es",  d  ate of  m os t recent cli nician  doc um en tati on tha t co u rse of  HCV medic ation wa s
co mplet ed :(A  HCMPNDT) 

a.

bIf  "Y es",  d ate course  of HCV medication mos t recentl y c omplet ed:(AHCMPDT).

1If  "Y es",  d  ate of  m os t recent cli nician  doc um en tati on tha t co u rse  of HCV med ication was not
co mple ted :(A  HSTPNDT) 
.

2If  "Y es",  d ate pa rticipant  mos t recently sto pped taking HCV med ication:(AHSTPDT).

3If "Yes",  in dicate the rea son HCV medic ation was not  co mple ted :(A HSTPRSN) 

   If "Other",  s  pecify:(AHSTPSP)

.

If  "No" , d  oes the ph armacy record indicate  HCV med ication ha s be en dis pensed sin ce the las t
CTN- 00 49 stu d y vis it?(A HINTPHM) 

c.

If  "No" , i s  the re cli nician documen tation tha t the participant did not complet e  a co urse of HCV
med icati on sin ce  the  las t CTN- 00 49 stu dy vis it ?(AHSTPRX) 

c.

dIf no clin ician do cumen tation, does the ph armac y record  ind  icate en oug h medication was 
dis pensed to meet the prescribed du rati on of  treatm ent? (AHCMPPHM) 
.

1If  "Yes",  d ate of mos t recent HCV pre scription :(AHCPRXDT) .

2If "Yes",  d ate HCV pre scription mos t recently fill ed:(AHCPFLDT) .



No Yes

(AHAVAACT)  

(AHHBVACT)  

(AHHCVACT)  

(AHHBVCHR)  

(AHHCVCHR)  

(AHHCVRSL)  

(AHHCVILL)  

(AHCIRRHS)  

(AHHEPCAR)  

(AHDECLVR)  

   PI signs off that enough medication was dispensed and enough time passed to complete the
medication:(AHPIMED)

 Yes   

   Additional Diagnoses

  

. 

13.  Acute hepatitis B:

14.  Acute hepatitis C:

15.  Chronic HBV infection:

16.  Chronic HCV infection:

17.  Resolved HCV infection:

18.  Hepatitis C related illness:
Hepatitis C related illnesses include Cryoglobulinemia, Non-Hodgkin's Lymphoma, Lichen planus, Leukocytoclastic vasculitis, Porphyria cutanea tarda, and glomerulonephritis.

19.  Cirrhosis:

20.  Hepatocellular carcinoma:

21.  Decompensated liver disease (e.g., ascites, encephalopathy):

   Comments:(AUHCOMM)

  Acute hepatitis A:12

 Indicate whether there is evidence of any of the following diagnoses since the participant's last CTN-0049 study visit.
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Additional Selection Options for AUH

HCV genotype/subtype:
6-Genotype 4
7-Genotype 5
8-Genotype 6
9-Multiple genotypes
99-Other genotype

If "Yes", most recent HCV liver summary or diagnosis:
99-Liver disease present, severity unspecified
95-Not documented

If "Yes", indicate the reason HCV medication was deferred:
6-Participant non-adherent to appointments
7-Insurance required substance use be addressed first
97-Reason for deferral not specified
99-Other
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a

Web Version: 1.0; 1.02; 10-14-16

 

NIDA Clinical Trials Network

  RA Instruction: The following questions refer to medical records regarding liver diagnostic testing that occurred prior to the CTN-0064 baseline study visit. It is understood this "baseline" abstraction may occur after the CTN-0064
baseline study visit.

  (mm/dd/yyyy)   Date abstraction performed:(ALABSTDT)

Segment (PROTSEG):A 

Visit number (VISNO): 

Access to and Utilization of HCV Liver Testing (Medical Record) (AUL)

   If there is evidence in the medical record that liver diagnostic testing was ordered since the participant's last CTN-0049 study visit, indicate whether the liver diagnostic testing included the following tests or procedures. For each
evaluation performed since the last CTN-0049 study visit, enter the date and facility information. If there is evidence a test or procedure was repeated, enter the date and facility information for the most recent evaluation.

@2Liver Evaluation 2̂Evaluation
Ordered

2̂Evaluation
Performed

@2Date of Most
Recent Evaluation

@2Facility Name and Address

No Yes No Yes

.  (ALFIBORD) (ALFIBPRF) (ALFIBDT) (ALPRLC01) 

.  (ALSERORD) (ALSERPRF) (ALSERDT) (ALPRLC02) 

 (ALSONORD) (ALSONPRF) (ALSONDT) (ALPRLC03) 

.  : (ALSCNORD) (ALSCNPRF) (ALSCNDT) (ALPRLC04) 

.  (ALBIOORD) (ALBIOPRF) (ALBIODT) (ALPRLC05) 

.

.

. 

No Yes Score Fibrosis Score Necroinflammatory Activity Score

(ALFSURE) N/A (ALSURFSC) (ALSURNSC)   FibroSURE:

If "Seromarker with score" was performed, indicate the seromarker test(s) performed and the associated score(s).
If FibroSURE test was performed, indicate both the fibrosis and necroinflammatory activity scores.

7

  (xx.x)  kPaIf "Liver fibroscan" was performed, indicate the result:(ALFIBSC)6

 Liver biopsy:5

 Liver CT scan or MRI4

 Liver sonogram:3.

score:
(e.g., FibroSURE, APRI,
Fib4, FIBROSpect II)

 Seromarker with2

 Liver fibroscan:1
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b.  APRI:

 

  FIBROSpect II:

  

.

. 

.  

 

 

   Cirrhosis:

  

.  

.  

  

  )

.

.  

 

.  

.  

.  Cirrhosis:e

 Hepatic cyst:d

 Hepatomegaly:c

 Evidence of hepatocellular cancer:b.

 Normal liver:a

If "Liver CT scan or MRI" was performed, indicate the results below.9

Other, specify:(ALSONOSPj.

Ascites:i.

 Hepatic nodule or lesion needing further evaluation:h

 Hepatic cyst:g

Splenomegaly:f.

e.

 Nodular contour:d.

 Fatty liver:c.

 Hepatomegaly:b

  Normal liver:a

If "Liver sonogram" was performed, indicate the results below.8

Other seromarker test, specify:(ALSEROSP)e. 

d. 

 Fib4:c.

  

No Yes

(ALSONNRM)  

(ALSONHPM)  

(ALSONFAT)  

(ALSONCON)  

(ALSONCIR)  

(ALSONSPL)  

(ALSONCYS)  

(ALSONNOD)  

(ALSONASC)  

(ALSONOTH)  

No Yes

(ALSCNNRM)  

(ALSCNCNC)  

(ALSCNHPM)  

(ALSCNCYS)  

(ALSCNCIR)  

(ALAPRI)  (ALAPRISC)  

 (xxx.xx)

(ALFIB4)  (ALFIB4SC)  

 (xxx.xx)

(ALFSPCT) (ALSPCTSC)  

 (xxx)

(ALSEROT) (ALSEROSC)  

 (xxx.xx)
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f.  

 

 ) 

.

   Type of grade (activity) score:a.

If "Liver biopsy" was performed, indicate the results below.10

(ALBIOGRD)  

(ALBIOMTG)  

(ALBIOBLG)  

(ALBIOSTF)  

(ALBIOSTH)  

(ALBIOPER)  

(ALBIOFIB)  

(ALSCNASC)  

(ALSCNSPL)  

(ALSCNOTH)    Other, specify:(ALSCNOSPh.

 Splenomegaly:g.

 Ascites:

    METAVIR grade score:

    Batts-Ludwig grade score:

b.  Steatosis (fat):

c.  Steatohepatitis:

d.  Pericentral fibrosis:

e.  Type of fibrosis score:
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(ALBIOMTF)  

(ALBIOISF)  

(ALBIOBLF)  

 (ALBIOOSC)  

(ALBIOCOM)  

    METAVIR fibrosis score:

    Ishak fibrosis score:

    Batts-Ludwig fibrosis score:

      ) 

   Additional liver biopsy comments:f.

 Other fibrosis score, specify:(ALBIOOSP

   Comments:(AULCOMM)
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for AUL 

FibroSURE fibrosis score 
5-F2-F3 
6-F3: Bridging fibrosis, many septa 
7-F3-F4 
8-F4: Cirrhosis 

FibroSURE necroinflm scre 
5-A2-A3 
6-A3: Severe activity 

Biopsy METAVIR grade 
95-Not documented 

Biopsy Batts-Lud grade 
94-Uninterpretable 
95-Not documented 

Biopsy steatosis (fat) 
95-Not documented 

Biopsy METAVIR fibrosis 
94-Uninterpretable 
95-Not documented 

Biopsy Ishak fibrosis 
5-(5) Marked bridging with occasional nodules (incomplete cirrhosis) 
6-(6) Cirrhosis, probable or definite 
94-Uninterpretable 
95-Not documented 

Biopsy Batts-Lud fibrosis 
94-Uninterpretable 
95-Not documented 
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.

Scheduled
Visit Date

Visit Outcome

(AMVSDT01)  

(AMVSOC01)  

(AMVSDT02)  

(AMVSOC02)  

(AMVSDT03)  

(AMVSOC03)  

(AMVSDT04)  

(AMVSOC04)  

(AMVSDT05)  

(AMVSOC05)  

(AMVSDT06)  

(AMVSOC06)  

(AMVSDT07)  

(AMVSOC07)  

 No    Yes   
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  (mm/dd/yyyy)

  (mm/dd/yyyy)

NIDA Clinical Trials Network

   HIV Care Visits and HIV Testing

   Earliest medical record date used to complete abstraction:(AMEARLDT)

   Date abstraction performed:(AMABSTDT)

Facility name (FACPRLC): 

Segment (PROTSEG):A 

Visit number (VISNO): 

Access to and Utilization of HIV Medical Care (Medical Record) (AUM)

RA Instruction: The following questions refer to medical records regarding HIV visits and HIV testing that occurred prior to the CTN-0064 baseline study visit and do not include tests collected as part of the CTN-0064 baseline study visit. It is understood this "baseline" abstraction may occur after the CTN-0064 baseline study visit.

Is there evidence the participant scheduled an HIV care visit since the last CTN-0049 study visit?(AMHIVVIS)1

   If "Yes", indicate the dates and outcomes for all HIV care visits scheduled since the participant's last CTN-0049 study visit.



(AMVSDT08)  

(AMVSOC08)  

(AMVSDT09)  

(AMVSOC09)  

(AMVSDT10)  

(AMVSOC10)  

(AMVSDT11)  

(AMVSOC11)  

(AMVSDT12)  

(AMVSOC12)  

(AMVSDT13)    (mm/dd/yyyy)

(AMVSOC13)  

(AMVSDT14)    (mm/dd/yyyy)

(AMVSOC14)  

(AMVSDT15)    (mm/dd/yyyy)

(AMVSOC15)  

(AMVSDT16)    (mm/dd/yyyy)

(AMVSOC16)  

(AMVSDT17)    (mm/dd/yyyy)

(AMVSOC17)  

(AMVSDT18)    (mm/dd/yyyy)

(AMVSOC18)  

2.Is there evidence the participant had a CD4 count test and/or HIV viral load test since the last CTN-0049 study visit?(AMHIVTST)

   If "Yes", indicate the dates and results of all CD4 count tests and all HIV viral load tests performed since the participant's last CTN-0049 study visit.

 No    Yes   
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@2Date
Specimen
Collected

@2Laboratory Name and Address
(If Different from Facility Name)

@2HIV Test(s)
Performed

@2CD4 Count
(cells/µL)

@2CD4 Percent
(%)

2̂HIV Viral
Load

Undetectable?

@2If
"Undetectable",
Lab's Lower Limit
(copies/mL)

@2If "Detectable",
HIV Viral Load
(copies/mL)

@2HIV Viral Load Assay Type

No Yes

(AMTSDT01) (AMPRLC01) (AMTST01) (AMCD4C01) (AMCD4P01) (AMVLUN01) (AMVLLW01)  < (AMVL01) (AMVLAS01) 

(AMTSDT02) (AMPRLC02) (AMTST02) (AMCD4C02) (AMCD4P02) (AMVLUN02) (AMVLLW02)  < (AMVL02) (AMVLAS02) 

(AMTSDT03) (AMPRLC03) (AMTST03) (AMCD4C03) (AMCD4P03) (AMVLUN03) (AMVLLW03)  < (AMVL03) (AMVLAS03) 

(AMTSDT04) (AMPRLC04) (AMTST04) (AMCD4C04) (AMCD4P04) (AMVLUN04) (AMVLLW04)  < (AMVL04) (AMVLAS04) 

(AMTSDT05) (AMPRLC05) (AMTST05) (AMCD4C05) (AMCD4P05) (AMVLUN05) (AMVLLW05)  < (AMVL05) (AMVLAS05) 

(AMTSDT06) (AMPRLC06) (AMTST06) (AMCD4C06) (AMCD4P06) (AMVLUN06) (AMVLLW06)  < (AMVL06) (AMVLAS06) 

(AMTSDT07) (AMPRLC07) (AMTST07) (AMCD4C07) (AMCD4P07) (AMVLUN07) (AMVLLW07)  < (AMVL07) (AMVLAS07) 

(AMTSDT08) (AMPRLC08) (AMTST08) (AMCD4C08) (AMCD4P08) (AMVLUN08) (AMVLLW08)  < (AMVL08) (AMVLAS08) 

(AMTSDT09) (AMPRLC09) (AMTST09) (AMCD4C09) (AMCD4P09) (AMVLUN09) (AMVLLW09)  < (AMVL09) (AMVLAS09) 

(AMTSDT10) (AMPRLC10) (AMTST10) (AMCD4C10) (AMCD4P10) (AMVLUN10) (AMVLLW10)  < (AMVL10) (AMVLAS10) 

(AMTSDT11) (AMPRLC11) (AMTST11) (AMCD4C11) (AMCD4P11) (AMVLUN11) (AMVLLW11)  < (AMVL11) (AMVLAS11) 

(AMTSDT12) (AMPRLC12) (AMTST12) (AMCD4C12) (AMCD4P12) (AMVLUN12) (AMVLLW12)  < (AMVL12) (AMVLAS12) 

3.Is there evidence the HIV provider referred the participant for hepatitis C (HCV) care since the last CTN-0049 study visit?(AMHCVRFR)

   If "No", is there evidence the HCV referral was deferred?(AMHCVDFR)

If "Yes", indicate the reason the HCV referral was deferred:

 No    Yes   

 No    Yes   

   No      Yes   
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   Addition al  Dia gnos es

   Ind iv id ual Se rum  Tests

 Ind icate wh eth er any  of  the follow ing se rum tes ts we re pe rformed  sin ce the  pa rticipant's las t CTN-004 9 study vis it. For each  se rum test that was pe rformed,  record the most recent date and result .
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(

(AMDFRSUB) 

(AMDFRAPT) 

(

(AMDFROTH) 

AMDFRHIV) 

AMDFRINS) 

      

   

      

  

   

   

   Ind icate wh eth er there is ev idence of any of the following  diag noses  sin ce  the pa rtic ipant's last  CTN-0049 stu dy visit. 

   

   Numbe r o f  times/w e ek par ticipant receives dialysis:(AMDIALYS) 

   

   

  

      Prov  ider felt  HIV ca re sh ou ld be ad dre ssed firs t:

     Partic ipant was  non -ad herent to appoin tments:

  Prov  ider felt  substance use sho u ld be  addre ssed  firs t: 

  Othe r, s pecify:(A MDFROSP

  Partic ipant  did  not  have suffic ient insurance an d/or  funding:

         

         

         

    e(x)times/w

   

            

            

            

            

             

             

             

            

            

            

            

             

             

              

             

l

x

x

x

xxx

1 xxx

xxx

x x

xx

i x

i x

x x

x

oN Yes tR lesu eSp me
Col

niec
dtece 

D ta

Hemo obi:nlg7. AMHGB)( AMHGBRS)( (x )g L/dx. AMHGBDT)(

Hemao t:icrt8. AMHCT)( AMHCTRS)( (x )%x. AMHCTDT)(

WBC:9. AMWBC)( AMWBCRS)( (x )kµL/x. AMWBCDT)(

Pl lt t:aees0.1 AMPLT)( AMPLTRS)( )k Lµ/x( AMPLTDT)(

SGOT(AST):1. AMAST)( AMASTRS)( )IU/Lxx.( AMASTDT)(

SGPT(ALT):2.1 AMALT)( AMALTRS)( )IU/Lxx.( AMALTDT)(

Al epho ht :spaaseinkla3.1 AMALP)( AMALPRS)( )IU/Lxxxxx.( AMALPDT)(

Al mi:nbu4.1 AMALB)( AMALBRS)( )g L/dxx.( AMALBDT)(

BUN:5.1 AMBUN)( AMBUNRS)( )mg L/dxxxx.( AMBUNDT)(

ii :nneC trea6.1 AMCRTN)( AMCRTNRS)( (x )mgdL/x. AMCRTNDT)(

.eGFR:17 AMEGFR)( AMEGFRRS)( ( )mLmin/xx. AMEGFRDT)(

8.To bl bi:nirulta1 AMTBIL)( AMTBIRS)L( (x )mg/dLx. AMTBIDT)L(

Di bl bi:nirutrec9.1 AMDBIL)( AMDBILRS)( (x )mg/dLx. AMDBIDT)L(

NRfo o ombntme(PT):iihrtrprI0.2 AMINR)( AMINRRS)( (x x). AMINRDT)(

o o it :enltaprT1.2 AMTPRO)( AMTPRORS)( (x )g/dLx. AMTPRODT)(

   

   

   Ind icate  wh eth er there is ev idence of any of the follow ing  viral  hepatitis tes ts. For each test tha t was pe rformed, record  the mos t recent  dat e an d  result .

   Vira l  Hep atitis Te sts an d Vacci nation s

 

                

             

             

                 

                

l

2

ti

ti

@2 @ 2No @2Yes Re tlsu2̂ niec
dtece 

ta@2D eSp me
Col

o ivetnreacN ivetacRe

To oytoh sAv o HAV):i-lt taan(tirusititepadiblt taan2. AMAHAV)( AMAHAVRS)( (AMAHAVDT) 

a tsBs ea n(HBAg):sigetnfuraciHep3.2 AMHBSAG)( AMHBSARS)( (AMHBSADT) 

a tsBs ea oy( HB :s)i-tandibtnfuraciHep4.2 AMAHBS)( AMAHBSRS)( (AMAHBSDT) 

To oytoh sBcoea n(o HB ):ci-lt taantigetnrititepadiblt taan5.2 AMAHBC)( (AMAHBCRS) (AMAHBCDT) 

To oytoh sDv s(o HDV):i-lt taantiruititepadiblt taan6.2 AMAHDV)( (AMAHDVRS) (AMAHDVDT) 

   

CTN-0064 Annotated CRFs - Segment A

) 

Y

e

ke 

No

s 

s 

No

No

e

e

s

Y

Y

r 

D iab etes:( A MDIABET) 

R ed uced  kid n ey  fun cti on , as ev id enced  by dialysis:( A MKIDNEY) 

5.

6.

A IDS de fi ning  illn ess:  
AIDS de fi ning  illne sse s  inc lude: cand id ias is ( bronch i, t rachea, lungs, e sop hageal ); coc cid iomycos is  (diss em ina ted /ex trapulm on ary, c ryptoco c cos is 
(e xtrapulmonary); cryp tospo r idios is  (>1 mon th ), CMV (oth er than liver/spleen/lymphn o d es), HIV en cep ha l op ath y; He rpes  simple x (lu ng /es opha geal  o 
chro n ic ulc ers> 1 mo);  his to p lasm os is (dis se mina ted /extrapul mon ary), Kaposi's  sa rco m a; burki tt's  lym pho m a; immun o blas tic lymphoma;  p rimary CNS
lym pho ma;  M yco b acterium   av ium   complex  or Myco b acterium  ka nsas ii; Othe r m yc o b acterium (dis se mina ted, e xtrapulm); M . T ubercul os is  (an y  sit e);
pneum oc ysti s  jirovec ii p neum on ia;  isospo r iasis;  prog ressiv e mult ifocal  leu k oe ncephalo p ath y; recu rren t salm on ella se pti cemia;   toxoplas m os is o f  the
brain;  w as ti ng  sy ndrom e du e  to HIV; inv asive  cervical cancer; r ecurren t pneumonia)(AMAIDS) 

4.
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t ci

t ci

oN Yes onD e1taiV i taccna onD e2taiV i taccna onD e3taiV i taccna

a tsAva c ons i :eresii tnaiHep7.2 (AMHAVVAC) (AMHAVDT1) (AMHAVDT2) N/A 

a tsBvac ons i :eresii tnaiHep8.2 (AMHBVVAC) (AMHBVDT1) (AMHBVDT2) (AMHBVDT3) 

   

   

   

CTN-0064 Annotated CRFs - Segment A

l i cIndicatewhetherthereisevidenceofanyofthefolowinghepattisva cinations. 

Co m men ts:(AUMCOMM)
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   Date  of  a sse ssm en t: (AUSASMDT)    

   

   The following   qu estions ask for dates of  medical care vis its, tests, and diagnoses. If the pa rticipant is unable  to re call th e e

mm/ /yydd( 

x act date, an

)y 

 es timated da te should be  rec orded us ing the "Mid-month", " Mid-year", and "Mid-decade"
co nventi on . 

   

    

    

    

    

    

    

    

   

   

   HIV Care 

   

c

y

CTN-0064 Annotated CRFs - Segment A

NIDACl sN wokrteTilraii lnca 

7-1 

A cesstoandUtilizationofMedicalCare(SelfReport)(AUS) 
-2030.10.:nWebV o ; 1; 28iers 

yNameadAddressntliF iac lease 
i dtaneOb

MRRe

No sYe

ASPRLC0)1(a. (ASFCMR01) 

ASPRLC0)2(b. (ASFCMR02) 

ASPRLC03)(c. (ASFCMR03) 

ASPRLC0)4(d. (ASFCMR04) 

ASPRLC0)5(e. (ASFCMR05) 

ASPRLC0)6(f. (ASFCMR06) 

RA Ins tructi on  :  This is a pa rti cipant self report  form an d sh ou ld ref lect on ly the inf ormati on provided by the partic ipant.

If t he  ye ar is  un kno w n, d efault to  the midd le of  the de cade  (e .g., "9 0's "  = 1 995 = 0 6/15/1995)

1In dicate  all the  fac iliti e s in whic h  yo u ha ve  re ceived he alth ca re sin ce you r last CTN-00 49 stu dy visit..

Segm en t  (PROTSEG):A  

Visi t  num be r ( VISNO):  

If th e ex act day is  un known, default to the  middle of  the month = 1 5  (e. g., m m/15/yyyy) 
If th e month an d day are  un known, default to the middle of year and month = 0 6/15  (e.g.,06/1 5/yyyy)
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   If you reported attending HIV care visits since your last CTN-0049 study visit or if you answered "Don't know" or "Refused to answer", answer the following item. 

    

    

    

    

    

    

    

   

   

   

   If you reported having HIV viral load tests and/or CD4 count tests since your last CTN-0049 study visit or if you answered "Don't know" or "Refused to answer", answer the following item. 

CTN-0064 Annotated CRFs - Segment A

Sinc e you r last  CTN- 0049 stu dy visit, have you atten ded  an HIV ca re visit ?
By "HIV care visit", we mean a visit to a clinic/office or a doctor or other provider who works with 
you to manage your HIV/AIDS medications, blood test results, T-cell count, and/or HIV viral 
load.(ASHIVVIS) 

2.

If "Yes",  w hen was you r m os t recent HIV ca re visit?(ASHIVLST)a.

bIndica te the loc ation s of all HIV ca re vis its atten ded sin ce your last CTN-004 9 stu dy visit ..

yNameadAddressntliF iac

Ob
MRRelease 

i dtane 

No Yes 

(ASPRLC07)1. (ASHIVMR1) 

(ASPRLC08)2. (ASHIVMR2) 

(ASPRLC09)3. (ASHIVMR3) 

(ASPRLC10)4. (ASHIVMR4) 

(ASPRLC11)5. (ASHIVMR5) 

(ASPRLC12)6. (ASHIVMR6) 

Sinc e  you r last  CTN- 0049 stu dy visit, have you had an HIV vir al  load tes t and/or  CD4 count
test? (A  SHIVTST) 

If  "Y es ",  w hen  was you r m os t recent HIV vir al loa d an d/or  CD4 cou nt test performed?(ASHITLSTa.

3.

) 

bIndica te the loc ation s of all HIV vir al load tes ts an d/or  CD4 count  tests pe rformed sin ce you r last CTN-0049 stu dy visit ..



      

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

yNameadAddressntliF iac HIV T sP omedrfertes

Ob
MRRelease 

i dtane 

No Yes 

(ASPRLC13) 1.

(ASHITST1) 

(ASHITMR1) 

(ASPRLC14) 2.

(ASHITST2) 

(ASHITMR2) 

(ASPRLC15) 3.

(ASHITST3) 

(ASHITMR3) 

(ASPRLC16) 4.

(ASHITST4) 

(ASHITMR4) 

(ASPRLC17) 5.

(ASHITST5) 

(ASHITMR5) 

(ASPRLC18) 6.

(ASHITST6) 

(ASHITMR6) 
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   HCV Ca re 

   

CTN-0064 Annotated CRFs - Segment A
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   If "Yes", you have been tested for HCV, or "Yes", you have been told you were positive for HCV, answer sub-questions "d" and "e". 

CTN-0064 Annotated CRFs - Segment A

If  "Yes",  i n  what type of  HCV stu dy are you en rol led?(A SSTYTYP) 

   If "Other",  s  pecify:(ASSTYSP)

a.

4.Are you cu rrentl y enrolled  in  a he patitis C (HCV) r elated study?(ASSTUDY)

Don 

H av e  you ev er been  tes ted for  hepatitis C (HCV)?
This could have been done via a finger stick, a blood test or a liver test. Do not include testing 
performed as part of the CTN-0064 baseline study visit.(ASHCVTST) 

If "Yes", you have been tested for HCV, answer sub-questions "a" and "b". 

W he re  were  you mos t recentl y tested?(ASHCTLOC)

   If "Other",  s pecify:(ASHCTLSP) 

a. id you  ev er receive  the res ults?(ASHCTRCV) 

b.

5.

bIf "Yes ",  n ame of  HCV study:(ASSTYNAM) .

-or-(ASSTYNDK) wokn 't 

D

If "No", you have not been tested for HCV, if you "Don't know" if you have been tested for HCV, or if you "Refused to answer", answer sub-question "c". 

Hav e you ev er been told you were  positive for HCV?(ASHCVTLD)c.

Have you ev er been told you had  "active" HCV or  an  ac tive inf ection?(ASHCVACT)d.
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Ob i dtane 

DaeofT test yNameadAddressntliF iac
MR R leease 

oN Yes 

ASHCTDT1)(1. ASPRLC1)9( ASHCTMR1)(

ASHCTDT2)(2. ASPRLC2)0( ASHCTMR2)(

   

   

   

   If you were  told   you ev er cleared the HCV vir us sin ce you r last CTN-0049 stu dy vis it, indica te the following for  the mos t recent time you were   told.

         

   

   

   

   

         

   

   

    

CTN-0064 Annotated CRFs - Segment A

H av e you ev er been told you cle ared  the he patitis C  (HCV) v irus from  you r blood ?(ASHCVCLR)

In dica te  the da tes an d loc ation s of  you r two mos t recent HCV tes ts.e.

If  "Y  es",  h ave you be en told you ev er cleared  the HCV vir us sin ce you r last CTN-0049 stu dy visit ?
(ASCLRLST) 

a.

.6

R A ob ta ined  med ic al reco rd  re lease:( A SCLRMR) 

H av e you ev er seen  a sp eciali st  or  o th e r prov  id er for  hepa titis  C  (HCV) c are? 
By " sp eciali st  or oth er pro v id er f or  hepati tis  C  (HCV) c are" ,  w e mea n  a vis it to  a cli n ic/of fic e or  a
doc to r  o r o th e r prov  id er w ho work s  with  yo u to tak  e ca re of  your H CV by man aging  you r H CV 
med ication s  an d blo o d tes ts  an d /or  by recommen ding you ge t further evaluation (e .g., liver biopsy 
serom ark ers, fibroscan).(ASHCVVIS) 

If " Y es",  a  nswer  t he follow ing   qu estions regarding yo ur HCV care visit s.

bF acility  na m e an d ad dre ss:( A SPRLC21) .

.c

7.

No Yes 

No Yes 

W hen  was you r m os t recent HCV ca re visit?(ASHCVLST)

Is  you r H CV pro v id er th e  sa m e pro v id er wh o tak es  ca re of  yo u r H IV?(A SHCVPRO) a.

.

In dica te  the  loc ati on s  of all HCV ca re  vis its atten ded sin ce you r last CTN- 0049 stu dy visit .c.

b

,

If you ha ve  se en  a sp eciali st  or o th er prov  id er fo r HCV ca re  sin ce  you r last  CTN -004 9 vis it, answer the following .

i de 
e e 

O
MR R 

t
a

ban
lesresF i snac yNamea dAdd til



    

    

    

    

oN Yes 

(ASPRLC23)1. (ASHCVMR1) 

(ASPRLC24)2. (ASHCVMR2) 

(ASPRLC25)3. (ASHCVMR3) 

(ASPRLC26)4. (ASHCVMR4) 
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No Yes No Yes No Yes 

.I ilatina (ASLVRCNS) (ASCNSLST) (ASPRLC27) (ASCNSMR) 
o onittalnsuc
t:iivs

.Liverb (ASLVRFIB) (ASFIBLST) (ASPRLC28) (ASFIBMR) 
o :scanbrfi

.Liverc (ASLVRBLD) (ASBLDLST) (ASPRLC29) (ASBLDMR) 
oodt :teslb

.L
oo m:
iver 
gran

d
s

(ASLVRSON) (ASSONLST) (ASPRLC30) (ASSONMR) 

.L CT 
nor 
iver

sca
e (ASLVRSCN) (ASSCNLST) (ASPRLC31) (ASSCNMR) 

MRI: 

.Liverf (ASLVRBIO) (ASBIOLST) (ASPRLC32) (ASBIOMR) 
o :psyib

   

   

   

   If "Yes", indicate whether you had any of the following HCV liver consultation visits, tests or procedures. If any of the visits, tests or procedures were repeated, provide information for the most recent visit, test or procedure. 

   

   

   

CTN-0064 Annotated CRFs - Segment A

H av e you ev er had a he patitis C  (HCV)  medica l or liver evaluation ?
"HCV medical or liver evaluation" means you were seen by a liver specialist or another clinician to
see how HCV might have affected your liver and to see if you should receive treatment for 
HCV.(ASHCVLVR) 

8.

Have  you ev er been told  yo ur hepatitis C (HCV) was of a partic ular strain, type, genotype an d/or
sub type? (ASHCVGEN)

9.
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   If "Y es",  i n dicate  the follow ing  for  you r mos t recent HCV ge notype an d/or sub type test.

  

         

)y(mm/dd/yyy

Yes No 

   

   

   If you ha ve  se en  a sp eciali st or oth e r prov ider for  HCV ca re, th e  follow ing  qu estion mus t not be answered "N/A". 

   

   If "Y es, p rescripti on  writt en",  "Y  es, p aperwork initiated ", o r "Y es, b ut I did not  wish to tak e the med ication",  i n dicate the following for the mos t recent time yo ur doctor recommended you tak e HCV medica tion (s).

   

   If y our d oc to r  reco mmen ded  HCV med ic ation (s) since your last CTN- 0049 study visit, indicate the follow ing for  the mos t recent time med ication (s) were re com mended. 

         No Yes 

   

   

   If you r d oc to r  has  rec o mmen ded  you tak e medica tion(s) for treatment of HCV, the following qu estion mus t not  be an swere d "N/A". 

CTN-0064 Annotated CRFs - Segment A

D ate  HCV ge no ty p ing pe rformed :(ASGENDT) 

HCV ge no ty pe  an d /or  sub type:(ASGENTYP) 

   If " M ulti p le ge no ty p es" o r " O the r geno type", s pecify:(ASGENTSP)

a.

b.

W ere  the rec o mmen ded  pre scripti on  (s) for  inje ctions, p ills, or both?(ASRXTYPE) 

a.

b.

c.

R A ob ta ined  med ic al reco rd  re lease:( ASGENMR)

F acility na m e an d ad d re ss:( ASPRLC33) c.

d.

D id you  ha ve  he alt h ins urance  tha t co v ered  the HCV med ication(s) you were  re commen ded?
By “he alt h  ins urance”  w e mea n  pri vate he alth ins urance or  public he alth ins urance or  cov erage
such  as Medica id , M ed ic are, Medi- gap, Afford able Care Ac t cov erage, or oth er gov ernment
insurance.(A  SRXINS) 

R A ob ta ined  med ical reco rd  re lease:( ASRXMR) 

dF acility  na m e an d  ad d re ss:( ASPRLC34) .

e.

H as you r d oc tor  recommen ded HCV medic ation(s ) since you r last CTN- 0049 stu dy visit?
(A SRXLST) 

Has you r d octo r  ever reco mmen ded  yo u tak  e medica tion(s ) for   treatm en t of  hepatitis C  (HCV)?
(A SHCVRX) 
.10 

If you r d oc to r  has  not  reco mmen ded  yo u take medication(s) for treatment of HCV, the follow ing  qu estion mus t be answered "N/A". 
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CTN-0064 Annotated CRFs - Segment A

Have you ev er received any hepatitis C  (HCV) med ication(s)?(ASRXRCV) 

If you have received any HCV medication(s), the following question must not be answered "N/A". 
If you have not received any HCV medication(s), the following question must be answered "N/A". 

1.1

Have you ev er taken  an y he patitis C (HCV)  medication(s)?(ASRXTAKE).12

If  "Yes",  are you curren tl y tak ing HCV medica tion(s)?(ASRXTAKC)a.

bIf "Y es",  h  ave you ev er co mple ted a course  of HCV med ication (ta ken  the  pil ls  an d/or  injections fo
the  len gth  of  time the y were prescrib ed)?(ASRXCMPL) 

   If "Yes",  h ave you comple ted  a cou rse of  HCV medica tion with in  the  pa st  12 weeks? 
(ASRXCM12) 

. r

Commen ts:( AUSCOMM)



 
 

 
 
 

 
 

5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for AUS 

HCV genotype and/or subtype: 
6-Genotype 4 
7-Genotype 5 
8-Genotype 6 
9-Multiple genotypes 
97-Don't know 
99-Other genotype 
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NIDACl sN wokrteTilraii lnca 

    6-1-0110.10.WebV o ; 0; 14iers :n 

                     

  y(mm/dd/yyy)    Date   of  assessm en t:(B MCASMDT) 

   

   People can have many different types of problems getting their medical care. Think of the reasons why you may not have gotten the medical care you needed or that was recommended for you. Please indicate "No" or "Yes" for all 
of the following reasons for why you may not have gotten needed medical care in the past month. 

   

    I was unable to pay for medical care.   

  

  

  

  

  

  

  

  

  

No Yes 

(BMNOPAY) 

(BMWHERE) 

(BMTRANSP) 

(BMHOURS) 

(BMTXPOOR) 

(BMNOCLNC) 

(BMTRUST) 

(BMTKCARE) 

(BMCHILD) 

(BMALCDRG) 

    I was not sure where to go to get medical care.

    I did not have transportation to medical care.

    The clinic's hours of operation were inconvenient for me

    I was treated poorly at a clinic in the past.

    I did not want to be seen at a clinic.

    I do not trust doctors.

    I don't really care about taking care of myself at this time

    I did not have child care.

   

   

   

   

   

   

CTN-0064 Annotated CRFs - Segment A

Ba rrie rs to Medic al Care (BMC)

Commen ts:( BMCCOMM)

Segm en t  (PROTSEG):A  

Visi t  num be r ( VISNO):  

In the past month:

.1

.2

.3

. .4

.5

.6

.7

. .8

.9

I was too drunk or high..10

Ref erence: Kalichman , S.C., Catz , S., and Ra machandran, B. (1999).  Barriers to HIV/AIDS tre atmen t and ad herence amon g Afric an-Ameri can ad ults wit h dis advantaged ed ucation . Journal of the National Medical Association, 9 1,
43 9-44 6.
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NIDACl sN wo kr te Tilraii lnca 

                  

   Date  of  assessm en t: (BSIASMDT)  

   

  

   

  

  

 

   

 

   

  RA Ins tructi on  : Prov id e pa rticipant  with a ref erence ca rd that lists all re spon se op tions for h is/her easy reference.

 How muc h  we re you dis tressed  (or b oth e red ) b y  bod y  ac hes? 
0 = Not  at All 1= A Little Bit 2   = Mod erately  3 = Quit e  a Bit 4   =  Extremely

 Before we ge t started, I' ll read  an ex ample:

 The ne xt set  of  questi ons  con sists  of  a  lis t  of  prob  le ms tha t peo p le  som etimes  have. I will  read ea ch problem  to you . Then you can  tell me the
num be r o f  th e  res ponse  tha t best describes how muc h tha t prob lem ha s dist ressed or  both ered you du ring  the past 7 da ys, including today.

                               l to Al AL eBi t ilt tta N  

   

  (mm/dd/yyyy) 

    6-1WebVersion:1.0;1.01;11-15

      

  

  

  

  

  

  

  

  

  

  

  

  

l tNo Altta AL eBit Motli d lteraey QuieaBitt melyEtxre

0 1 2 3 4 

BSFNTDIZ)(

BSNOINT)(

BSNERVOS)(

BSPAINHR)(

BSLONELY)(

BSTENSE)(

BSNAUSE)(

BSBLUE)(

BSSCARED)(

BSBREATH)(

BSWORTH)(

BSTERRO)(

   

       

      

       

    

       

      

    

       

      

     

       

CTN-0064 Annotated CRFs - Segment A

s

t

s

l r

Brief  Symptom Invento ry  (BSI) 

Segmen t  (PROTSEG):A  

Visi t  num be r ( VISNO):  

How muc h  we re  yo u dist ressed  by : 

Bod y ac hes:(B SEXAMPL ) Moderately QuiteaBit Extremely 

How  much were you distressed by:

1. Faintness or dizziness:

2. F gnoi nti :ngshit tneresinlee

3. Ne o so e si d:einsinhkrsausnesrv

4. P sinh o :h trcestearian

5. F glo l:neyinlee

6. F gt eo du:pkreyeensinlee

7. Na ao oma :hcttrupsesuse

8. F gbl :ueinlee

9. Sdd ys dfo or o:neasrncarelenu

10. To egetgyo :hb turreainlbur

11. F so ohl e s:essntrfwinglee

12. Spelso eroo i:rpancrtf
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   Commen ts:( BS ICOMM) 

s

l

CTN-0064 Annotated CRFs - Segment A

13. Numb so ginp so od:ybftarini lngtrnes (BSNUMB) 

(BSHOPELS) 

(BSRESTLS) 

(BSWEAK) 

(BSENDLIF) 

(BSFEARFL) 

14. F gho e sao heft :uurettublpeinlee

15. F gsor syouco l:ittsits'dnlulestesinlee

16. F gw kinp so o od:yburfytareainlee

17. Tho so gyo f:eilurinf denthug

18. F gf :flearuinlee

©Cop yright  200 0, 200 4 Le on ard R.  Derog atis, PhD.  All ri ghts res erved. Published an d dis tributed ex clusively by NCS Pea rson, Inc. BSI is  a reg istered tra demark  of  Leonard R. Derogati s, PhD.



  
1-Office
2-Care Facilitator home 
3-Field 

 

 
 
 
 

                     
   

   

    

   

   

    

    

      

    
   

   

  

    

      

    

  

  

  

  

  

  

  

  

  

    

  

  

  

  

  

  

 
     

 
 

  

 
   

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Care Facilitator Intervention Visit (CAI) 
Web Version: 1.0; 6.00; 02-23-18 

Segment (PROTSEG): B 

Contact date (CONTCTDT): 
Contact type (CNTCTTYP): 

Start time (24-hour time) (STRTTIME): 

Face-to-Face Care Facilitator/Participant Visit 
Non Face-To-Face Care Facilitator/Participant Contact: 

1. Location of contact:(CIVISLOC) 1-Care Facilitator office 
2-Field 
3-Provider clinic 
4-Care Facilitator traveled to participant's location 

2-HCV care 
3-Substance use treatment 
4-Housing 
5-Mental health 
*Additional Options Listed Below 

From: (hh:mm) (CICSTETM)To: (hh:mm) 

If "Provider clinic", specify clinic type:(CICLINTP) 1-HIV care 

If "Other", specify:(CICLTPSP) 

2. Location where Care Facilitator was before visit:(CICFSLOC) 

3. Care Facilitator travel time from prior location to meeting location:(CICSTSTM) 

Calculate the distance traveled by the Care Facilitator to the meeting location from the location where the Care Facilitator was prior to the meeting location by entering the prior location address and the meeting location address into Google Maps. Choose the shortest route provided by Google Maps. If the address of a location is unknown, enter in the address 
of the nearest landmark, or enter in the intersection nearest to the location. Click on the below link to open Google Maps.
Google Maps 

4. Distance traveled by the Care Facilitator from prior location to the meeting:(CICFSTDS) (xxx.x)  miles 

From: (hh:mm) (CICNTETM)To: (hh:mm) 

No Yes   

5. Duration of call (use 24-hour time):(CICNTSTM) 

6. Purpose of Care Facilitator/Participant Visit (check all that apply): 
7. Purpose of call (check all that apply): 

a. Confirm an upcoming appointment (check all that apply):(CICNFAPP) 

No Yes

(CICNFCF)

(CICNFHIV)

(CICNFHCV)

(CICNFSTX)

(CICNFMHL)

(CICNFHS)

(CICNFOTH)

 Care Facilitator meeting: 

 HIV care: 

 HCV care: 

 Substance use treatment: 

 Mental health: 

 Housing: 

 Other: 

 If "Other", specify: (CICNFOSP) 

b. Type of Care Facilitator/Participant Visit (check all that apply): 
c. Conduct Care Facilitator/Participant session over telephone (check all that apply):(CITELVIS) No Yes   

No Yes 

(CINXTSTP) 

(CITRBLSH) 

(CIPRSUPP) 

(CIHCVRSL) 

Discuss next steps in care: 

Troubleshoot care issue: 

Provide support: 

HCV RNA results/education visit: 
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(CINEDSAS) 

(CISTRNTH) 

(CISUBSAS) 

(CIMHREF) 

(CICRISIS) 

(CIHOUSNG) 

(CIMTVENH) 

  (CIADDMTV) 

  (CIEDUCAT) 

  (CIFNLVIS) 

 

   

  

  

  

  

  

  

(CIPRMPRV)

(CIPMPHIV)

(CIPMPHCV)

(CIPMPSTX)

(CIPMPMHL)

(CIPMPHS)

(CIPMPOTH)

  

 

   

  

  

  

  

  

  

(CIACPRVD)

(CIAPHIV)

(CIAPHCV)

(CIAPSTX)

(CIAPMHL)

(CIAPHS)

(CIAPOTH)

  

 

   

  

  

  

  

  

  

(CIDBRPRV)

(CIDPHIV)

(CIDPHCV)

(CIDPSTX)

(CIDPMHL)

(CIDPHS)

(CIDPOTH)

  

 

   

  

  

  

  

  

  

(CIPPWCR)

(CIPPWHIV)

(CIPPWHCV)

(CIPPWSTX)

(CIPPWMHL)

(CIPPWHS)

(CIPPWOTH) 

5/16/2018 Protocol: 0064 Randomization (0064B) 

No Yes 

Needs assessment visit: 

Strengths assessment visit: 

Substance use assessment visit: 

Mental health referral visit: 

Crisis management visit: 

Housing provider visit: 

Motivational enhancement visit: 

Additional motivation (outside of scripted visits outlined in the Care Facilitator Intervention Manual, MOP 05): 

Additional education (outside of scripted visits outlined in the Care Facilitator Intervention Manual, MOP 05): 

Final Care Facilitator/participant visit: 

Prepare to meet provider visit (check all that apply): 

 HIV care: 

 HCV care: 

 Substance use treatment: 

 Mental health: 

 Housing: 

 Other: 

 If "Other", specify: (CIPMPOSP) 

No Yes 

Accompanied provider visit (check all that apply): 

 HIV care: 

 HCV care: 

 Substance use treatment: 

 Mental health: 

 Housing: 

 Other: 

 If "Other", specify: (CIAPOSP) 

No Yes 

No Yes 

Debrief provider visit (check all that apply): 

 HIV care: 

 HCV care: 

 Substance use treatment: 

 Mental health: 

 Housing: 

 Other: 

 If "Other", specify: (CIDPOSP) 

Complete paperwork for care (check all that apply): 

 HIV care: 

 HCV care: 

 Substance use treatment: 

 Mental health: 

 Housing: 

 Other: 
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5/16/2018 Protocol: 0064 Randomization (0064B) 

If "Other", specify: (CIPPWOSP) 

Schedule an appointment (check all that apply):

 Care Facilitator meeting:

 HIV care:

 HCV care:

        HCV evaluation (e.g., liver biopsy, Fibroscan):

 Substance use treatment:

 Mental health:

 Housing:

 Other:

 If "Other", specify: (CISCHOSP) 

Reschedule an appointment (check all that apply):

 Care Facilitator meeting:

 Reason for reschedule:

 If "Other", specify:

 HIV care:

 Reason for reschedule:

 If "Other", specify:

 HCV care:

 Reason for reschedule:

 If "Other", specify:

        HCV evaluation (e.g., liver biopsy, Fibroscan):

 Reason for reschedule: 

If "Other", specify:

 Substance use treatment:

 Reason for reschedule: 

If "Other", specify: 

No 

(CISCHEDL) 

(CISCHCF) 

(CISCHHIV) 

(CISCHHCV) 

(CISCHEVL) 

(CISCHSTX) 

(CISCHMHL) 

(CISCHHS) 

(CISCHOTH) 

No 

(CIRESCHD) 

(CIRESCF) 

Yes 

Yes 

(CIRSRCF) 

(CIRRCFSP) 

1-Care Facilitator canceled original appointment 
2-Clinic canceled original appointment 
3-Participant canceled original appointment (notified clinic/Care Facilitator of cancellation) 
4-Participant missed or was a no-show to original appointment 
99-Other 

No 

(CIRESHIV) 

Yes 

1-Care Facilitator canceled original appointment 
2-Clinic canceled original appointment 
3-Participant canceled original appointment (notified clinic/Care Facilitator of cancellation) 
4-Participant missed or was a no-show to original appointment 
99-Other 

No 

(CIRSRHIV) 

(CIRRHISP) 

Yes 

(CIRESHCV) 

No 

(CIRESEVL) 

(CIRSRHCV) 

(CIRRHCSP) 

Yes 

1-Care Facilitator canceled original appointment 
2-Clinic canceled original appointment 
3-Participant canceled original appointment (notified clinic/Care Facilitator of cancellation) 
4-Participant missed or was a no-show to original appointment 
99-Other 

1-Care Facilitator canceled original appointment 
2-Clinic canceled original appointment 
3-Participant canceled original appointment (notified clinic/Care Facilitator of cancellation) 
4-Participant missed or was a no-show to original appointment 
99-Other 

No 

(CIRESSTX) 

(CIRSREVL) 

(CIRREVSP) 

Yes 

1-Care Facilitator canceled original appointment 
2-Clinic canceled original appointment 
3-Participant canceled original appointment (notified clinic/Care Facilitator of cancellation) 
4-Participant missed or was a no-show to original appointment 
99-Other 

(CIRSRSTX) 

(CIRRSTSP) 
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(CIRSRMHL)

(CIRRMHSP) 

No Yes

(CIRESHS)

  

  

  

(CIRSRHS)

(CIRRHSS

No Yes

(CIRESOTH)

  

  

  

 

  

  

    

    

      

    

  

  

  

  

  

  

    

  

    

 

  

  

  

  

 
 

1-Care Facili
2-Clinic canc
3-Participant
4-Participant
99-Other 

   
  

        
        

tator canceled original appointment 
eled original appointment 
 canceled original appointment (notified clinic/Care Facilitator of cancellation) 
 missed or was a no-show to original appointment 

    1-Care Facilitator canceled original appointment 
   

        
        

    
   

        
        

1-Care Facilitator canceled original appointment 
2-Clinic canceled original appointment 
3-Participant canceled original appointment (notified clinic/Care Facilitator of cancellation) 
4-Participant missed or was a no-show to original appointment 
99-Other 

   01-Rapid HCV Antibody Reactive 
   
   
   

   
   

5/16/2018 Protocol: 0064 Randomization (0064B) 

No Yes 

(CIRESMHL)Mental health: 

 Reason for reschedule: 

 If "Other", specify: 

 Housing: 

 Reason for reschedule: 
2-Clinic canceled original appointment 
3-Participant canceled original appointment (notified clinic/Care Facilitator of cancellation) 
4-Participant missed or was a no-show to original appointment 
99-Other 

 If "Other", specify: P) 

 Other: 

 Specify other reason: (CIRESOSP)

 Reason for reschedule: 

(CIRSROTH)

(CIRROTSP) 

No Yes 

(CIOTHVIS)

 If "Other", specify: 

Other visit type: 

 If "Other", specify: (CIOVISSP) 

8. What was the main type, focus, or purpose of this visit?(CIFOCUS)
02-Rapid Reactive/RNA Undetected (Neg) 
03-Rapid HCV Reactive/RNA Positive 
04-Needs and Strengths Assessment 
05-Substance Use Discussion Meeting 
*Additional Options Listed Below 

9. Time participant spent meeting with Care Facilitator, Medical Care or other provider (use 24-hour time):(CICNTSTM) From: (hh:mm) (CICNTETM)To: (hh:mm) 

No Yes 

(CIPTINTM) 

(CIPTTRTM) 

10. Categorize how participant spent time during meeting (check all that apply): 

a. Participant intervention time (time spent having intervention related conversation with Care Facilitator regardless of where the conversation occurs, e.g., phone, in clinic, etc.): 

b. Participant transportation time during meeting with Care Facilitator, but without intervention related conversation: 

c. Participant waiting time without intervention related conversation (e.g., participant waiting to meet with medical care provider or other provider): (CIPTWTM) 

(CIPTPRTM) 

(CIPTOTTM)

d. Participant time with non-Care Facilitator provider (time spent meeting with medical care or other provider): 

e. Other:

 If "Other", specify: (CIPTOTSP)

11. Time Care Facilitator spent meeting with the participant (exclude time spent on other work-related activities unrelated to this participant):(CICFPTTM) (xxx)  minutes 

No Yes 

(CICFINTM) 

(CICFTRTM) 

12. Categorize time Care Facilitator spent meeting with the participant (exclude time spent 
on other work-related activities unrelated to this participant) (check all that apply):

a. Care Facilitator intervention time (time spent having intervention related conversation with participant regardless of where the conversation occurs, e.g., phone, in clinic): 

b. Care Facilitator transportation time during meeting with participant, but without intervention related conversation: 

c. Care Facilitator waiting time without intervention related conversation (e.g., Care Facilitator waiting while participant is engaged in other activities): (CICFWTM) 

(CICFOTTM) d. Other:
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      From: (hh:mm) (CICSTETM)To: (hh:mm) 

    
   

   

  

    

      

    

  

  

  

  

  

  1-Care Facilitator provided 
 

  
   

  1-Care Facilitator provided 
 

  
   

  
 

5/16/2018 Protocol: 0064 Randomization (0064B) 
If "Other", specify: (CICFOTSP) 

13. Location where Care Facilitator goes after visit:(CICFELOC) 1-Office
2-Care Facilitator home 
3-Field 

From: (hh:mm) (CICETETM)To: (hh:mm) 

(xxx.x)  miles 

2-Public transportation 
3-Taxi 
4-Drove 
5-Friend/family member/other drove 
*Additional Options Listed Below 

From: (hh:mm) (CIPSTETM)To: (hh:mm) 

(xx.x)  miles 

2-Public transportation 
3-Taxi 
4-Drove 
5-Friend/family member/other drove 
*Additional Options Listed Below 

From: (hh:mm) (CIPETETM)To: (hh:mm) 

14. Care Facilitator's travel time from meeting location to post visit location (use 24-hour time):(CICETSTM) 

Calculate the distance traveled by the Care Facilitator from the meeting location to the post visit location by entering the meeting location address and post meeting address into Google Maps. Choose the shortest route provided by Google Maps. If the address of a location is unknown, enter in the address of the nearest landmark, or enter in the intersection 
nearest to the location. Click on the below link to open Google Maps.
Google Maps 

15. Distance traveled by the Care Facilitator from the meeting location to post visit location:(CICFETDS) 

16. Participant form of travel from participant home (or other participant start point) to meeting location:(CIPSTRTP)

If "Other", specify:(CIPSTTSP) 

17. Participant travel time from participant home (or other participant start point) to meeting location (use 24-hour time):(CIPSTSTM) 

Calculate the distance traveled by the participant from the participant's home (or other participant start point) to the meeting by entering the prior location address and the meeting location address into Google Maps. Choose the shortest route provided by Google Maps. If the address of a location is unknown, enter in the address of the nearest landmark, or 
enter in the intersection nearest to the location. Click on the below link to open Google Maps.
Google Maps 

18. Distance traveled by the participant from home (or other start point) to meeting location:(CIPSTRDS) 

19. Participant form of travel from meeting location to home (or end point) after meeting:(CIPETRTP)

If "Other", specify:(CIPETTSP) 

20. Participant travel time from meeting location to home (or end point) (use 24-hour time):(CIPETSTM) 

Calculate the distance traveled by the participant from the meeting location to home (or end point) by entering the meeting location address and participant's home address (or end point) into Google Maps. Choose the shortest route provided by Google Maps. If the address of a location is unknown, enter in the address of the nearest landmark, or enter in the 
intersection nearest to the location. Click on the below link to open Google Maps.
Google Maps 

21. Distance traveled by the participant from meeting location to home (or end point):(CIPETRDS) (xx.x)  miles 

Contact with Others (Care Facilitator with Person Other than Participant)

22. Contact type:(CIOTCNTP) 1-In-person 
2-Telephone 
3-Email 
4-Text

No Yes   23. Did this contact take place in a location other than the Care Facilitator office?(CIOTOLOC)

24. Care Facilitator travel time from prior location to provider location:(CICSTSTM)

Calculate the distance traveled by the Care Facilitator to the provider's location from the location where the Care Facilitator was prior to the provider's location by entering the prior location address and the provider location address into Google Maps. Choose the shortest route provided by Google Maps. If the address of a location is unknown, enter in the 
address of the nearest landmark, or enter in the intersection nearest to the location. Click on the below link to open Google Maps. 
Google Maps 

25. Distance traveled by the Care Facilitator from prior location to the provider's location:(CICFSTDS) (xxx.x)  miles 

From: (hh:mm) (CICNTETM)To: (hh:mm) 

1-Provider 
2-Case Manager/Social Worker 
3-Family member/friend 

26. Duration of contact (use 24-hour time):(CICNTSTM) 

27. Conversation was with:(CIOTCNID) 

If "Provider", select provider type (check all that apply): No Yes 

HIV provider: (CIOTPHIV) 

(CIOTPHCV) 

(CIOTPSTX) 

(CIOTPMHL) 

HCV provider: 

Substance use treatment provider: 

Mental health: 
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(CIOTPHS) 

(CIOTPLAB) 

(CIOTPUFR) 

(CIOTPOTH)

  

    

  

  

  

  

  

  

  

  

No Yes 

(CIOTCONF) 

(CIOTSCHD) 

(CIOTRESC) 

(CIOTADVC) 

(CIOTMONT) 

(CIOTCOOR) 

(CIOTINSR) 

(CIOTPRPS)

  

    

    

      

    
   

   

  

    
     

 

  

5/16/2018 Protocol: 0064 Randomization (0064B) 
Housing provider: 

Clinical laboratory: 

Ultrasound/Fibroscan/Radiology: 

Other: 

 If "Other", specify: (CIOTPOSP) 

28. Purpose of contact (check all that apply):

Confirm upcoming visit: 

Schedule upcoming appointment: 

Reschedule upcoming appointment: 

Advocacy: 

Monitoring (participant treatment progress): 

Coordinating care: 

Insurance and other paperwork: 

Other: 

 If "Other", specify: (CIOTPPSP) 

29. Location where Care Facilitator goes after the provider's location:(CICFELOC) 1-Office
2-Care Facilitator home 
3-Field 

From: (hh:mm) (CICETETM)To: (hh:mm) 

(xxx.x)  miles 

30. Care Facilitator's travel time from provider's location to post contact location (use 24-hour time):(CICETSTM) 

Calculate the distance traveled by the Care Facilitator from the provider's location to the post contact location by entering the provider's location address and post contact address into Google Maps. Choose the shortest route provided by Google Maps. If the address of a location is unknown, enter in the address of the nearest landmark, or enter in the 
intersection nearest to the location. Click on the below link to open Google Maps.
Google Maps 

31. Distance traveled by the Care Facilitator from the provider's location to post contact location:(CICFETDS) 

Comments:(CAICOMM) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for CAI 
Contact type (CNTCTTYP) (key field): 
1-Face-to-Face Care Facilitator/Participant Visit 
2-Non Face-to-Face Facilitator/Participant Contact 
3-Contact with Others (Care Facilitator with Person Other Than Participant) 

If "Provider clinic", specify clinic type: 
99-Other 

What was the main type, focus, or purpose of this visit? 
06-Prepare to Meet HCV/HIV/Substance Abuse Treatment Provider 
07-Debrief HCV/HIV/Substance Abuse Treatment Provider Visit 
08-Enhancing Motivation for Care 
09-Final Participant Meeting 
10-Unscripted 
11-Accompany to Provider, No Intervention Delivered 

Participant form of travel from participant home (or other participant start point) to meeting location: 
6-Walked 
99-Other 
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NIDACl sN wokrteTilraii lnca 

    6-1 -01 10.10:n . WebV o ; 0; 14iers 

                     

   

   

   

   

   

   

CTN-0064 Annotated CRFs - Segment A

Compu ter Assisted  Pe rson al Interview (CAP)

 

Whe re  is thi s  as sessm en t  being  pe rfo rmed ?(CAPLOCTN) 

Do not  read  the se  lin es of  te xt  to  the pa rti cipant.

Welc o me! 

Segm en t  (PROTSEG):A  

Visi t  num be r ( VISNO):  

Yo u will  b e  ad m ini stering  some qu esti ons using thi s compu ter. T o navigate to the firs t assessment, click on the "Save" b utton at the top or bottom of  the sc reen, then cli ck the link con taining the as sessment's na m e in the  box  ab ove.
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NIDACl sN wokrteTilraii lnca 

    6-1 WebVersion:1.0;1.00;10-14

                     

     y(mm/dd/yyy) 

   

  

   

 Now  I'm   go ing to  read so me statem en ts ab out things that people  in  yo ur neighborhood  may or  may  no t do.  
For each of these statements, tell me whether you Strongly Agree, Agree, Disagree, or Strongly Disagree. 

  

  

  

  

  

  

oglyAgreentrS Agree Disagree oglyDisagreentrS

(CCCLSKNT) 

(CCHELP) 

(CCALONG) 

(CCVALUES) 

(CCTRUST) 

        

            

             

            

         

   

   

CTN-0064 Annotated CRFs - Segment A

l

l

Community Cohesion Scale (CCS) 

Date  of  assessm en t:(CCSASMDT) 

Segm en t  (PROTSEG):A  

Visi t  num be r ( VISNO):  

1. Myn o oodisaco o ood.hrbihtnegkin-selhrbiheg

2. Po einmyn o oodaewi gtoh pt ors.bhi iherneglelinrhrbiheglpe

3. Po einmyn o oodg alydo ogwihe hoher.tactnlt tgea’nenerhrbiheglpe

4. Po einmyn o ooddono etesmevlaues.ahhtsarhrbiheglpe

5. Po einmyn o oodcnbet dtruse.ahrbiheglpe

Commen ts:( CCSCOMM)



 

 
 

                     
   

     

   

     

  

(xxx)

Certification Fidelity 

 minutes 

   

    
   

   

    

   
 

 

   
 

  

    
     

 

 9-Dummy Reviewer 

   99999999-Dummy Care Facilitator ID 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Needs and Strengths Assessment (CFA) 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CAREVWID) 

(mm/dd/yyyy) Date of review:(CAREVWDT) 

Care facilitator:(CACFID) 

Session length:(CASESLEN) 

Review type:(CARVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: 

1. Assess participant's overall needs: 
Invite the participant to list the various needs participant has related to health, housing, food, substance use, HIV, HCV, etc; if HCV (liver health)/HIV/substance use treatment is not on list, inquire about putting these items on the list; Ask participant to put needs in 
order of importance; inquire about importance of untreated HIV and HEP C/Liver health on needs.

2. Create a treatment plan: 
Help participant create steps for accomplishing some of the most important needs; assess about readiness to access HCV care provider to find out about health of liver and/or HIV care and/or substance use treatment. 

3. Assess participant's overall strengths:
Offer to use strengths guide to discuss participant's strengths in various aspects of participant's life; discuss how participant's personal strengths can be used to accomplish steps in meeting treatment goals. 

4. Agree to continue strengths conversation:
Care Facilitator and participant to discuss idea of discussing participant's strengths throughout the time participant and Care Facilitator are working together.

Comments:(CAMCOMM) 

Web Version: 1.0; 1.00; 10-14-16 

Not at All Somewhat Mostly Completely Not Delivered for Could Not 
Legitimate Reason Be Rated 

(CAASSESS) 

(CATXPLAN) 

(CASTRENG) 

(CAAGREE) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Control Arm: Rapid HCV Reactive/RNA Positive (CFC) 
Web Version: 1.0; 1.00; 10-14-16 

Mostly Completely Not Delivered 
for Legitimate 

Reason 

Could 
Not Be 
Rated 

Reviewer:(CCREVWID) 9-Dummy Reviewer 

(mm/dd/yyyy) 

99999999-Dummy Care Facilitator ID 

(xxx)  minutes 

Certification Fidelity 

Not at All Somewhat 

Date of review:(CCREVWDT) 

Care facilitator:(CCCFID) 

Session length:(CCSESLEN) 

Review type:(CCRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: 

1.  Provide HCV RNA positive result and let participant respond:
Share RNA positive test result; reiterate meaning of test result (infected with Hep C virus); provide time for participant to respond, answer any participant questions. 

(CCHCVPOS) 

(CCREITER) 

(CCPOS) 

(CCPAMPH) 

(CCVACCIN) 

(CCTRANS) 

(CCSTEP) 

(CCREMIND) 

2.   Reiterate Hep C infection and convey positive message: 
HCV will stay in body unless take HCV treatment to get rid of HCV; new treatment works well, and can get rid of virus; treatment usually just pills, well tolerated and completed in few months. 

3.   Provide positive reinforcement: 
Many things you can do to stay healthier: get liver assessment, do things to take care of liver, can discuss new HCV treatment with care provider (that can cure HCV); can prevent HCV transmission. 

4.   Provide HCV pamphlet and review helping liver: 
Avoid or cut down on alcohol; get on HIV treatment; see provider for liver tests and discuss newer medications. 

5.   Discuss Hep A and Hep B Vaccinations: 
Explain how Hep A and B are spread; discuss need for tests to see if immune and importance of getting vaccinated if not immune. 

6.   Discuss HCV transmission reduction: 
Avoid others coming in contact with your blood: not sharing needles or works; not sharing snorting equipment [straws]; not sharing personal items: razors, nail clippers, toothbrushes; tattoos/piercings only from licensed settings; avoid or reduce multiple partners, avoid rough 
vaginal/anal sex; condoms to reduce HIV and other STDs; How HCV is NOT spread: kissing, hugging, sharing food, coughing, sneezing.

7.   Discuss next step offer/attempt to make HCV care appointment: 
We can try to set up appointment for HCV provider for you, if wanted provide reminder card; or provide referral if appointment could not be made. 

8.   Remind particpant of study visit schedule and procedures: 
Will ask for you to come back in 6 and 12 months from today, if contact us between __ and __ will be compensated _ at your 6 month visit; will provide reminder of upcoming visits; review/update contact information. 

Comments:(CCHCOMM) 
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 9-Dummy Reviewer    

     

   

     

  

(xxx)  minutes 

Certification Fidelity    

    
   

  
 

 

 

  

  

(CDSUPPOR) 

(CDOUTSTN) 

(CDNEXTST) 

(CDPLAN) 

  
 

  
 

  
 

    
     

 

   99999999-Dummy Care Facilitator ID 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Debrief HCV/HIV/Substance Abuse Treatment Provider Visit (CFD) 
Web Version: 1.0; 1.00; 10-14-16 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CDREVWID) 

(mm/dd/yyyy) Date of review:(CDREVWDT) 

Care facilitator:(CDCFID) 

Session length:(CDSESLEN) 

Review type:(CDRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Delivered Could 
for Legitimate Not Be 

Reason Rated 

1. Support participant efforts:
Invite participant to articulate positive outcomes from HCV/HIV/substance abuse treatment provider care visit and participant's efforts. Elicit from participant what participant learned and the strengths participant demonstrated; verbally acknowledge participant strengths; if 
appropriate, explore with participant what can be done differently in future care visits to achieve a more positive outcome.

2. Discuss outstanding business:
Ask participant to identify unanswered/unaddressed questions (see index card); clarify any new questions/concerns that may have come up during or after the HCV/HIV/substance abuse treatment provider visit. 

3. Discuss and prepare for next steps in self-care:
Discuss and strategize the next steps in care e.g., additional lab or medical testing; medication pick-up and medication start date, attending or entering substance abuse treatment; assist with setting dates, rehearse preliminary steps; if appropriate, encourage participant to 
discuss taking medications with pharmacy staff.

4. Plan next Care Facilitator/participant meeting:
Schedule appointment; review locator information; reinforce participant interest/effort in self-care; discuss reminder phone call/email; resolve any transportation issues. 

Comments:(CFDCOMM) 
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(CFPROGRS) 

(CFCHLLNG) 

(CFNXTSTP) 

(CFEXPRNC) 

   

   

   

     (CFFUVIST) 

    
     

 

 9-Dummy Reviewer 

   99999999-Dummy Care Facilitator ID 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Final Participant Meeting (CFF) 
Web Version: 1.0; 1.00; 11-15-16 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CFREVWID) 

(mm/dd/yyyy) 

(xxx)  minutes 

Certification Fidelity 

Date of review:(CFREVWDT) 

Care facilitator:(CFCFID) 

Session length:(CFSESLEN) 

Review type:(CFRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Could 
Delivered Not 

for Be 
Legitimate Rated 

Reason 

1. Review self-care progress since initial Care Facilitator/participant meeting: 
Invite/help participant to acknowledge ways that participant demonstrated self-care in last 6 months (related to HCV, HIV, substance abuse, housing, etc.); acknowledge and support attempts at self-care and any and all successes (securing ID, meeting with providers, learning 
more about HCV, HIV health, receiving treatment, etc.).

2. Examine challenges to self-care efforts and goals:
Invite participant to identify current challenges to self-care; focus on ways participant overcame barriers in participant's past; reinforce strengths participant demonstrated. 

3. Discuss and prepare for any next steps in any self-care:
Strategize what participant may want to accomplish between now and next Care Facilitator/participant visit related to self-care (HCV and/or HIV care, substance abuse treatment, etc.); assist participant in setting specific steps and target dates for goal; discuss ways to overcome 
potential barriers.

4. Explore the experience of working together:
Encourage participant to share participant's benefits and challenges of working together. Care Facilitator to share care facilitator's experience, focusing on positive and successful resolutions of challenges. 

5. Discuss upcoming HOPE HCV study (non-care facilitator) follow up visit:
Review date/activities for 6 month follow-up visit (including blood and toxicology screening; provide appointment card, remind participant of 6 month reimbursement and express appreciation for the participant's study involvement; review locator information; reinforce participant 
interest/effort in continued HCV/HIV/substance abuse self-care; provide appropriate verbal encouragement on participant's ability to make progress in self-care.

Comments:(CFFCOMM) 
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(xxx)

Certification Fidelity 

 minutes 

   

    
   

  
 

  

  

  

  

  

(CGHCVNEG) 

(CGCLEAR) 

(CGREMIND) 

(CGREDUCE) 

(CGVACCIN) 

  
 

  
 

  
 

   
 

  
   

  
 

  (CGSTUDY) 

    
     

 

 9-Dummy Reviewer 

   99999999-Dummy Care Facilitator ID 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Rapid Reactive/RNA Undetected (Neg) (CFG) 
Web Version: 1.0; 1.01; 10-14-16 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CGREVWID) 

(mm/dd/yyyy) Date of review:(CGREVWDT) 

Care facilitator:(CGCFID) 

Session length:(CGSESLEN) 

Review type:(CGRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Delivered for Legitimate Could Not Be 
Reason Rated 

1. Provide HCV RNA negative test result:
Share that confirmatory test result was negative and that participant does not have HCV but that because participant has antibodies (from rapid screening test) participant was infected with HCV at some previous time; reiterate meaning of test result, and 
answer any participant questions.

2. Explain about clearing the virus: 
Share that while most people develop chronic infection, some infected are able to clear hepatitis C virus. Having cleared HCV infection does NOT protect participant from getting HCV infected again. 

3. Remind participant about need to test again: 
If participant injects drugs, shares works, exposed to someone's blood, if participant is MSM, or if multiple partners suggest HCV testing at least annually.

4. Review ways to reduce risk for HCV: 
Explain that participant can get re-infected with virus. Remind participant of ways to reduce HCV exposure: avoid sharing needles or works, avoid sharing snorting equipment [straws]; avoid sharing razors, nail clippers, toothbrushes; using condoms; 
tattoos/piercings only from licensed settings.

5. Discuss Hep A and Hep B vaccinations:
Explain how Hep A and B are spread; explain that CDC recommends everyone get vaccinated for A and B. 

6. Assess last HIV care appointment and attempt to schedule: (CGLAST)
Inquire about (or check record) about last HIV care appointment. Provide offer to make HIV care appointment; inquire best days/times for participant; attempt to make appointment. 

7. Inform participant about continued study participation:
Set out testing materials, put on gloves, collect sample; process sample; log test and record time; have participant wait for results either in office or lobby. 

Comments:(CFGCOMM) 
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(mm/dd/yyyy) 

99999999-Dummy Care Facilitator ID    

     

  

(xxx)

Certification Fidelity 

 minutes 

   

    
   

    

  
   

  
   

  
   

    

  
   

    
     

 

 9-Dummy Reviewer 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Pre-HCV Rapid Results (CFH) 
Web Version: 1.0; 1.00; 11-15-16 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CHREVWID) 

Date of review:(CHREVWDT) 

Care facilitator:(CHCFID) 

Session length:(CHSESLEN) 

Review type:(CHRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Delivered for Legitimate Reason Could Not Be Rated 

1. Introduce self and provide overview of today's visit: (CHINTROD)

(CHOVRVIW) 

(CHLKSFOR)

(CHPOSSBL)

(CHCNSENT)

(CHCNDUCT)

Greet participant; introduce each to the other, describe activities for this visit. 

2. Provide brief overview of rapid HCV testing procedures: 
Preparing collection site, collecting sample, processing sample; results available in 20 minutes. 

3. Explain briefly what rapid HCV test is looking for: 
Detection of HCV antibodies.

4. Explain possible test results and any appropriate next steps: 
If negative - no further testing; if antibody positive - additional testing (RNA) to determine if cleared virus or not; if invalid - no valid test result, need to test again. 

5. Obtain participant written consent (if not already received): 
Inquire if participant has any further questions; have participant print and sign name and write correct date; staff member to follow suit. 

6. Conduct HCV rapid test according to protocol: 
Set out testing materials, put on gloves, collect sample; process sample; log test and record time; have participant wait for results either in office or lobby. 

Comments:(CFHCOMM) 
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(xxx)

Certification Fidelity 

 minutes 

   

    
   

  
 

 

  

 

  

(CIRNAPOS) 

(CIREITER) 

(CIPOSRNF) 

(CIINFO) 

  
 

  
 

  

   

  

 

  

 

 

(CIPAMPHL) 

(CIVACCIN) 

(CITRANSM) 

(CILIVER) 

(CIHCVAPT) 

(CITOGETH) 

  

  

  

  

  

    
     

 

 9-Dummy Reviewer 

   99999999-Dummy Care Facilitator ID 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Intervention Arm: Rapid HCV Reactive/RNA Positive (CFI) 
Web Version: 1.0; 1.00; 10-14-16 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CIREVWID) 

(mm/dd/yyyy) Date of review:(CIREVWDT) 

Care facilitator:(CICFID) 

Session length:(CISESLEN) 

Review type:(CIRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Delivered Could 
for Legitimate Not Be 

Reason Rated 

1. Provide HCV RNA positive result and allow participant to respond:
Share RNA positive test result; reiterate meaning of test result (infected with Hep C virus); provide time for participant to respond, provide support, and answer any participant questions. 

2. Reiterate Hep C infection and convey positive message: 
HCV will stay in body unless take HCV treatment to get rid of HCV; new treatment works well, and can get rid of virus; treatment usually just pills, well tolerated and completed in few months; as your Care Facilitator, can assist in getting more information on liver and other ways 
to take care of self.

3. Provide positive reinforcement: 
Many things you can do to stay healthier: get liver assessment, do things to take care of liver, can discuss new HCV treatment with care provider (that can cure HCV); can prevent HCV transmission; remind participant that Care Facilitator is here to help out. 

4. Provide information of care facilitation services: 
Can meet up to 12 times in next 6 months; can also have telephone, email, etc. contact; can assist with care appointments, paperwork; assist with community resources; part of your team (with others). 

5. Provide HCV pamphlet and review ways to help liver: 
Avoid or cut down on alcohol; get on HIV treatment; see provider for liver tests and discuss newer medications; untreated HIV can contribute to cirrhosis; important to treat both HIV and Hep C. 

6. Discuss Hep A and Hep B vaccinations: 
Explain how Hep A and B are spread; discuss need for tests to see if immune and importance of getting vaccinated if not immune. 

7. Discuss HCV transmission reduction: 
Avoid others coming in contact with your blood: not sharing needles or works; not sharing snorting equipment [straws]; not sharing personal items: razors, nail clippers, toothbrushes; tattoos/piercings only from licensed settings; avoid or reduce multiple partners, avoid rough 
vaginal/anal sex; condoms to reduce HIV and other STDs; How HCV is NOT spread: kissing, hugging, sharing food, coughing, sneezing.

8. Discuss/provide motivation for seeking information on liver health: 
Ask 0-10 scale question about concern for liver health, or importance of getting more info on liver health; what are some reasons for wanting to live longer, healthier? Concerns for seeing provider? How ready to make an appointment? 

9. Discuss next step HCV care appointment: 
By meeting with provider you can get some questions answered and get more information; Care Facilitator typically can help set up a participant; if participant refuses, inquire reasons why; ask if can talk again about HCV provider visit. 

10. Reinforce working together and schedule next Care Facilitator/participant meeting: 
Support participant's effort in coming to get RNA results; look forward to working with participant (being on participant's team); can accomplish a lot in next 6 months; inquire of questions. 

Comments:(CFICOMM) 
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Certification Fidelity 
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(CMEFFRTS) 

(CMAMBVLC) 

(CMNXTSTP) 

(CMNXTMTG) 

  

   
 

   
 

    
     

 

 9-Dummy Reviewer 

   99999999-Dummy Care Facilitator ID 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Enhancing Motivation for Care (CFM) 
Web Version: 1.0; 1.00; 11-15-16 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CMREVWID) 

(mm/dd/yyyy) Date of review:(CMREVWDT) 

Care facilitator:(CMCFID) 

Session length:(CMSESLEN) 

Review type:(CMRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Delivered Could 
for Legitimate Not Be 

Reason Rated 

1. Support participant's recent self-care efforts:
Invite the participant to articulate any self-care efforts attempted and/or accomplished since last care facilitator/participant meeting; elicit from participant what participant learned and what strengths participant demonstrated; verbally acknowledge/affirm participant strengths; if 
appropriate, explore with participant what can be done differently in future to achieve more positive outcomes; continue to build/maintain rapport.

2. Assist participant in addressing ambivalence re: self care: 
Using MI techniques (OARS) and manual tools, address ambivalence: ask participant to identify pros/cons of status quo; pros/cons of change (self-care behaviors); ask what participant sees for self in 3 or 5 years if no change occurs; what hopes participant has for future; what 
is important for participant; what needs to happen for participant to be more ready to make change.

3. Discuss and prepare for any next steps in any self-care:
Strategize what participant may want to accomplish between now and next Care Facilitator/participant visit related to self-care (HCV and/or HIV care, substance abuse treatment, etc.); assist participant in setting specific steps and target dates for goal; discuss ways to 
overcome potential barriers.

4. Plan next Care Facilitator/participant meeting:
Schedule appointment; review locator information; reinforce participant interest/effort in self-care; discuss reminder phone call/email; resolve any transportation issues. 

Comments:(CFMCOMM) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Rapid HCV Antibody Negative (CFN) 
Web Version: 1.0; 1.00; 11-15-16 

Reviewer:(CNREVWID) 9-Dummy Reviewer 

(mm/dd/yyyy) 

99999999-Dummy Care Facilitator ID 

(xxx)  minutes 

Certification Fidelity 

Date of review:(CNREVWDT) 

Care facilitator:(CNCFID) 

Session length:(CNSESLEN) 

Review type:(CNRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Delivered for 
Legitimate Reason 

Could Not Be 
Rated 

1.  Provide rapid HCV antibody non-reactive screening result: 
Share non-reactive screening result; reiterate meaning of test result (i.e., no antibodies detected) and answer participant questions about HCV or HCV screening results. 

(CNRESULT) 

(CNRETEST) 

(CNINFNEG) 

2.   Explain about retesting if exposure within window: 
If participant has had recent (i.e., within past 6 months) HCV exposure (e.g., injected drugs, shared works, been exposed to someone's blood), suggest retesting in the community about 6 months from most recent exposure; provide list of testing agencies. 

3.   Briefly share information on ways to stay HCV negative: 
Remind participant of ways to reduce HCV exposure (e.g., not sharing needles or works, not sharing snorting equipment [straws]; not sharing razors, nail clippers, toothbrushes; using condoms; getting tattoos only from licensed settings); mention testing and 
vaccine for HAV/HBV and provide testing referrals.

4.   Inform participant how HCV is NOT transmitted: 
Explain that HCV is NOT spread by kissing, hugging, shaking hands, sharing food or utensils, coughing, sneezing, mosquitos, or animals. 

(CNNOTRAN) 

(CNCMPLTD) 5.   Inform participant that study participation is completed: 
Express appreciation for participant's study involvement; remind participant of study reimbursement. 

Comments:(CFNCOMM) 
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Not at All 

(CPFAMLRZ) 

(CPPREPCP) 

(CPROLES) 

(CPPREPCF) 

(CPPLANCF) 

  
 

  
 

 

  
 

  
 

    
     

 

 

   

5/16/2018 Protocol: 0064 Randomization (0064B) 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CPREVWID) 

Date of review:(CPREVWDT) 

Care facilitator:(CPCFID) 

Session length:(CPSESLEN) 

Review type:(CPRVTYPE) 

NIDA Clinical Trials Network 

Web Version: 1.0; 1.00; 11-15-16 

Somewhat Mostly Completely Not Delivered for Legitimate Could Not Be 
Reason Rated 

Prepare to Meet HCV/HIV/Substance Abuse Treatment Provider (CFP) 

9-Dummy Reviewer 

(mm/dd/yyyy) 

99999999-Dummy Care Facilitator ID 

 minutes 

Certification Fidelity 

(xxx)

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: 

1. Familiarize the participant with the HCV/HIV/substance abuse treatment care agency: 
Review names and basic information about provider/agency staff; review pictures (if appropriate); review agency address; discuss typical visit flow; review visit requirements (ID, paperwork); discuss transportation to clinic. 

2. Prepare the participant for meeting with care provider: 
Discuss any concerns participant may have; assist participant with questions to ask provider; write questions/concerns on 2 index cards; rehearse provider interaction if appropriate; discuss solutions to potential barriers. 

3. Discuss expectations of Care Facilitator/participant roles at care visit: 
Clarify clinic policy on Care Facilitator presence; discuss participant's expectation around Care Facilitator presence; clarify Care Facilitator's role during care visit and discuss nature of support provided by Care Facilitator. 
Note: If participant ambivalent, roll with resistance (validate/discuss concerns of treatment/care).

4. Prepare for Care Facilitator/participant meeting prior to care visit: 
Choose time and clear/specific place for Care Facilitator and participant to meet prior to HCV/HIV/substance abuse treatment care visit; discuss reminder phone call/email; resolve any transportation issues. 

5. Prepare for next Care Facilitator/participant meeting: 
Schedule appointment; review locator information; reinforce participant interest in self-care; provide appropriate verbal support on any and all self-care efforts; mention that Care Facilitator/staff will make reminder call/email regarding upcoming care and 
Care Facilitator/participant meetings.

Comments:(CFPCOMM) 

http://wfbui:9220/WFB/navigateReportList.action 84/149 

http://wfbui:9220/WFB/navigateReportList.action


 

 
 

                     
   

     

   

     

     
    
   

 
 

  

 
 

  

 
  

 
  

 
 

  

    
     

 

 

   

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Rapid HCV Antibody Reactive (CFR) 
Web Version: 1.0; 1.00; 11-15-16 

Reviewer:(CRREVWID) 9-Dummy Reviewer 

(mm/dd/yyyy) 

99999999-Dummy Care Facilitator ID 

(xxx)  minutes 

Certification Fidelity 

Date of review:(CRREVWDT) 

Care facilitator:(CRCFID) 

Session length:(CRSESLEN) 

Review type:(CRRVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All 

(CRRESULT) 

(CRADTEST) 

(CRREDUCE) 

(CRNOTRAN) 

(CRNXTSTP) 

Somewhat Mostly Completely Not Delivered for 
Legitimate Reason 

Could Not Be 
Rated 

1.   Provide rapid HCV antibody reactive screening result:
Share reactive screening result, reiterate meaning of test result (i.e., exposed to HCV at some point and antibodies to HCV were found in blood); answer any participant questions. 

2.   Explain importance of additional testing:
Additional testing needed to determine if currently infected with HCV; some people clear the infection (i.e., without medications) but most people do not, next test will determine if infected with HCV or if cleared HCV. Second test, called an RNA test, looks 
for presence of virus not antibodies to virus.

3.   Provide information on ways to reduce HCV transmission:
Not sharing needles or works; not sharing snorting equipment [straws]; not sharing razors, nail clippers, toothbrushes; using condoms; tattoos only from licensed settings); mention testing and vaccine for HAV/HBV and provide HAV/HBV testing referrals. 

4.   Explain how HCV is not spread: 
HCV is NOT spread by kissing, hugging, shaking hands, sharing food, utensils, coughing, sneezing, mosquitoes, or animals. 

5.   Inform participant of next steps in today's study participation:
Blood draw; randomization to intervention or control arm; conversation with staff person about HCV and the liver; a reminder card to return for RNA results; participant reimbursement for today's visit. 

Comments:(CFRCOMM) 
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(CUASSESS) 

(CUADVDIS) 

(CUSELF)

(CUHISTRY) 

(CUCHANGE) 
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 9-Dummy Reviewer 

   99999999-Dummy Care Facilitator ID 

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Substance Use Discussion Meeting (CFU) 
Web Version: 1.0; 1.00; 10-14-16 

Segment (PROTSEG): B 

Session date (CFSESNDT): 

Reviewer:(CUREVWID) 

(mm/dd/yyyy) Date of review:(CUREVWDT) 

Care facilitator:(CUCFID) 

Session length:(CUSESLEN) 

Review type:(CURVTYPE) 

Adherence Ratings: 0 = Material not at all covered; 1 = Material somewhat covered; 2 = Material mostly covered; 3 = Material completely covered; 96 = Material not delivered for legitimate reason; 97 = Could not be rated (poor quality, too much noise, etc.) 

To what extent did the Care Facilitator: Not at All Somewhat Mostly Completely Not Delivered for Legitimate Could Not Be 
Reason Rated 

1. Assess overall substance use: 
Invite participant to share current substance use (including alcohol), amount, quantity, frequency, and method of use. Explore if participant uses mainly with others or on own. 

2. Assess advantages/disadvantages of substance use: 
Ask particpant to share all the benefits participant experiences from using (i.e. the rush, to forget, reduce pain, fun, etc.) 
Ask participant to share about all the disadvantages to using: missing appointments, not taking medications, not taking care of HIV/HCV health, losing things, stealing, arguments, family and other relationship issues, employment issues, jail or prison 
time, etc.

3. Discuss participant's view of self in future (with and without substances): 
Assuming participant is still using, have participant predict what the future may bring around housing, family and social relationships, employment, participant's overall health, participant's HIV health, and HCV health. 
Assuming that participant is NOT using in the future, have participant predict what the future may bring around housing, family and social relationships, employment, participant's overall health, participant's HIV health, and HCV health. 

4. Discuss participant's history of substance use treatment: 
Explore durations of treatment including longest period of treatment/abstinence, what lead up to treatment, and what contributed to success of treatment. Explore the barriers to continued treatment/abstinence, and what participant learned about self for 
future success in treatment/abstinence.

5. Assess participant's readiness to change substance use: 
Discuss participant's interest and motivation level for substance abuse treatment or harm reduction by using the readiness ruler or the 0-10 scale. Discuss what, if anything, the participant is ready to change now and/or discuss what would need to 
happen for participant to be ready to change.

6. Discuss next steps, if any, about substance abuse treatment or reduction: 
If the participant is interested and ready for treatment, then discuss possible treatment options for the participant. If the participant is NOT ready, interested in treatment or harm reduction, secure participant buy-in that substance use can and will be an 
ongoing discussion.

Comments:(CFUCOMM) 
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(CHNVRBTR) 

(CHNOFUTR) 

(CHNORGHT) 

(CHWRONG) 
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(CHPPLGNE) 

(CHSUFOVR) 

(CHRSLIVE) 

(CHSLPNTW) 

(CHNOTHNK) 

(CHIMPULS) 

(CHIRRITE) 

(CHOVRRCT) 

(CHKILLMS) 

(CHHOWKIL) 

(CHPLNKIL) 

    
     

 

    
   

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

(mm/dd/yyyy) 

Concise Health Risk Tracking (CHRT) - Participant Rated Module (CHP) 
Web Version: 1.0; 5.00; 02-23-18 

Segment (PROTSEG): B 

Visit number (VISNO): 

Date of assessment:(CHPASMDT) 

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 feeling in the past week, you would give a rating of "Strongly Disagree." 

Strongly Disagree Neither Agree Strongly
 Disagree Agree nor Agree 

Disagree 

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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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Clinical Labs Data (CLD) 
Web Version: 1.0; 3.03; 11-15-16 

Segment (PROTSEG): B 

Visit number (VISNO): 

All laboratory tests below refer to clinical labs obtained as part of the CTN-0064 study visit. Non-study lab results abstracted from the participant's medical record must be recorded on the Access to and Utilization of Medical Care (Medical Record Abstraction) forms (i.e., AUM for HIV labs, AUH for HCV labs). 

1. Was a blood sample collected for this visit?(CLBLDCLT) 

a. If "No", specify:(CLBLDNSP) 

If "Yes", a blood sample was collected, indicate the following. 
b. Date of collection:(CLBLDDT) 

c. Location of collection:(CLBLDLOC) 

2. Were CD4 results obtained via blood draw?(CLCD4BLD) 

a. If "No", specify:(CLCD4NSP) 

b. If "Yes", CD4 count:(CLCD4CNT) 

3. Were HIV viral load results obtained via blood draw?(CLHIVBLD) 

a. If "No", specify:(CLHIVNSP) 

If "Yes", HIV viral load results were obtained, indicate the following. 
b. HIV viral load assay type:(CLHIVASY) 

c. Was HIV viral load undetectable?(CLHIVUND) 

If "Yes", lab's lower limit:(CLHIVLWC) 

If "No", HIV viral load:(CLHIVVLC) 

4. Were HCV viral load results obtained via blood draw?(CLHCVBLD) 

a. If "No", specify:(CLHCVNSP) 

If "Yes", HCV viral load results were obtained, indicate the following. 
b. HCV viral load assay type:(CLHCVASY) 

c. Was HCV viral load undetectable?(CLHCVUND) 

If "Yes", lab's lower limit:(CLHCVLWC) 

If "No", HCV viral load:(CLHCVVLC) 

No Yes   

1-Participant refused to provide sample 
2-Difficulty with blood draw 
3-Study staff error 
99-Other 

(mm/dd/yyyy) 

1-Blood draw at research site 
2-Blood collection offsite

No Yes   

1-Not enough specimen 
2-Problem with shipment 
3-Lab unable to test sample 
4-Lab processing error 
99-Other 

 cells/µL - and - (CLCD4PCT)CD4 %: 

No Yes   

1-Not enough specimen 
2-Problem with shipment 
3-Lab unable to test sample 
4-Lab processing error 
99-Other 

(xxxxx)

No Yes   

020-20 
040-40 
050-50 
075-75 
400-400 
*Additional Options Listed Below 

< 

(xxx.xx)  % 

copies/mL 

(xxxxxxxx)  copies/mL 

No Yes   

1-Not enough specimen 
2-Problem with shipment 
3-Lab unable to test sample 
4-Lab processing error 
99-Other 

No Yes   

005-5 
010-10 
015-15 
025-25 
050-50 
*Additional Options Listed Below 

< 

(xxxxxxxxx.x)  copies/mL 

- or - (CLHCVLWI)< 

- or - (CLHCVVLI) 

005-5 
010-10 
015-15 
025-25 
050-50 
*Additional Options Listed Below 

(xxxxxxxxx)  IU/mL 

copies/mL IU/mL 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Comments:(CLDCOMM) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for CLD 

If "Yes", lab's lower limit: 
99-Other 

If "Yes", lab's lower limit: 
100-100 
615-615 
99-Other 
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t lNoneoftheTime ALitleoftheTime SomeoftheTime MostoftheTime A loftheTime 

(STDISFAM) 

(STDISFR) 

(STCHANGE) 

               

               

                   

   

 

   

         

  People sometimes look to others for companionship, assistance, or other types of support. 

                

  

  

  

  

  

t lNoneoftheTime ALitleoftheTime SomeoftheTime MostoftheTime A loftheTime 

(STWANTED) 

(STCHORES) 

(STMED) 

(STTRAN) 

(STMONEY) 

          

                   

        

       

           

   

   Commen ts:( STSCOMM)

CTN-0064 Annotated CRFs - Segment A

l

Con fl ictual Soc ial Interaction Sc ale (CSI)

Date  of  assessmen t:(S  TSASMDT) 

RAInstruction:Provideparticipantwithareferencecardthatlistsalresponseoptionsforhis/hereasyreference. 

The  ne xt que stions  are ab out your interactions with othe rs.  

Phrase questions 1-3: "During the past 4 weeks, how much of the time have you (insert question)? Would you say, "None of the Time", "A Little of the Time", "Some of the Time", "Most of the Time", or "All of the Time"? 

Segment(PROTSEG):A 

Visitnumber(VISNO): 

Du gtep 4we owmuho etmeh eyo:uavithfck hes,tashirn

1. Hads osd me swihyo mi o hi st eimpo oyo?utt tranhtawerngttubalyfurattnisagreeuier

2. Hads osd me swihyo o st weeimpo oyo?utt tranrhtaingthtubafi durrensttnisagreeuier

3. F o sweet gtomaec sinyout ouddnowa omak?ettntihtayhangekirynrherthtattle

Phrase questions 4-8: "During the past 4 weeks, how often did you have (insert question)? Would you say, "None of the Time", "A Little of the Time", "Some of the Time", "Most of the Time", or "All of the Time"? 

Du gtep 4we owo ndidyouh :avetefk hes,tashirn

4. Someoetoloeadmaeyouf wa ?dtneleeknvn

5. Someoetoh pwihd yco s( hidc gfoo gme )i ouwees ?ikcrfylasipreparnd,b iare uyn,leg c..,rehliatlen

6. Someoetoh pyoubymeii ?cnesdulen

7. Someoetoh pwiht o o?nittraransptlen

8. Someoetog eyoumo yifyoun dit?eeneivn
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CTN-0064 Annotated CRFs - Segment A

d yy

Demographics (DEM) 

Refusedtoanswer 

Refusedtoanswer 

maleFe 

Y s w't 

n wkn

Don 

W ha t race  doe s  the  pa rti cipant co n sid er h im  or  herself  to rep resent?  (Che ck all th a t ap ply ) 

   Am eri can  Ind  ian  or  A lask a Na ti ve:( D EAMEIND) 

   Asian:( D EASIAN) 

   Asian  Ind ian :( DE ASAIND) 

   Chin ese:( D ECHINA) 

   Filipin o :(D E FILIPN) 

   Japanese:( D EJAPAN) 

   Ko re an:( DEKOREA) 

   Viet nam ese :( D EVIETNM) 

   Spe cif y  oth e r Asian: (DE ASIAOT) 

   Blac k or A fric an  Amer ican:( D EBLACK) 

   Nati ve  Ha wa iian or  Pacif ic  Isl ander:(D  EHAWAII) 

   Nativ  e  Ha wa iian :( D ENATHAW) 

   Gua m an ian  or  C ha morro:(D EGUAM) 

   Sam oa n:( DESAMOAN) 

   Spe cif y oth e r Pacific Isl ander:(D EPACISO) 

   White :( D EWHITE) 

   Some oth e r race:( DERACEOT) 

   -or-  

   Don 't  k no w:(DERACEDK) 

   Refu sed :(D ERACERF) 

W ha t  is the  high e st grad e or  level  of  sch ool th e   pa rtic ipant has comple ted  or  the highe st degree the y ha ve received?(DEEDUCTN

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

.2 S ex:(DESEX) 

3 D oe s the pa rtic ipant co n sid er h im  or  herself  to  be Hisp anic/Latino? (DEHISPNC) 

   If "Y es" ,  in dicate the grou p tha t represents his or  her Hisp anic or igin or  ancestry:(DEHISPSP) 

.

.4

5.

6 Is  the pa rtic ipant cu rren tl y  marrie d, wido w ed, divo rc ed, separated, n ever marrie d, o r  li ving  with a pa rtner?( DEMARTL.

Co mm en ts:( DEMCOMM)

(mm/d/y y) 

Male 

No o 

o 't 

e kn

Do

Specify:(DERACESP) 

)

) 
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CTN-0064 Annotated CRFs - Segment A

Additional Selection Options for DEM 

Wha t  is  the hig he st grad e or  level  of  sch ool  th  e pa rti cipant has complet ed or  the highe st degree th ey ha ve re ceived?
05-5 th gra de 
06-6 th gra de 
07-7 th gra de 
08-8 th gra de 
09-9 th   gra de 
10-10th gra de 
11-11th gra de 
12-12th  gra de, n o diploma 
13-High sch  ool graduate 
14-GED or  equivalent 
15-S o me colleg e, n o degree
16-Assoc iate's  de gree:  occu pat ion  al, technical, o r vo ca t ional prog ram
17-As soc iate's   de gree: academ ic prog ram 
18-B achelo r's  de gree  (e. g., B A,  AB,  B S,  B BA) 
19-Mas ter's   de gr ee (e. g., M A,  M S,  M En g,  M Ed,  M BA) 
20-P ro fes sion  al sch ool d egr ee (e. g., M D, DDS, DVM, JD ) 
21-Doc to ra l  degr ee (e. g., P hD , E dD) 
98-Refu sed 
97-Don 't  k now 

06-Livi ng with  pa rtner 
98-Refu sed 
97-Don 't  k now 

Is  the pa rtic ipant cu rren t ly  marrie d, w ido wed , divo rc ed, separated, n ever mar ried, or  living with a pa rtner?

If "Yes" , in dica te the gr oup tha t represent s his or he r H isp anic or igin or ancestry:
8- Central or  Sou th American
9- Othe r Latin American
99-Othe r H isp anic  or  Lati no  
98-Refu sed 
97-Don 't  k now 



NIDA Clinical Trials Network

No Yes

(DSREASON)  

(DSABUSEM)  

(DSABLES)  

(DSFBLACK)  

(DSFEELB)  

(DSSPOUSE)  

(DSNEGLEC)  

(DSILLEGA)  

(DSWITHDR)  

(DSMEDPRB)  

DAST-10 (DST)

Segment (PROTSEG):A 

Visit number (VISNO): 

Web Version: 1.0; 2.00; 11-15-16

   

   

.   Have you used drugs other than those required for medical reasons?

2.  Do you use more than one drug at a time?

3.  Are you always able to stop using drugs when you want to?

4.   

.   

.   

.   

.   

Have you had "blackouts" or "flashbacks" as a result of drug use?

5 Do you ever feel bad or guilty about your drug use?

6 Does your spouse/partner (or parents) ever complain about your involvement with drugs?

7 Have you neglected your family because of your use of drugs?

8 Have you engaged in illegal activities in order to obtain drugs?

9.  Have you ever experienced withdrawal symptoms (felt sick) when you stopped taking drugs?

10.  Have you had medical problems as a result of your drug use (e.g., memory loss, hepatitis, convulsions, bleeding)?

   Total score:(DSTSCORE)

  (mm/dd/yyyy)

1

Date of assessment:(DSTASMDT)

The next several questions are about drug use. Answer "No" or "Yes".

  (xx)

   Comments:(DSTCOMM)

CTN-0064 Annotated CRFs - Segment A
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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Death Form (DTH) 
Web Version: 1.0; 4.00; 02-21-18 

(mm/dd/yyyy) 

05-May 
*Additional Options Listed Below 

month (DTNDIY) (xxxx) year 

(hh:mm) 

(mm/dd/yyyy) 

Cause of Death If "Other", Specify 

(DTPCODSP) 

(DT2CODSP) 

(DT2CD2SP) 

(DT2CD3SP) 

1. Date of Death:(DTDTHDT) 

2. Month and year of death per NDI (if applicable):(DTNDIM) 01-January 
02-February 
03-March 
04-April 

3. Time of death (24-hour format):(DTDTHTM) 

4. Date staff notified of death:(DTNTFYDT) (mm/dd/yyyy) 

(mm/dd/yyyy) 5. Date of last contact with participant:(DTCNTCDT) 

6. Date of participant's last primary care visit:(DTPRIMDT)

7. Primary and secondary causes of death: 
Primary cause of death: Enter underlying disease, injury, or complications that initiated the events resulting in death. Do not enter terminal events like cardiac arrest, respiratory arrest, or cardiopulmonary arrest as primary cause of death. 
Secondary cause of death: Enter other significant conditions contributing to death, but not resulting in the underlying cause of death given in the primary cause of death. 

Primary Cause of Death: 1-Cardiovascular 
2-Cerebrovascular 
3-Infection 
4-Malignancy 
5-Trauma/accidental 
*Additional  Options  Listed  Below 

(DTPCOD) 

1-Tuberculosis 
2-Serious  liver  disease  (cirrhosis,  varices,  hepatic  failure,  encephalopathy)
3-Cardiovascular  disease  (MI,  CAD,  CHF) 
4-End  stage  renal  disease 
5-Cerebrovascular  disease 
*Additional  Options  Listed  Below 

 

(DT2COD) 

Secondary Cause of Death: 

Secondary Cause of Death: 1-Tuberculosis 
2-Serious  liver  disease  (cirrhosis,  varices,  hepatic  failure,  encephalopathy)
3-Cardiovascular  disease  (MI,  CAD,  CHF) 
4-End  stage  renal  disease 
5-Cerebrovascular  disease 
*Additional  Options  Listed  Below 

 

(DT2COD2) 

1-Tuberculosis 
2-Serious  liver  disease  (cirrhosis,  varices,  hepatic  failure,  encephalopathy)
3-Cardiovascular  disease  (MI,  CAD,  CHF) 
4-End  stage  renal  disease 
5-Cerebrovascular  disease 
*Additional  Options  Listed  Below 

 

Secondary Cause of Death: 

(DT2COD3) 

1-Tuberculosis 
2-Serious  liver  disease  (cirrhosis,  varices,  hepatic  failure,  encephalopathy)
3-Cardiovascular  disease  (MI,  CAD,  CHF) 
4-End  stage  renal  disease 
5-Cerebrovascular  disease 
*Additional  Options  Listed  Below 

 

(DT2COD4) 

1-Tuberculosis 
2-Serious  liver  disease  (cirrhosis,  varices,  hepatic  failure,  encephalopathy) 
3-Cardiovascular  disease  (MI,  CAD,  CHF) 
4-End  stage  renal  disease 
5-Cerebrovascular  disease 
*Additional  Options  Listed  Below 

(DT2COD5) 

Secondary Cause of Death: (DT2CD4SP) 

(DT2CD5SP) Secondary Cause of Death: 

8. Source for cause of death:(DTSOURCE) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
1-Medical chart 
2-Death certificate 
3-Autopsy report 
4-Treating physician 
99-Other 

If "Other", specify:(DTSRCESP) 

9. NDI primary cause of death:(DTNDICOD) 

10. Was an autopsy performed?(DTAUTPSY)

If "Yes", can a copy of the autopsy report be obtained?(DTAUTCPY) 
No 

No 

Yes    

Yes    

Unknown 

Unknown 

No 

No 

No 

Yes    

Yes    

Yes    

Unknown 

Unknown 

(mm/dd/yyyy) 

Unknown 

(mm/dd/yyyy) 

11. Did death occur while the participant was hospitalized?(DTHSPDTH) 

If "No", where did the death occur?(DTDTHLOC) 

12. Was participant seen in the emergency department within one week prior to death?(DTED1WK) 

If "Yes", date of ED visit:(DTED1WDT) 

13. Was participant hospitalized within one week prior to death?(DTHSP1WK) 

If "Yes", admit date:(DTHP1WDT) 

14. Was drug use a contributing factor in the death?(DTDRUG) 

15. Was alcohol a contributing factor in the death?(DTALCOHL) 
No 

No 

Yes    

Yes    

Unknown 

Unknown 

16. Short narrative about the circumstance surrounding the death of the participant:(DTNARRTV) 

Comments:(DTHCOMM) 

If available, upload the autopsy, death report, discharge note, or any other supporting documentation. 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for DTH 

Month and year of death per NDI (if applicable): 
06-June 
07-July 
08-August 
09-September 
10-October 
11-November 
12-December 

Primary cause of death 
7-Acute renal failure 
95-Not obtainable 
97-Unknown 
99-Other 

Secondary cause of death 
6-Malignancy (excluding skin cancer) 
7-Diabetes 
95-Not obtainable 
97-Unknown 
99-Other 
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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Fife's Experience of Illness Scale (EIS) 
Web Version: 1.0; 2.00; 10-14-16 

Segment (PROTSEG): B 

Visit number (VISNO): 

Date of assessment:(EISASMDT) 

The following questions are for persons who are hepatitis C (HCV) positive. If you are HCV negative or you do not know your HCV status, answer these questions thinking about how you (and others around you) might feel or behave if you were HCV positive. 

1. My employer/co-workers have discriminated against me. (EIE

(EITRT

MPLOY) 

CMP) 

(EIRESPCT) 

(EICONTCT) 

(EIAVOID) 

(EIFAMILY) 

Strongly Agree Agree Disagree Strongly Disagree 

2. Some people act as though I am less competent than usual. 

3. I feel I have been treated with less respect than usual by others. 

4. I feel others are concerned they could "catch" my Hepatitis C (HCV) through contact like a handshake or eating food I prepare. 

5. I feel others avoid me because of my HCV. 

6. Some family members have rejected me because of my HCV. 

7. I feel some friends have rejected me because of my HCV. (EIFRIEND) 

(EIEMBRSS) 

(EIAWKWRD) 

(EIFNCMYS) 

(EIJOBSEC) 

(EIFNCREL) 

8. I encounter embarrassing situations as a result of my HCV. 

9. Due to my HCV others seem to feel awkward and tense when they are around me. 

10. I have experienced financial hardship that has affected how I feel about myself. 

11. My job security has been affected by my HCV. 

12. I have experienced financial hardship that has affected my relationship with others. 

Strongly Agree Agree Disagree Strongly Disagree 

13. I feel others think I am to blame for my HCV. (EIBLMME) 

(EIOPEN) 

(EIFEAR) 

(EISECRET) 

(EIBLMMYS) 

(EIAPART) 

(EIREASSR) 

(EILONLY) 

14. I do not feel I can be open with others about my HCV. 

15. I fear someone telling others about my HCV without my permission. 

16. I feel I need to keep my HCV a secret.

17. I feel I am at least partially to blame for my HCV.

18. I feel set apart from others who are well. 

19. I have a greater need than usual for reassurance that others care about me. 

20. I feel lonely more often than usual. 

21. Due to my HCV, I have a sense of being unequal in my relationships with others. (EIUNEQUL) 

(EIFELCMP) 

(EIUSELSS) 

22. I feel less competent than I did before HCV. 

23. Due to my HCV, I sometimes feel useless. 

24. Changes in my appearance have affected my social relationships. 

Comments:(EISCOMM) 
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  Date of  assessm en t: (ETGASMDT) 

    6-1WebVersion:1.0;1.03;10-14

   

         

  y

No

(mm/dd/yyy) 

Yes 

   

   

CTN-0064 Annotated CRFs - Segment A

y

y

x x

Urine Et hyl Gluc uro n id e (ETG) 

(mm/dd/yyy) 

(mm/dd/yyy) 

(xxxxxxx) 

s W as the  uri ne  eth y l glucuron  id e (E tG) s ample collec ted?(E TCOLLCT) 

If  "Y es",  d ate of  co llec ti on :(ETCOLL DT) a.

Segm en t  (PROTSEG):A  

Visi t  num be r ( VISNO):  

1. YeNo 

bIf "Yes",  a ccession nu mbe r:(E TACCNUM).  

Was the  uri ne  eth yl glucuron  id e (E tG) s ample sh ipped?(ETSHIP) 

If  "Yes",  d ate of  sh ipmen t: (E TSHIPDT) a.

.2

Commen ts:( ETGCOMM)

If  "No" , reason not  co llec ted:(ETCLRSN)

   If "Other",   s pecify:(ETCLRNSP)

c.

bIf  "No" , reason not  sh ipped:(ETSHRSN)

   If "Other",   s pecify:(ETSHRNSP)

.
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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Web Version: 1.0; 1.02; 12-08-17 

0064B (ENR) 

Your site is unable to randomize participants due to insufficient enrollment into 0049. 

Date of assessment:(R2ASMDT) 

Inclusion Criteria 
In order to meet eligibility for Component 2 ALL Inclusion answers must be "Yes". 

1. Participant provided informed consent, which includes being willing to provide sufficient locator information and to be tested for anti-HCV antibodies and, if 
antibody positive, tested for active HCV infection:(R2INFORM)

2. Participant reports living in the vicinity and is able to return for follow-up visits:(R2LIVRET) 

3. Participant signed HIPAA form/medical record release form to facilitate medical record abstraction:(R2HIPAA) 

4. Participant provided sufficient locator information:(R2LCATOR) 

5. A baseline assessment has been completed for this participant:(R2BASELN) 

6. A baseline blood draw has been completed for this participant:(R2BLOOD) 

7. Participant tested positive for HCV antibody via Component 1:(R2HCVPOS) 

8. Participant agreed to be randomized in Component 2:(R2RAND2) 

Exclusion Criteria
In order to meet eligibility for Component 2 ALL Exclusion answers must be "No".

1. Participant has a significant cognitive or developmental impairment:(R2SIGCOG)

2. Participant is terminated via site PI decision/discretion with agreement from study LI:(R2TERM) 

If "Yes", specify:(R2TERMSP) 

3. Participant is currently in jail, prison or any inpatient overnight facility as required by court of law or has a pending legal action which may prevent the individual 
from completing the study:(R2PRISON)

4. Participant is on HCV therapy/medications at baseline, based on self report:(R2HCVMED) 

5. Participant completed a course of HCV medications in the 12 weeks prior to baseline, based on self report:(R2COMPLT) 

Stratification
Participant self-reported currently receiving HIV care and taking HIV ART drugs:(R2HIVART) 

Eligibility for Randomization
1. Is the participant eligible for the study?(R2ELGSTY) 

2. Will the participant be randomized?(R2ELGRND) 

If "No", specify:(R2NORASP) 

If "Judgment of site research staff" or "Other", specify:(R2OTHRSP) 

Comments:(R2COMM) 

(mm/dd/yyyy) 

No Yes   

No Yes    Unknown 

No Yes   

No Yes    Unknown 

No Yes   

No Yes   

No Yes    Unknown 

No Yes    Unknown 

No Yes    Unknown 

No Yes    Unknown 

No Yes    Unknown 

No Yes    Unknown 

No Yes    Unknown 

No Yes   

No Yes   

No Yes   

1-Failed to return to clinic 
2-Declined study participation 
3-Death 
99-Other 
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5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Segment (PROTSEG): B 

Visit number (VISNO): 

Facilitators and Barriers to Care (FBC) 
Web Version: 1.0; 1.02; 10-14-16 

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

Facilitators to Care 

1. Sometimes there are things that make it easier for people to get HIV and HCV care. I am going to read a list of things that some people might find helpful. Please identify all of these that helped you to get HIV and or HCV care or made getting HIV/HCV care easier and check all that apply.

a.  My doctor (nurse, staff) seemed to care about me. 

b.  My doctor (nurse, staff) seemed warm and non-judgmental. 

c.  My doctor (nurse, staff) explained things clearly to me. 

d.  When I called my doctor (nurse, staff) with a question, I got a timely return call. 

e.   The staff at the clinic/doctor’s office were helpful. 

f. Someone at the clinic/doctor’s office helped me with the paperwork. 

g.  Someone reminded me of my doctor’s appointments. 

h.   The clinic/doctor’s office or pharmacy made it easy for me to refill my medication. 

i. I could get all my medical care in one place. 

j. Child care was provided for me by the clinic/doctor’s office. 

k. I didn’t have to wait a long time at the clinic/doctor’s office. 

l.  The clinic/doctor’s office was located near where I lived or worked. 

m.  Transportation was provided for me to the clinic/doctor’s office. 

n.  The clinic/doctor’s office offered convenient appointment times. 

o. Everything at the clinic/doctor’s office was private and confidential. 

p. It was easy for me to talk with people at the clinic/doctor’s office. 

q. I had insurance for this care and treatment. 

r. Other people I knew had this kind of care and treatment. 

s. People I was close to were supportive of my having this care and treatment. 

t. People I was close to helped me with child care or other responsibilities when I had to go to the clinic/doctor’s office.

u. I believed that treating my HIV/HCV would make my life better. 

v. Solving my other problems first (e.g., housing instability, drug and/or alcohol dependence) made it easier for me to focus on my HIV/HCV care. 

w. I felt sick.

x.   "Other", specify:(FBHHOTSP)

No 

(FBHHCARE) 

(FBHHWARM) 

(FBHHCLER) 

(FBHHCALL) 

(FBHHHELP) 

(FBHHPRWK) 

(FBHHRMND) 

(FBHHRFLL) 

(FBHHONE) 

(FBHHCHLD) 

(FBHHWAIT) 

(FBHHNEAR) 

(FBHHTRNS) 

(FBHHCNVT) 

(FBHHCNFD) 

(FBHHEASY) 

(FBHHINSR) 

(FBHHPEOP) 

(FBHHSUPP) 

(FBHHRESP) 

(FBHHBTTR) 

(FBHHSOLV) 

(FBHHSICK) 

(FBHHOTHR) 

Yes N/A 

Barriers to Care 

2. Indicate all the reasons you have not had an HIV care visit since your last CTN-0064 study visit.

a.  I did not know I needed to have an HIV care visit. 

b. I did not know where to go for an HIV care visit. 

c. I forgot to schedule an HIV care visit. 

d. I felt too sick to go to an HIV care visit.

http://wfbui:9220/WFB/navigateReportList.action 
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(FBHVKNOW) 

(FBHVWHRE) 

(FBHVFRGT) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
(FBHVSICK) 

(FBHVHTHY) 

(FBHVNEED) 

(FBHVCPAY) 

(FBHVINSR) 

(FBHVTRNS) 

(FBHVHOUR) 

(FBHVCOMM) 

(FBHVPOOR) 

(FBHVOTHR) 

e. I felt healthy and did not see a need to go to the doctor. 

f. I was up to date on my medications and did not see a need to go to the doctor.

g. Even though I had insurance, I was unable to pay co-pays for my HIV care visits. 

h. I didn’t have health insurance and I was unable to pay for my HIV care visits. 

i. I didn’t have transportation to the clinic/doctor’s office. 

j. The clinic/doctor’s office hours were inconvenient. 

k. In the past, I have had difficulty communicating with my doctor or other health care staff. 

l. In the past, I was treated poorly by clinic/doctor’s office staff (e.g., doctors, nurses, front desk staff).

m. Other things were more important to me. 

n. I felt depressed. (FBHVDEPR) 

(FBHVOVER) 

(FBHVHIGH) 

o. I was overwhelmed. 

p. I got high or relapsed on drugs or I was drinking or relapsed on alcohol. 

3. Indicate all the reasons you are not taking HIV medications.

No Yes N/A 

(FBHRKNOW) 

(FBHRFRGT) 

(FBHRSICK) 

(FBHRHTHY) 

(FBHRCPAY) 

(FBHRINSR) 

(FBHRNOPY) 

a.  I did not know I needed to continue taking HIV medications when I ran out of pills. 

b. I forgot to refill my HIV medications. 

c. I felt too sick to keep up with my HIV medications. 

d. I felt healthy and did not know I needed to continue taking HIV medications. 

e. Even though I had insurance, I was unable to pay co-pays for my HIV medications. 

f. I didn’t have health insurance and I was unable to pay for my medications. 

g. My insurance did not pay for my HIV medications. 

h. My prescription ran out and I did not know how to get it refilled. (FBHRPRAN) 

(FBHRSIDE) 

(FBHRCMPL) 

(FBHRMEDS) 

(FBHRTRNS) 

(FBHRHOUR) 

i. I had side effects from the HIV medications. 

j. My HIV medication regimen was too complicated. 

k. I had too many other medications to take. 

l. I didn’t have transportation to pick up my HIV medications. 

m.  The pharmacy hours were inconvenient. 

n. In the past, I have had difficulty communicating with my doctor or other health care staff. (FBHRCOMM) 

(FBHRPOOR) 

(FBHROTHR) 

(FBHRDEPR) 

(FBHROVER) 

(FBHRHIGH) 

o. In the past, the pharmacy staff treated me poorly.

p. Other things were more important to me. 

q. I felt depressed. 

r. I felt overwhelmed. 

s. I got high or relapsed on drugs or I was drinking or relapsed on alcohol. 

4. Indicate all the reasons you did not return for your CTN-0064 HCV viral load results.

No Yes N/A 

(FBRSKNOW) 

(FBRSWHER) 

a. I did not know I needed to receive the results. 

b. I did not know where to go to receive the results. 

c. I forgot to go back to receive the results. (FBRSFRGT) 

(FBRSCPAY) 

(FBRSINSR) 

(FBRSFEAR) 

(FBRSINTR) 

d. Even though I had health insurance, I was unable to pay a co-pay for another visit. 

e. I didn’t have health insurance and I was unable to pay for another visit. 

f. I feared knowing the results of such a test. 

g. I was not interested in knowing if I had HCV. 
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5/16/2018 Protocol: 0064 Randomization (0064B) 

h. I was embarrassed/ashamed to receive my results. (FBRSEMBR) 

(FBRSTRNS) 

(FBRSHOUR) 

(FBRSCOMM) 

(FBRSPOOR) 

i. I didn’t have transportation to a clinic/doctor’s office to obtain the results. 

j. The clinic/doctor’s office hours were inconvenient. 

k. In the past, I have had difficulty communicating with my doctor or other health care staff. 

l. In the past, I was treated poorly by clinic/doctor’s office staff (doctors, nurses, front desk staff).

m. I believed test results were often wrong. (FBRSWRNG) 

(FBRSOTHR) 

(FBRSDEPR) 

(FBRSOVER) 

n. Other things were more important to me. 

o. I felt depressed. 

p. I felt overwhelmed. 

5. Indicate all the reasons you have not had a hepatitis C (HCV) medical or liver evaluation since your last CTN-0064 study visit.

No Yes N/A 

(FBLVKNOW) 

(FBLVRFRL) 

a.   I did not know I needed to have a liver evaluation. 

b. I was not given a referral to see a specialist for a liver evaluation. 

c. I did not know where to get a liver evaluation. (FBLVWHER) 

(FBLVCPAY) 

(FBLVNOPY) 

(FBLVINSR) 

(FBLVFEAR) 

(FBLVINTR) 

d. Even though I had health insurance, I was unable to pay a co-pay for such a test. 

e. I did not think my insurance would pay for such a test. 

f. I did not have health insurance and I was unable to pay for such an evaluation. 

g. I feared knowing the results of such an evaluation. 

h. I was not interested in knowing whether I have liver problems. 

i. I was embarrassed/ashamed to get a liver evaluation. (FBLVEMBR) 

(FBLVTRNS) 

(FBLVHOUR) 

(FBLVPOOR) 

(FBLVWRNG) 

(FBLVCNFD) 

j.  I didn’t have transportation to a clinic/doctor’s office to undergo such an evaluation. 

k.  The clinic/doctor’s office hours were inconvenient. 

l.  In the past, I was treated poorly by clinic/doctor’s office staff (doctors, nurses, front desk staff).

m. I believed that medical test results were often wrong. 

n. I feared that my personal information would not be confidential. 

o. I feared that the evaluation and tests would be painful. (FBLVPAIN) 

(FBLVOTHR) 

(FBLVDEPR) 

(FBLVOVER) 

p. Other things were more important to me. 

q. I felt depressed. 

r. I felt overwhelmed. 

6. Indicate all the reasons you think your doctor has not recommended you take medication(s) for treatment of hepatitis C (HCV) since your last CTN-0064 study visit.

No Yes N/A 

a. I do not know. (FBDRKNOW) 

(FBDRNOHI) 

(FBDRMILD) 

(FBDRUSE) 

(FBDRUNSP) 

(FBDRHIV) 

(FBDRDRUG) 

b. I thought it was because I did not have health insurance. 

c. I was told my insurance would not cover it because my liver disease was too mild. 

d. I was told my insurance would not cover it because of my drug or alcohol use. 

e. I was told that my insurance would not cover it, but the reason was not specified. 

f. My doctor told me I needed to control my HIV.

g. My doctor told me I needed to stop using drugs. 

h. My doctor told me I needed to stop using alcohol. (FBDRALCO) 

(FBDRSERI) 

(FBDRMISS) 

(FBDRSICK) 

(FBDRHTHY) 

i. My doctor told me I was not serious enough about getting HCV treatment. 

j. My doctor told me I miss too many appointments. 

k. I thought I was too sick to take HCV medication. 

l. I thought it was because I was too healthy to need HCV medication. 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
m. I was not given a prescription because my liver disease is mild. 

n.  I was not offered medications because I did not get the extra tests that were needed. 

I thought it was because doctors don’t like people like me. 

I thought it was because I was homeless. 

o. I could not get the medications because I did not have an address they could deliver the medications to. 

p. 

q. 

(FBDRMLD) 

(FBDREXTR) 

(FBDRADDR) 

(FBDRLIKE) 

(FBDRHOME) 

7. Indicate all the reasons you have not received any hepatitis C (HCV) medication(s) since your last CTN-0064 study visit.

a.  I did not know I was eligible for HCV medications. 

b. I forgot to fill the prescription for the HCV medications. 

c. It was difficult for me to complete the paperwork because I did not understand it. 

d. I could not complete the paperwork because it asked for things I do not have such as home address or income stubs. 

e. My insurance did not cover the prescribed medication. 

f. My health insurance would not cover it because of my alcohol or drug use. 

g. My health insurance would not cover it because I was not sick enough (my liver disease was too mild). 

h. I thought I needed health insurance to get it. 

i. Even though I had health insurance, I was unable to pay the co-pay for the medication. 

j. I did not have health insurance and I was unable to pay for the HCV medication. 

k. In the past, the pharmacy staff treated me poorly.

l. I did not want to take the HCV medications because I heard they were toxic. 

m. I did not want to take the HCV medications because I took HCV medications in the past and they made me sick. 

n. I did not think my HCV was a serious risk to my health. 

o. I was afraid to take the HCV medication. 

p. I felt depressed. 

q. I felt overwhelmed. 

No 

(FBFRKNOW) 

(FBFRFRGT) 

(FBFRUNDR) 

(FBFRSTUB) 

(FBFRCOVR) 

(FBFRUSE) 

(FBFRMILD) 

(FBFRNEED) 

(FBFRCPAY) 

(FBFRINSR) 

(FBFRPOOR) 

(FBFRTXIC) 

(FBFRWANT) 

(FBFRRISK) 

(FBFRFEAR) 

(FBFRDEPR) 

(FBFROVER) 

Yes N/A 

8. Indicate all the reasons you have not taken any hepatitis C (HCV) medication(s) since your last CTN-0064 study visit.

a.  I lost the HCV medication. 

b. I forgot to take the HCV medication. 

c. I felt too sick to take the HCV medication. 

d. I sold the HCV medication. 

e. I did not think that my HCV was a serious risk to my health. 

f. I did not want to take the HCV medications because I heard they were toxic. 

g. I did not want to take the HCV medications because I took HCV medications in the past and they made me sick. 

h. I was afraid to take the HCV medication. 

i. I felt depressed. 

j. I felt overwhelmed. 

No 

(FBTRLOST) 

(FBTRFRGT) 

(FBTRSICK) 

(FBTRSOLD) 

(FBTRRISK) 

(FBTRTXIC) 

(FBTRPAST) 

(FBTRFEAR) 

(FBTRDEPR) 

(FBTROVER) 

Yes N/A 

 Indicate all the reasons you have not completed any course of hepatitis C (HCV) medication(s) since your last CTN-0064 study visit. 

a. I felt better so I stopped taking the HCV medication. 

b. The HCV medication gave me side effects that I could not tolerate. 

c. I did not get the needed refills for the HCV medication. 

d. My doctor never refilled the HCV medication. 

e. My doctor told me to stop taking the HCV medication. 

No 

(FBCPBTTR) 

(FBCPSIDE) 

(FBCPRFLL) 

(FBCPDRRF) 

(FBCPTOLD) 

Yes N/A 
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  (FBCRSTAF) 

    
     

 

5/16/2018 Protocol: 0064 Randomization (0064B) 

f. Even though I had health insurance, I could no longer pay my co-pays for HCV medication. (FBCPCPAY) 

(FBCPNOHI) 

(FBCPINSR) 

(FBCPRISK) 

(FBCPOTHR) 

(FBCPDEPR) 

(FBCPOVER) 

g. I did not have health insurance and I was unable to pay for the HCV medication. 

h. My health insurance stopped paying for my HCV medication. 

i. I did not think that my HCV was a serious risk to my health. 

j. Other things were more important to me. 

k. I felt depressed. 

l. I felt overwhelmed. 

10. Do you know whether or not you have cleared the hepatitis C (HCV) virus from your blood since your last CTN-0064 study visit?(FBCURED) No Yes   

No Yes N/A 

Indicate all the reasons you do not know whether or not you have cleared the HCV virus from your blood since your last CTN-0064 study visit. 

a. I never went back to be checked. (FBCRWENT) 

(FBCRNBDY) 

(FBCRKNOW) 

b. Nobody told me if I was cured. 

c. I did not know I had to go back and be checked to see if the medications worked. 

d. In the past, I have had difficulty communicating with my doctor or other health care staff. 

Comments:(FBCCOMM) 

http://wfbui:9220/WFB/navigateReportList.action 105/149 
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    6-1 WebVersion:1.0;1.00;10-14

   

  

         

y(mm/dd/yyy) 

No Yes 

   Date  of  assessm en t: (FNDASMDT) 

   

   

  

   

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

   

         

               

         

         

l herstThef o eintemo irnng h n itrs 

No 

Alo 

No 

No 

Yes

Yes 

Yes 

   

   

   

   

   

   Commen ts:( FNDCOMM) 

   

   Hea th erto n TF; K o z lowski LT; F recker RC; The Fa gerström Te st for  Nicoti ne Dep endence: a re vision  of the Fa gerström Tole rance Que stion naire. Br J Addict (1 991 ), 86, 119 -1127.

CTN-0064 Annotated CRFs - Segment A

Visi t  num be r ( VISNO):  

Whic h  cig aret te wou ld you ha te mos t to giv e up?(FNGIVEUP)

H ow  man y  cig aret tes  a day  do you smok e? (FNNODAY)

Fagerstro m  Test for  Nicot in e  De pendence  (FN D) 

1.

3.

.4

Segm en t  (PROTSEG):A  

Do you curre ntly smok e cig arettes ?(FNSMOKE)

H ow  soon aft er you wa ke up do yo u sm ok e you r first cigarette? (FNFIRST)

2.D o you find it d iffi cult  to  ref rain  fro m smok ing in  pla ces whe re it is forbidden (e. g., in church, at the 
libr ary, in cin ema)?(FNFORBDN) 

5.

.6

D o yo u smok e  mor e frequently du ring the  firs t hours after waking tha n during the rest of the
day? (FNFREQ) 

D o you sm ok e if y ou are  so ill that you are  in  bed mos t of the day?(FNSICK)
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    7-1-1040.10.:nWebV o ; 0; 19iers 

                     

  (mm/dd/yyy)y   

   

 

   

   

   During the past 12 months, did you: 

         

         

         

         

         

         

         

         

         

    

    

    

    

    

    

No 

No 

No 

No 

No 

No 

No 

No 

No 

(xx) 

(xx)

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes

days 

days 

(xx) 

e 

e

e 

days 

pe 

pe 

pe 

opl 

opl 

opl 

(xx) 

(xx) 

(xx)

   

   During the past 90 days: 

CTN-0064 Annotated CRFs - Segment A

Gain Risk Be havio r s  (GRB) 

Visi t  num be r ( VISNO):  

W he n  was the  last time, if ever, that you us ed a needle to injec t drugs or  medica tion?
Includ e med ic ati on  pre scrib ed by a doc tor. (GRLSTNDL) 

  We wou ld  lik e to as k  a few  pe rso n al questi on s  ab ou t behaviors tha t may ha ve affec ted you r risk of  gettin g or  spreading inf ectious dise ases. Remembe r t hat all of  your answers are strictly confi dential.

Th e fir st questi on s are  ab ou t  the use  of  a  need le  to inject you with  dru gs or med ication. Do no t  include shots given by a doc tor  or  nurse, but do i nclude if y ou were injected by someon e be sides a doct or  or  nurse or if  you  inj e cted
prescrib ed  medic ati on  . 

Segm en t  (PROTSEG):A  

 Date  of  a sse ssm en t: (G  RBASMDT) 

1.

U se a ne ed le to  sh oot  up drugs?(GRNDSTUP)

R eu se  a ne ed le  tha t you h ad  us ed  be fo re ?(G RNDREUS) 

R eu se  a ne ed le w ith  o u t cleaning  it w ith blea ch  or  boilin g wate r fi rst?(GRNDNOCL)

U se a ne ed le tha t yo u kn ew  or  suspected  someo n e  els e had used be fore?(GRNDELSE)

2.

.

.

.

.

3

4

5

7E ver skip cleaning you r needle with blea ch or  boiling wate r after you were done?(GRNDSKIP).

.

.

8L et someon e  els e us e a needle after you us ed  it? (GRNDAFTR )

6U se someon e els e's  r inse wate r, cooker, or cotton  after they did ?(GRNDH20)

 

Allow someone  els e to  inject you with  dru gs? (GRNDINJT) 

9Let someon e els e us e the  rinse wat er, cooker, or cotton a fter yo u did?(GRNDH20A)

On how  man y days did you us e a needle to inj ect any kind of  drug or  medication?(GR90DUN).

.

.

.

11

a

b

On how many days did you tak e ne edles/works/rinse wate r or cotton from  someo n e  to use after
the m?(GR90 D DTK) 

.10 

O n how many days did you giv e  ne edles/works/rinse wate r or cotton  to be us ed after
you ? (GR90 DDG) 

With how man y people  have  you given needles/works/rinse wate r or  cotton to  use after
yo u? (GR90DPG) 

   How man y of these pe op le were HIV  ne gative or  you did  no t  know the ir HIV  status?(GR90 DPGH

12

)

From how man y peop le have you taken needles/works/rinse wate r or  cotton to  use after
them ?(GR90DPT)
.13
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   How man y of these pe op le were HIV ne gative or  you did not  know the ir HIV status?(GR90DPTH)     (xx) oplepe 

   

  

   

 The next questions are about having sex. When we refer to sex it includes vaginal, oral and anal sex with anyone. (Vaginal sex is when a man puts his penis into a woman's vagina. Oral sex is when one person puts his or her
mouth onto the other person's penis or vagina. Anal sex is when a man puts his penis into another person's anus or butt.) 

   If e ver, h ave yo u had  sex with  (choose all that apply):

         

         

         

         

    

    

         

         

         

         

         

         

         

         

         

         

         

         

         

    

    

    

    

x

x

x

x

Yes 

Yes 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

tparners(xx) 

tparners(xx) 

tparners(xx) 

tparners(xx) 

   

   Duri ng  the  pa st  12  mont hs, did you: 

   

   We want to ask you some questions about your sexual partners. 

   

   

CTN-0064 Annotated CRFs - Segment A

 

Whe n was the last time, if  ever, that you h ad an y kin d of  vagina l, or al, or  anal sex with an other
perso n?(GRLASTSX) 
.14

M ale s:( GRESXM) 

R efu sed  to an sw er: (GRESXRF) 

) 

)

)

 

T ransmale s:( G RESXTRMc.

.

.

.

.

.

dT ransfemale s:( GRESXTRF) 

   -OR-

a

bF emale s:( GRESXF) 

D on't  k no w:(GRESXDK) e

f

Hav e se x while you were  high on alc oh ol  or  on ot her dr ugs?(GRSEXHGH).

.

7.

8.

.

15

Hav e se x with someon e  who wa s an injection dr ug user?(GRSEXINJ)16

Hav e sex involv ing anal intercou rse (penis to butt)?(GRSEXANL1 

Have se x against your will (you were forc ed or  coe rced)?(GRSEXAGS1 

9Trade sex to get  drugs, gifts or  mon ey?(GRSEXTRD)1 

Use drugs, g ifts, or  mon ey to purchase o r  get sex? (GRSEXDRG) 0.

.

.

.

.

.

.

.

2 

Hav e se x with someone  who you tho ugh t was HIV ne gative o r  you did not  know the ir HIV status?
(GRSEXNEG) 

21

Hav e tw o or mor e dif ferent sex pa rtners (no t  necessarily at  the sa me time) ?(GRSEX2PP) 22

Hav e se x with  a male  partner?(GRSEXMAL)23

Hav e se x with  a f emale pa rtner?(GRSEXFEM)24 

Hav e se x with ou t using an y an y kind of condom  to prot e ct you an d you r partner from  dis eases or
pregnancy? (GRSEXCND) 

25

Dur ing  the  pa st 90  da ys :

Have a lot  of pain during  se x  or  after having  ha d  se x? (G RSEXPAN) 26 

Use alc ohol or o th er drugs  to mak e  se x last lon ger o r  hurt  less?(GRSEXLST)27 

How man y se x pa rtners did you ha ve  who were  male?(GR9SXMAL)

   How  man y  of your male se x pa rtners were  HIV  ne gative or  you did  no t  know their HIV status?
(GR9SXMHV) 

.28

How man y se x pa rtners did you ha ve  who  were  female ?(GR9SXFEM) 

   How  man y of  your female  se x partners were HIV negative or  yo u did  not  know the ir HIV sta tus?
(GR9SXFHV) 

.29 
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x

x

x

x

(xx) tparners 

No Yes 

Male Female 

Po Ne Unknown 

No

(xx)tmesi 

(xx)tmesi 

(xx)tmesi 

ivetgaitveis 

Yes 

   

   

    

    

    

    

    

    

x

x

x

x

x

x

(xx)tmesi 

(xx)tmesi 

(xx)tmesi 

(xx)tmesi 

(xx)tmesi 

si(xx)tme

   

   

   

CTN-0064 Annotated CRFs - Segment A

With how man y of  your male or  female partners have you be en hig h on alc oh ol
     or  drugs  whe n  ha ving  se x  at  least  on ce  in the  p ast 90 da ys?(GR9SXHGH)
.

.

.

1.

H ow lon g  ha ve  the  two of  yo u be en  se eing  ea ch  other?(GRRELTLT) 

Y ou r primary  pa rtner's ge nder is:( GRPRIMGN) a

b

Have you ha d a pa rtner that you con sider a pri mary partner?
     (By primary we mean someone with whom you felt a special emotional commitment, someone you 
have dated or would call your boyfriend, girlfriend, spouse, significant other, or lifetime partner.) 
(GRPRIMPT) 

3

Wha t  is  you r prim ary  pa rtner's  HIV sta tus? (G RPRIMHS) 

H. ow man y tim  es in the las t 12 months did you ha ve an y kin d of  vaginal or anal sex  with  you r prim ar
partner?( G RPRIMSX) 

H ow man y times whe n  you ha d an y kind of  vaginal or  anal sex with yo ur primary partner, did you us
a con dom from  sta rt t o fin ish ?(G RPRIMCN) 

H ow man y  tim es whe n  you  had an al or  vaginal sex with you r primary pa rtner, were you hig h  on
alco ho l o r  drugs? (G RPRIMHG) 

c.

.

.

.

d

e

f

g

y 

Do you beli eve thi s relationship to be ex clusive or  mon og amou s (i.e., that neithe r of  yo u ha ve se x  wi th
othe r partners)?  (GRPRIMEX) 

e 

Dur ing the  pa st 90 da ys, w he n  you ha d  se x with you r male an d/or fem ale pa rtner(s) (ex cluding you r primary pa rtner, if you  had one), how man y times:

Did you ha ve  va ginal  or  anal sex  with  HIV positive  partners?(GRSEXHVP) 

Did you ha ve va ginal or anal sex  with HIV ne gati ve or  unknown sta tus pa rtners? (GRSEXHVN) 

Of th ese, h ow  man y  times was a con d om worn from sta rt to fin ish?(GRCONDOM)

Did you ha ve  se x  while you were  h igh  on  alcohol or ot her dr ugs?(GRNPMHGH)

Did you t rade se x for drugs, g ifts, or  mon ey?(GRNPMTRD)

Use drugs, gifts, or  mon ey to pu rchase or get sex?(GRNPMDRG) .

.

.

4.

.

36

Commen ts:( GRBCOMM)

32 

33 

3 

30

35 
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CTN-0064 Annotated CRFs - Segment A

AdditionalSelectionOptionsforGRB 

Whe n  was the las t time, if ever, that you us ed a needle to injec t drugs or  medica tion?
Includ e medica ti on pr escrib ed by a doc tor .
1- More  tha n 12 mon th s ag o 
0- Never

How lon g  ha ve  the two of  you be en se eing ea ch oth er?
6- Ove r 2 ye ars 

When was the last time, if ever, that you had any kind of vaginal, oral, or anal sex with another person?  .   
1-More than 12 months ago  
0-Never  
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CTN-0064 Annotated CRFs - Segment A

5/16/2018 Protocol: 0064 

NIDA Clinical Trials Network 

HCV Medications (Medical Record) (HCM) 
Web Version: 1.0; 1.02; 10-14-16 

HCV medication name (HCVMED): 
Sequence of medication (MEDSEQNO): 

1. Facility name and address for evidence that this HCV medication was offered:
"Evidence that this HCV medication was offered" means documentation of a written prescription or initiated paperwork.(HMPRLC01) 

2. Duration of medication regimen:(HMDURATN) (xx) weeks 

No Yes   

(mm/dd/yyyy) 

3. Is there evidence this HCV medication was filled or received?
"Evidence this HCV medication was filled or received" means documentation that the participant filled, received and/or is currently taking this medication (e.g., 
clinician note, medication log, prescription log from clinic or pharmacy, pharmacy fill data).(HMFILLRX)

a. If "Yes", date medication was filled or received:(HMFILLDT)

b. If "Yes", facility name and address for evidence that medication was filled or received:(HMPRLC02)

c. If "No", specify reason medication was not filled or received:(HMNOFILL) 1-Participant still trying to obtain the medication 
2-Participant never picked up the medication 
3-Insurance denied the medication 
4-Alternative medication regimen filled 
97-Reason unspecified 

1. If "Insurance denied the medication", specify reason:(HMDENY) 1-Requires negative toxicity screen or substance abuse treatment 
2-Mild disease present 
99-Other 

1-PEGASYS (pegylated interferon (peginterferon alfa-2a)) or PEG-Intron (peginterferon alfa-2b) 
2-Virazole, Rebetol, or Copegus (ribavirin) 
3-Rebetron (ribavirin + interferon alfa-2b) 
4-Victrelis (boceprevir) 
5-Incivek (telaprevir) 
*Additional Options Listed Below 

If "Other", specify:(HMDENYSP) 

2. If "Alternative medication regimen filled", specify medication:(HMALTMED) 

If "Other HCV medication", specify:(HMALTSP) 

4. Is there evidence this HCV medication was stopped?(HMSTOPRX) No Yes   

(mm/dd/yyyy) a. If "Yes", date of most recent evidence that medication was stopped:(HMSTOPDT)

b. If "Yes", facility name and address for evidence that medication was stopped:(HMPRLC03) 

Comments:(HCMCOMM) 

http://wfbui:9220/WFB/navigateReportList.action 

http://wfbui:9220/WFB/navigateReportList.action
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5/16/2018 Protocol: 0064 
Additional Selection Options for HCM 

HCV medication name (HCVMED) (key field): 
1-PEGASYS (pegylated interferon (peginterferon alfa-2a)) or PEG-Intron (peginterferon alfa-2b) 
2-Virazole, Rebetol, or Copegus (ribavirin) 
3-Rebetron (ribavirin + interferon alfa-2b) 
4-Victrelis (boceprevir) 
5-Incivek (telaprevir) 
6-Olysio (simeprevir) 
7-Sovaldi (sofosbuvir) 
8-Harvoni (ledipasvir + sofosbuvir) 
9-Viekira Pak (ombitasvir/paritaprevir/ritonavir + dasabuvir) 
10-Daclatasvir 
99-Other HCV medication 

Sequence of medication (MEDSEQNO) (key field): 
01-1st medication use 
02-2nd medication use 
03-3rd medication use 
04-4th medication use 
05-5th medication use 

http://wfbui:9220/WFB/navigateReportList.action 

http://wfbui:9220/WFB/navigateReportList.action
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r

DidYo
Comp et
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itFa
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idtane 
lease 

2̂ dressdncar@2Ph mayNameadA i dtane 
lease 

2̂Ob
MRRe

oN Yes oN sYe No sYe

(HCDRUG01)1. (HCNTST01) (HCSTDT01) (HCSPDT01) (HCONG01) (HCCMPL01) (HCPRLC01) (HCRXMR01) (HCPRLC16) (HCPHMR01) 

(HCDRUG02)2. (HCNTST02) (HCSTDT02) (HCSPDT02) (HCONG02) (HCCMPL02) (HCPRLC02) (HCRXMR02) (HCPRLC17) (HCPHMR02) 

(HCDRUG03)3. (HCNTST03) (HCSTDT03) (HCSPDT03) (HCONG03) (HCCMPL03) (HCPRLC03) (HCRXMR03) (HCPRLC18) (HCPHMR03) 

(HCDRUG04)4. (HCNTST04) (HCSTDT04) (HCSPDT04) (HCONG04) (HCCMPL04) (HCPRLC04) (HCRXMR04) (HCPRLC19) (HCPHMR04) 

(HCDRUG05)5. (HCNTST05) (HCSTDT05) (HCSPDT05) (HCONG05) (HCCMPL05) (HCPRLC05) (HCRXMR05) (HCPRLC20) (HCPHMR05) 

(HCDRUG06)6. (HCNTST06) (HCSTDT06) (HCSPDT06) (HCONG06) (HCCMPL06) (HCPRLC06) (HCRXMR06) (HCPRLC21) (HCPHMR06) 

(HCDRUG07)7. (HCNTST07) (HCSTDT07) (HCSPDT07) (HCONG07) (HCCMPL07) (HCPRLC07) (HCRXMR07) (HCPRLC 2) (HCPHMR07) 

(HCDRUG08)8. (HCNTST08) (HCSTDT08) (HCSPDT08) (HCONG08) (HCCMPL08) (HCPRLC08) (HCRXMR08) (HCPRLC23) (HCPHMR08) 

   RA Instruction:

   This is a participant self report form and should reflect only the information provided by the participant. 

 

HCV  Me dicati on Log (S elf  Rep o rt) (HCS) 

 You may need to remind the participant s/he reported taking HCV medications on the Ac cess to and Utilization of Medical Care Self Report (AUS) form. 

 If the participant is unable to recall an exact date, record an estimated date using the "Mid-month", "Mid-year", and "Mid-decade" convention: 

If the exact day is unknown, default to the middle of the month = 15  (e.g., mm/15/yyyy) 

If the month and day are unknown, default to the middle of year and month = 06/15   (e.g., 06/15/yyyy) 
If

 If the participant reports "Other HCV medication", the name of the medication must be recorded in the "Comments" field. 

 the year is unknown, default to the middle of the decade   (e.g., "90's" = 1995 = 06/15/1995) 

  List all H CV med ications you have ev er been pre scribed, even if you ne ver started tak ing the med ication or had poor  adherence to the medication .
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   (H

1 1

(HCDRUG09)9. CNTST09) (HCSTDT09) (HCSPDT09) (HCONG09) (HCCMPL09) (HCPRLC09) (HCRXMR09) (HCPRLC24) (HCPHMR09) 

(HCDRUG10)0.1 (HCNTST10) (HCSTDT10) (HCSPDT10) (HCONG10) (HCCMPL10) (HCPRLC10) (HCRXMR10) (HCPRLC25) (HCPHMR10) 

(HCDRUG 1)1.1 (HCNTST11) (HCSTDT11) (HCSPDT11) (HCONG11) (HCCMPL11) (HCPRLC 1) (HCRXMR11) (HCPRLC26) (HCPHMR11) 

(HCDRUG12)2.1 (HCNTST12) (HCSTDT12) (HCSPDT12) (HCONG12) (HCCMPL12) (HCPRLC12) (HCRXMR12) (HCPRLC27) (HCPHMR12) 

(HCDRUG13)3.1 (HCNTST13) (HCSTDT13) (HCSPDT13) (HCONG13) (HCCMPL13) (HCPRLC13) (HCRXMR13) (HCPRLC28) (HCPHMR13) 

(HCDRUG14)4.1 (HCNTST14) (HCSTDT14) (HCSPDT14) (HCONG14) (HCCMPL14) (HCPRLC14) (HCRXMR14) (HCPRLC29) (HCPHMR14) 

(HCDRUG15)5.1 (HCNTST15) (HCSTDT15) (HCSPDT15) (HCONG15) (HCCMPL15) (HCPRLC15) (HCRXMR15) (HCPRLC30) (HCPHMR15) 

   

   Comme nts:(HCSCOMM) 
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Additional Selection Options for HCS 

Drug name 01 
6-Olys io  (simep revir)  
7- So v ald i  (so fo s buvir)  

8-Harvon i  (led ipasvir  + sofos  buvir) 
9-Viekira  Pa k  (om b ita svir/pa rita previr/riton avir + da sabuvir)
10-Daclatasvir 
97-Don't  k no w  
99 - Oth er HCV med ic ation   
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   Date  of  assessm en t:(HKQASMDT)   y(mm/dd/yyy) 

   

 

  

  

  

  

  

  

  

  

  

  

  

  

 

  

  

  

  

  

  

  

True Flase Do Know 'tn 

(HKSHRAZ) 

(HKTRTORL) 

(HKHRBMD) 

(HKHPCTRT) 

(HKALCHLV) 

(HKBLDTRN) 

(HKSHEQUP) 

(HKPREVNT) 

(HKVACINE) 

(HKSTRDRG) 

(HKINFUNK) 

(HKCOCSNR) 

True Flase w 'tnDo Kno

(HKINTDEP) 

(HKNEWEQP) 

(HKBRTHIN) 

(HKSEXINF) 

(HKCOUGH) 

(HKAATRT) 

(HKVIRRMV) 

                

                

            

            

               

                     

                      

                       

                     

                      

                     

                       

                    

                     

                 

            

         

            

                     

i

i

t

i

t

c t tt

it

l

ft

i

i

t

t

r

ic i

HCV Kn owled ge Que sti on naire  (HKQ) 

Visi t  num be r ( VISNO):   

Segm en t  (PROTSEG):A  

1. Po ewihh sCcns ys et oo sadr oswiho olpe.herpettraznb hrusethhiterharflaeatitepatlpe

2. Nowa sC cnbet din6mo so swiho me ons.ii tcadlratlreshtntreaeaiitd h tays epa,

3. Po ewihh sCcns yt eayh meiicne.dblerankaflaeatitepatlpe

4. Po ewhoaeHI+cna or eh aisC t metn.treatiepiecevlsaVrlpe

5. Po el gwihh sCcndmaet whnt yd ka ool.hlcirnheeiverhilergaaiittepatiivnlpe

6. Po ewhor dabloodt oninteUn dS sb oe192mayh eb ni dwihh sC.titepatf tneceeeav9rfettaeteihf iransusiecevelpe

7. Toh psoptes do sCap onwhh aisC so dno eayi ond ge metn.iqupruitecjnnhtsarluhtiepiters,iith tepafpreahtle

8. Th eisah aisC va c et nbeu dtop o efom getgi dwihteh aisC virus.tiephtf tneceinrlptrevenpesehtacaintieper

9. Isagoodi afo oplel gwihh aisC tobev da sAadB.ntih tepai tgansi taccnaetieptiivnrpedeit

10. S dissow t moet n6% o oplewhoi swih' dn dl ei dwihh sC.iittepatf tnecear' eseeusetdrugtt tecsreejnfpe0harhtahetu

11. P o ecnlewihh sC fomayy sw o owigt yh eb ni dwihtevirus.htf tneceeeavhethtankntuhitearnriittepativalpe

tec, .neye12. Th eissomerkt sC cnbeg ntosomeoebyso gco ewhs ds ws oldmor,trahareiticanintrnniveaiith tepahtaiser

i tens.ta13. Somet me sfo aisC, hasi o nc ed onasas eef insomeptecidiepressausnca,ftnerersuctihreptntrea

.titepatf tnecebienf14. Us g' db o dl de me sterisko gi dwihh sChdtnreuceiqupiessyrngesan, ,nee)refeie neveruse..,('newin

h.itr15. B sbontoh sCp omencnbei dwihh sCabtiittepatf tneceatregnanwtiteparieba

16. HeaisC cnbegi ntosomeoed gs ourse.itnerclexuaiurnnveatip

17. Cogh gads gcns dh aisC.tieppreaaineeznninu

ircans.18. Cur me sfo sC do wokfoAf nAmeircarr'tniith trepatnt treaten

d.l'nerl drceareveel lteeieniruti19. Su c sCt me scnr nteh tepa sCv sb gcomp yrmo d(o )fom o sboohitlesuatntreatih tepaflessu
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   Commen ts:( HKQCOMM)

l s

ii

t

t

t

CTN-0064 Annotated CRFs - Segment A

20. Al me sfo sC cnc ed esonadf esmpoms.tykli-lunieprausaiith trepatnt trea (HKFLUDEP) 

(HKSHRUTN) 

(HKREINF) 

(HKTATOO) 

(HKHNDSHK) 

(HKLVCNCR) 

21. Theh sCv scnbes dfom s dk nc so ls.itruensltpaeups,htceiharerpreaairuiittepa

22. Onesomeo sh sCv shsb ncomp yt dadc oec o dwihh sC.titepatif tnece-t tgereannnl deare,ntreael lteeeeairutitepa'nec

23. P o ecng dwihh sCfom tatoosadboypi iercng.dnriittepatif tnecetealpe

24. HeaisC cnbegi nbyh soh dhkransaes.ugveatip

25. HeaisC cnl dtolivercancer.eaatip



NIDA Clinical Trials Network

HCV Self-Efficacy Questionnaire (HSE)
Web Version: 1.0; 1.01; 10-14-16

Segment (PROTSEG):A 

Visit number (VISNO): 

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

   The following questions are for persons who are hepatitis C (HCV) positive. If you are HCV negative or if you do not know your HCV status, please answer these questions thinking about how you might feel or behave if you were
HCV positive.

Cannot
Do at All

3̂Cannot
Do at All

3̂Moderately
Certain Can

Do

3̂Probably
Can
Do

Certain
Can
Do

0 10987654321

1.  Ask your doctor things about Hepatitis C (HCV) that concern you? (HSASKDR)  

(HSDISCDR)  

(HSDIFFDR)  

Cannot
Do at All

3̂Cannot
Do at All

3̂Moderately
Certain Can

Do

3̂Probably
Can
Do

Certain
Can
Do

0 98 107654321

4.  Keep any fatigue you might have, that may be caused by your HCV, from interfering with the things you want to
do?

(HSFATIG)  

5.  Keep any physical discomfort or pain you might have, that may be caused by your HCV, from interfering with the
things you want to do?

(HSDSCMFT) 

6.  Keep any symptoms or health problems you might have, that may be caused by your HCV, from interfering with
the things you want to do?

(HSSYMPTM) 

7.  Control any symptoms or health problems you might have, related to your HCV, so they don't interfere with the
things you want to do?

(HSCNTSYM) 

Cannot
Do at All

3̂Cannot
Do at All

3̂Moderately
Certain Can

Do

3̂Probably
Can
Do

Certain
Can
Do

0 10987654321

8.  Keep from feeling sad or down in the dumps? (HSSAD)  

9.  Keep yourself from feeling lonely? (HSLONELY)  

CTN-0064 Annotated CRFs - Segment A
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Communication Self-Efficacy

How confident are you that you can...

2 .  Discuss openly with your doctor any personal problems that may be related to your HCV?

3 .  Work out difficulties with your HCV provider/doctor if they arise?

Physical Coping Self-Efficacy

How confident are you that you can...

Psychological Coping Self-Efficacy

How confident are you that you can...



.  

  

 

 

.  

.  

   

(HSFBLNLY)  

(HSFBDSCG) 

(HSFBSAD)  

Cannot
Do at All

3̂Cannot
Do at All

3̂Moderately
Certain Can

Do

3̂Probably
Can
Do

Certain
Can
Do

0 10987654321

(HSINJECT)  

(HSRXBID)  

(HSRXTRDP) 

(HSRX30D)  

(HSDRAPPT) 

10.

Comments:(HSECOMM)

 Keep all your HCV doctor visits without ever missing an appointment?17

 Remember to take your HCV medications, every day, for the next 30 days?16. 

 Take your HCV medicines, every day, even when feeling very tired or depressed?15. 

 Take your HCV pills twice a day, exactly as directed, if prescribed, without ever missing a dose?14

dose?
 Inject interferon every week, if prescribed and if you needed to, exactly as directed, without ever missing a13.

 Do something to make yourself feel better when you are feeling discouraged?11.

 Do something to make yourself feel better when you are feeling lonely?

CTN-0064 Annotated CRFs - Segment A
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12 Do something to make yourself feel better when you feel sad or down in the dumps?

Treatment Adherence Self-Efficacy

How confident are you that you can...
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  )y(mm/dd/yyy   

   

   

   

   The ne xt several questi on s ask  ab o u t yo u r co n fi dence with tak ing HIV med ication s. HIV medic ations are someti m es  referred to as  an tiviral  med ications, antiretroviral  med ication s, ART,  or a "dr ug cocktail". These medica ti on  s are  
taken  to inc rease  or  main tain  you r T -cells an d  to red uce  you r viral  loa d. HIV medic ations tre at  HIV sp ecif ically;  th ey do not include oth er med ications, even those for  opportunistic infection (OI) pre vention.

   

   Res po n d  on a sca le  of  0  to 10 whe re  0 = you Can no t Do at  All, 5  = Mod erately (Somew hat)  Cert ain  you Can Do,  a nd 10 = Comple tely Cert ain you Can Do.

   

    
 

 
 

  

  

 

 

 

 

 

 

 

  

l itranl ltee
Ca

Comp yCe
nDo 

01

01

9

9

8

8

7

7

6

6

itrand lteraeMo yCe
CanDo 

5

5

4

4

3

3

2

2

1

1

oDoaAlttCann

0

0

HTSIDEEF)(

HTROUTN)(

HTPPLSEE)(

(HTDYDSRP) 

)(HTNOTWEL

(HTCHGEAT) 

(HTACTVTY) 

(HTTCELLS) 

(HTDISCRG) 

I(HTCLNIC) 

                 

         

                    
        

              

            

              

               

                 
    

               

                 

CTN-0064 Annotated CRFs - Segment A

f

l

l l

t

HIV Tr eatm en t Adh erence Se lf-Effic acy Sc ale (HIV-ASES) (HTA) 

:In the past month, including today, how confident have you been that you can

If you were to take HIV medication in the next month, how confident are you that you can:

1. S ktoyo me ne nwhns eef sbgintoi ewihd ya i ?estiivtcliatftnereretecideveltnpat turreaict

2. I eyo me oyo yro i ?netuldiuraitntnt turreat tnegra

3. I eyo me oyo yro ee ni me st gme ono o go si
o o o ewhodo ow youaeHI

ninghh tertindrii tcadinkaanitfve
? 

in
if dtnece
tu

-
l
V

diura
r

itntn
kn'tn 

t turrea
lp

t tnegra
fpetnfr

4. S ktoyo me ee nwhnyo yro eisd ?i dtsrupeintuldiuraevehdltnsceut turreaict

5. S ktoyo me ewhnyoua gwel?inf lee'trenehdltnsceut turreaict

6. S ktoyo me ewhnime sc gyo ghbi?tsaintureah iangnantehdltnsceut turreaict

7. Co ewihyo me ni o gsoi swihyo ya i ?estiivtcldiuratftnerereindftnevet turreatinutn

lyi tcanfi ignr/8. Co ewihtet me nyo np de ni o elsCD4celsdops
nten emo

-cTurfyvebeirescrh iiurpyscaltnpatrea
h?stn

ht
hret

inu
tex
tn

hi

?thh lureatuyb9. Co ewihyo me nwhnyouaef gd o dao ourageiscinleeretnevet turreatinutn

h l?rassejtnitnppiin10. Co ewihyo me nwhngetgtoyo ca o me sisamaolurcinetnevet turreatinutn

Visi t  num be r ( VISNO):  

Date  of  assessm en t: (H TAASMDT) 

RA Ins tructi on :  Prov id e pa rtic ipant  with  a ref erence  ca rd  tha t  lists all re spon se op tions for his/her easy reference.

Segm en t  (PROTSEG):A  
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(HTNTGOOD) 

(HTPOS)                    
   

   

   Commen ts:(HTACOMM) 

l

CTN-0064 Annotated CRFs - Segment A

11. Co ewihyo me nwhnpo ecoetoyoutelout ydo kt sdo
ygoo

ingiithtainth'tnhethtaysllpeetnevet turreatinu
?
tn
dan

12. Ge ome gpo eo ofyo onint me ni eme onyouaet gdo
o mpoeyo

esinkarii tcadthftn eve,treaiii tcpaturpartuivtis
?thh lurea

inthts
vritn
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   RA instruction: Please hand the laminated response card to the participant. 

   

   Date  of  assessm en t:(INSASMDT)   y(mm/dd/yyy) 

   

   Please answer the following questions about your time working with your patient navigator. 

    

  

  

  

  

  

  

  

  

  

  

  

reentrS oglyAgreeAg

(INUNDERS) 

(INCARED) 

(INRELATI) 

(INLIKED) 

(INTALKTI) 

(INHECANE) 

(INHIVSYS) 

(INSUBTXN) 

(INSUTXSY) 

(INMONEYE) 

(ININCENT) 

        

         

            

         

                     

             

               

              

               

               

                     

   

   

   

CTN-0064 Annotated CRFs - Segment A

f

l

f

l

Parti cipant Satisfaction (INS)

Visi t  num be r ( VISNO):  

Segm en t  (PROTSEG):A  

myp o oodme.d trunersi it tennavgataf leeI1.

. emyp o dao me.tubrcarei it tennavgataievbleI2

kI dagoodr o pwihmyp or.i it tennavgatatihnsilteahainthI3.

.

.

.

.

dmyp o sap on.ersrai it tennavgatakeliI4

WhnIwa do dtotkwihmyp o eo emaetmetotkwihme.tlaidhrshri it tennavgatatladrneeetnee5

Myp o yof dmeh pwihmyh hc en dees.artleatleereldtrrepeaei it tennavgata6

Myp o alyko showtowokwihteHIVh hc es .tysemartleahtrwnrrei it tennavgata7

Myp o yof dmeh pwihmys euet me dtnnees.treasbtusanctleereldtrrepeaei it tennavgata8.

.Myp o alyko showtowokwihtes euet me .t tnsysemtreasbtusanchtrwnrrei it tennavgata9

10.Myp o ye dtemo yIo de nbycomp gc nt kass.iterainltearlucnehlixpanel lrceari it tennavgata

).kasthfilte11.A ompl dc nt myp o dmemyi epompy( gthecomp ono etfiyniterverfatlrivtncenirpai it tennavgatakass,iterateeItercf

Is the re anything els e you would like to sa y  ab ou t you r patient navigator?(INANYTHI).12

Commen ts:( INSCOMM)
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  y(mm/dd/yyy)    Date  of  assessm en t:(I VSASMDT) 

   

   The  ne xt questions  are ab out abuse  an d  int erpersonal violence. Let me kn ow  if y o u wou ld  like to  stop at  any po int. As  a study interviewer, I am  no t perm itte d to  dis cuss  an y  sp ecific incidents of  abuse with you, b ut there  is so meo ne 
on hand who can talk with you if you would like to do so. 

   

           

  

  

  

  

  

  

  

(IVATTACK) 

(IVPRTATK) 

(IVSEXABU) 

(IVPRTABU) 

(IVTHREAT) 

(IVPUNCHD) 

(IVCONTRL) 

                

                    

                

                    

                     

                      

                     

   

   

CTN-0064 Annotated CRFs - Segment A

l t l

l t l

l

Interperso n al Viole nce  Sc ale  (IV S)

Visi t  num be r ( VISNO):  

Segm en t  (PROTSEG):A  

Haeyoub nb alyat o alya ds eyo CTN 9s yv t?iisdtu40-0l turasincbuseh irpysckdace,h ipyscteaen,eev1.

Weeyouinar o pwh eas dtstoyo?uihil dtexuaparnererihnsiltear

.Haeyoub ns alyat o alya ds eyo CTN009s dyv t?iistu4-l turasincbusersexukd dace rape, ,exueev2

Weeyouinar o pwh eas dtstoyo?uihil dtexuaparnererihnsiltear

Haeyoub ninar o pwh eas dyouwihvo es eyo CTN009s dyv t?iistu4-l turasinclencith treaenel t texuaparnererihnsilteaeev3.

Haeyoub ninar o pwh eas w, o o dt ss eyo CTN 49s yv t?iisdtu0-0l turasincinghhrpunceke,brhrel t texuaparnererihnsilteaeev4.

Haeyoub ninar o pwh eyouf o oldbyas eyo CTN 9s yv t?iisdtu40-0l turasl itexuaparnersncetnrtcleerihnsilteaeev5.

Commen ts:( IVSCOMM)
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y

x

(mm/dd/yyy) 

No

No

No

No

Yes 

Yes 

Yes 

Yes 

(xxx)days 

(xxx)days 

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes

(xxx)

No Yes 

(xxx) 

No Yes 

(xxx)

No Yes

   Date  of  a sse ssm en t: (M IAASMDT) 

   

   

   Hav e you be en  arrested in  the past 6 months?(MIARST6M)

   Have  you be en  inc arcerated sin ce you r last CTN-0049 stu dy vis it?(MI INCARC)

   Hav e  you be en  incarcerated in  the pa st 6 months?(MI INCA6M)

   How man y da ys have you be en inc arcerated sin ce you r last CTN-004 9 stu dy vis it?(M IINLFDY)

   How man y da ys have you be en inc arcerated in  the past 6 months?(M IIN6MDY)

   

   Th e ne xt several quest ion  s are ab ou t illegal activit ies.

   

   

   

   

   

CTN-0064 Annotated CRFs - Segment A

Mod ified Ille gal  Activities (MIA)

Visi t  num be r ( VISNO):  

Hav e  you be en arres ted sin ce you r last CTN-0049 stu dy visit?(MIARREST)

Segm en t  (PROTSEG):A  

H av e  you be en int oxicated (h igh  or  drunk) from alc ohol or drugs in  pu blic sin ce your last CTN-0049
stud y vis it ?(M   IIAPUB) 

H ow man y tim  es in  the pa st 6 months ha ve you be en intoxicated (h igh  or  drunk) from  alc ohol or drug
in  pub lic? (MI ITXI6M) 

H ow man y  tim  es in  the pa st  6 months ha ve you be en  arres ted for  being  int oxicated from alc ohol o
drugs  in pu b lic? (MI ITXA6M) 

H ave  you be en  arres ted for  public int oxication sin ce you r last  CTN- 0049 stu dy visit?(MIARSTTO) 

H ave you dri ven  un der influence of  alcoh ol or drugs sin ce  you r last  CTN- 0049 stu dy visit?(MI IADUI)

a.

.

.

b

c

Ille gal  Act ivit ies

1.

2.

.

.

.

s

r 

How man y tim es in  the pa st  6 months ha ve you dri ven  un der th e  inf luence of  alcohol or drugs?
(MIDUII6M) 

a

Hav e  you be en  arres ted for  driving un der the inf luence of  alcoh ol  since you r last CTN-0049 study
visit ?(MIARDUI) 

H ow man y tim es in  the pa st 6 months ha ve you be en  arres ted for  driving un der the influence of
alco ho l or  drugs? (M IDUIA6M) 

H ow man y  tim e s in  the pa st 6 months ha ve you us ed  or  pos sesse d illegal drugs?(MIPOSI6M).

H ave  you us ed  or  pos sesse d ille gal drugs sin ce you r last CTN- 0049 stu dy vis it?(MI IAPOS)

b

c

a

3.

H ave you be en  arres ted for  using or  pos se ssing ille gal drugs sin ce your last  CTN- 0049 stu dy visit ?
(MIARPOSS) 

b.

H ow man y  tim es in  the pa st 6 months ha ve you be en  arres ted for  using or  pos sessing illegal drugs? 
(MIPOSA6M) 

H ave  you  had posse ssion  with int ent to dis tribute sin ce you r last  CTN-0049 stu dy vis it ?(MI IADST)

c.

4.



125/176

  

         

  

         

  

         

  

         

  

         

  

         

  

         

  

         

  

         

  

         

  

         

  

         

  

         

(xxx)

No Yes

(xxx)

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes 

(xxx)

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes 

(xxx)

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes 

(xxx) 

No Yes 

   

   

   

   

   

   

CTN-0064 Annotated CRFs - Segment A

How man y  tim es in the pa st 6 mon ths have you pos sessed  ille gal drugs with the int ent to distrib ute
(MIDSTI6M) 

H ow man y  tim e s  in  in  the past 6 months have you be en  arres ted for  pos session of ille gal drugs with
the  int ent  to  dis trib ute?(M IDSTA6M) 
.

H ow man y  tim  es in the pa st 6 mon ths have you pos sessed  dr ug pa raphe rnalia?(MIPARI6M)

H ave  you be en  arres ted for  pos se ssion of  drugs with the int ent to dis tribute sin ce you r last CTN-004
stud y vis it ?( MIARDIST) 

H ave  you  had posse ssion  of  drug pa raphernalia sin ce your last  CTN- 0049 stu dy visit?(MI IAPAR)

a.

.b

c

a.

.

.

5.

9

?

?

Have you be en  arres ted for  pos se ssion of  drug pa raphernalia sin ce your last  CTN- 0049 stu dy visit ?
(MIARPARA) 

b

H ow man y tim es in  the pa st 6 months ha ve you be en  arres ted for  pos session of  drug paraphernali a
(MIPARA6M) 

H ow man y  tim  es in  the pa st 6 months ha ve you man ufactured  or  grown dr ugs? (M IGRWI6M)

H ave  you man ufactured  or  grown dr ugs  sin ce your last CTN- 00 4 9 stu dy visit?(MI IAGRW) 

c

a.

.

.

.

6

Have you be en  arres ted for  man ufacturing or  growing dru gs sin ce your last  CTN-004 9 stu dy visit ?
(MIARGROW) 

b

H ow man y  tim es in  the pa st 6 months ha ve you be en  arres ted for  man ufacturing or  growing drugs?
(MIGRWA6M) 

H ave  you sold  or distributed dr ugs sin ce you r last CTN-0049 stu d y vis it?(MI IASAL)

c

7.

.

.

.

How man y tim es in  the pa st 6 months ha ve you be en  inv olved  in the  sa le  or  distribution of drugs?
(MISALI6M) 

a

t

y

it 

Have you be en arres ted for  the sa le or distribution of  drugs  sin ce  you r last  CTN- 004 9 stu dy vis it ?
(MIARSALE) 

b

H ow man y  tim  es in  the pa st 6 months ha ve you be en arres ted for  selling or  d istributing dru gs? 
(MISALA6M) 

H av e  you be en inv olved in forg ery or  fraud (ba d ch ecks, c redit c ard  fra ud, etc.) since your last
CTN- 00 49 stu dy visit?(MI IAFRD) 

H ow man y tim es in  the pa st 6 months ha ve you be en  inv olved  in forg ery/fraud (ba d checks, cred
card  fra ud, etc.)? (M IFRDI6M) 

How man y  tim  es in  the pa st 6 months ha ve you be en  arres ted for  forgery/fraud  (ba d ch ecks, credit 
card  fra ud, etc.)? ( M  IFRDA6M) 

H ave  you be en  arres ted for  forg ery or  fraud (ba d checks, credit card fraud, etc.) since your las 
CTN- 0049 stu dy vis it?(MIARFRD) 

c

a.

.

.

.

b

c

8

H ow man y  times in the pa st  6 mon th s ha ve  yo u be en  inv olved  in fen cing  (bu ying or  se llin g  stole n 
pro p erty)?(M IFENI6M)

Have  you be en  inv olved in fen cing  (bu ying  or  se llin g stole n pro p erty) since your last  CTN- 0049 study
visit ?(M   IIAFEN) 

a.

.

.

.

.

.

.

9

H av e  you be en  arres ted for  fencing (bu ying or selling stol en pro p erty) since your last  CTN-0049 stud
visit ?( MIARFENC) 

H ow man y  tim es in  the pa st 6 months ha ve you be en  arres ted for  fencing (bu ying or  selling stol e n 
pro p erty)?(M IFENA6M) 

b

c

Have you be en inv olved  in ille gal gam bli ng (ru nning  nu m be rs)  since you r last  CTN-0049 stu dy visit ?
(MI IAGAM) 

10

How man y tim es in the pa st  6 mon th s ha ve  yo u be en inv olved  in ille gal gamblin g  (ru nning nu mbe rs)?
(MIGAMI6M) 

a

Have you be en arres ted for  illegal gambling (ru nning  nu m bers) since you r last CTN-0049 stu dy visit ?
(MIARGAMB) 

b
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CTN-0064 Annotated CRFs - Segment A

How man y tim es in  the pa st 6 months ha ve you be en arres ted for  illegal gambling (running numbers)?
(MIGAMA6M) 

c.

Have you be en  inv olved  in pro stitution or  pimpin g sin ce you r last CTN-0049 stu dy vis it?(MI IAPRS).

.

.

.

.

11 

)

)

H ow man y  tim  es in  the pa st  6 month s  ha ve you be en  inv olved  in pro s titution or  pimpin g?(MIPRSI6M

H ow man y  tim  es in  the pa st 6 months ha ve you be en  arres ted for  prostitution or  pim pin g? 
(MIPRSA6M) 

H av e  you be en arres ted for  burglary/attempted burglary/b reaking  an d en tering  (home,  auto, business
since  you r last  CTN-004 9 stu d y vis it?(M  IARBURG) 

a

H ave  you be en  arres ted for  prostitution or  pimpin g sin ce you r last CTN-0049 stu dy visit?(MIARPRSTb

c

a.

b.

.

H ow man y  tim es in the pa st  6 mon ths  ha ve  you be en inv olved  in bu rglary/a ttem pte d  bu rglary/breakin
and  en tering  (ho me,  auto,  business)?(MIBAEI6M) 

d

g

)

Have you be en inv olved  in burglary/at tem pted  bu rglary/b reaking an d  en tering  (home,  auto, business)
since  you r last  CTN- 0049 stu d y vis it ?(M  I IABAE) 

12

H ow man y tim es in  the pa st 6 months ha ve you be en arres ted for  being inv olved  in bu rglary/a ttempte 
burglary/b r eaking  an d en tering  (ho me,  a uto, business)?(MIBAEA6M) 

c

Have you be en inv olved in sh o plift ing/larceny/embezzle men t since your last  CTN- 0049  stu d y vis it?
(MI IALAR) 
.13

How man y tim es in  the pa st  6 months  ha ve you be en inv olved  in sh o plift ing/larceny/embezzle ment
(MILARI6M) 

a.

.

.

.

.

.

.

?

)

?

?

)

Have you be en arres ted for  shoplifting/larceny/embezzle men t since your last  CTN- 0049 stu dy visit?
(MIARLARC) 

b

H ow man y  tim  es in  the pa st 6 months ha ve you be en arres ted for  shopli fting/la rceny/embe zzlement?
(MILARA6M) 

How man y tim es in  the pa st  6 months  ha ve you be en  inv olved  in au to  the ft/carjacking?(MICARI6M)

H ow man y  tim  es in  the pa st 6 months ha ve you be en  arres ted for  auto theft/carjacking?(MICARA6M

Have  you be en  arres ted for  auto theft/carjacking sin ce you r last CTN-0049 stu dy vis it?(MIARCAR)

c

a

b

c

Have you be en  inv olved in au to  the ft/carjacking sin ce you r last CTN- 0049 stu dy vis it?(MI IACAR)14

Have you be en inv olved in rob bery/a ttempte d  rob b ery/m ug ging  sin ce  you r last CTN- 0049 stu d y vis it?
(MI IAROB) 
.

.

.

.

15 

How man y tim es in  the pa st  6 months ha ve you be en inv olved  in rob b ery/attem pte d rob b ery/m ug g ing 
(MIROBI6M) 

a

How man y  tim es in  the pa st 6 months ha ve you be en arres ted for  rob bery/attempted
rob be ry/m ug g ing? (MIROBA6M) 

H ave you be en arres ted for  robb ery/a ttem pte d  rob b ery/m ug g ing  sin ce  you r last  CTN- 0049 stu d y vis it
(MIARROB) 

b

c

Have you be en inv olved  in as sault/aggravated assault/batter y (does no t include rape or sexual assault
since  you r last  CTN- 0049 stu d y vis it?( M I IAAAB) 
.

.

.

.

.

16

H ow man y tim  es in the pa st  6 mon th s ha ve  you be en  inv olved  in as sault/aggravated assault/battery
(doe s not  in clud e rap e  or  sexual assa ult )?(MIAABI6M) 

H ow man y  tim  es in  the pa st 6 months ha ve you be en arres ted for assault/aggravated assault/battery
(do  e s  not  in clud e rap e or  sexual  assa ult )?(MIAABA6M)

H av e  you be en arres ted for assault/aggravated assault/batter y (doe s  not  include ra pe or sexual
assault ) since  you r last  CTN-0049 stu dy visit?(MIARAAB) 

a

b

c

Have you be en inv olved  in kid n apping /hos tage tak ing sin ce you r last CTN- 0049 stu d y vis it?(MI IAKID)17
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CTN-0064 Annotated CRFs - Segment A

How man y tim es in  the pa st 6 months ha ve you be en  inv olved  in kid n app ing /ho s tage  tak ing?
(MIKIDI6M) 

a.

.

.

Have you be en  arres ted for kidnapping/hos tage tak ing sin ce you r last CTN-0049 stu dy visit?
(MIARKID) 

b

H ow man y  tim  es in  the pa st 6 months ha ve you be en  arres ted for kidnappin g/hostage taking
(MIKIDA6M) 

How man y tim es in  the pa st 6 month s ha ve you be en  inv olved  in terrorist threats/acts?(MITERI6M

H ow man y  tim  es in  the pa st 6 months ha ve you be en  arres ted for  terrorist threats/acts?(MITERA6M

H ave  you be en  arres ted for  terrorist threats/acts sin ce you r last CTN-0049 stu dy vis it?(MIARTER

c

a.

.

.

.

b

c

?

 

)

)

)

Have you be en  inv olved  in terror ist  threats/ac ts  sin ce  you r last  CTN- 0049 stu dy vis it?(MI IATER)18

Have you be en  inv olved in homicide/m  an slaugh ter/a ttem pte d  homici de  sin ce  you r last  CTN-004 9 stu d y
visit ?(M   IIAHOM) 
.

.

.

.

19 

How man y  tim  es in  the pa st  6 months ha ve you be en  inv olved  in homicide/m  an slaugh ter/a ttem pte d 
ho mici d e?(M IHOMI6M) 

H av e  you be en arres ted for  homicide/m  an slaugh ter/a ttem pte d  homicid e  sin ce  you r last  CTN- 004 9
stud y vis it ?( MIARHOM) 

How man y  tim  es in  the pa st 6 months ha ve you be en  arres ted for   homicid e/manslaughte r/attempted
ho mici d e?(M IHOMA6M) 

H ow man y  tim es in the pa st  6 mon th s ha ve  yo u be en  inv olved  in ar son offen ses?(M IARSI6M) 

H ow man y  tim es in  the pa st 6 months ha ve you be en arres ted for  arson offenses?(MIARSA6M)

H ow man y  tim es in the pa st  6 mon th s ha ve yo u be en  inv olved  in wea pon s offen ses?(MIWEPI6M)

H av e  you be en  arres ted for  a wea pon s offen se sin ce you r last CTN-0049 stu dy visit?(MIARWEP)

H ow man y  tim  es in  the pa st 6 months ha ve you be en arres ted for  wea pon s offenses?(MIWEPA6M

H ave  you be en  arres ted for  an ar son offen se  sin ce  you r last  CTN- 0049 stu dy vis it?(MIARARS) 

a

b

c

a.

.

.

b

c

a.

.

.

.

b

c

Have you be en  inv olved in ar so n offen ses  sin ce  you r last  CTN- 0049 stu dy visit?(MI IAARS).20 

Have you be en  inv olved in wea po n s offen ses  sin ce you r last CTN- 0049 stu dy visit?(MI IAWEP)21 

 

) 

?

 

)

Have you be en  inv olved in  va ndali sm/pr op erty  dam ag e/tagging  sin ce you r last CTN- 0049  study visit?
(MI IAVAN) 

2.

.

.

.

2

How man y times  in  the pa st  6 months  have  yo u be en  inv olved  with  va ndali sm /pr op  erty 
damag e/tagging?(MIVANI6M) 

a

H av e  you be en  arres ted for vandalism/pr op  erty  da m age/t agging  sin ce you r last  CTN- 0049 stu d y visit 
(MIARVAN) 

H ow man y  tim es in  the pa st 6 months ha ve you be en  arres ted for vandalism/pr o p erty 
dam ag e/tagging?(MIVANA6M) 

b

c

Have you be en  inv olved in se x offen ses (ra pe/aggravated assault/sex with  a mino r) since  you r last 
CTN- 00 49 stu dy visit?(MI IASEX) 
.

.

.

.

.

23

t

H ow man y  tim es in  the pa st 6 months ha ve you be en  inv olved  in a se x  offen se  (ra pe/aggravated
assault /se x with  a minor) ?(M ISEXI6M) 

H av e  you be en  arres ted for  a se x offen se (rape/aggravated assault/se x with a mino r)   since  you r las
CTN- 0049 stu dy vis it?(MIARSEX) 

a

b

H ow man y  tim es in  the pa st 6 months ha ve you be en  arres ted for   a sex offen se (rape/aggravated
assault /sex with  a mino r) ?(M ISEXA6M) 

c

Have you be en  inv olved  in pro b ation/parole viola tion s sin ce you r last CTN-0049 stu dy vis it?(MIIAPRB24
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CTN-0064 Annotated CRFs - Segment A

How man y tim es in  the pa st 6 months ha ve you be en  inv olv ed in probation/parole violations?
(MIPRBI6M) 

a.

.

.

.

. 

.

.

.

Have you be en arres ted for  probation /parole  viola tion sin ce  you r last  CTN- 0049 stu dy visit ?
(MIARPRB) 

b

How man y tim es in  the pa st 6 months ha ve you be en  arres ted for  prob ation/parole vio lations?
(MIPRBA6M) 

c

Have you be en  inv olved  in oth er crimes not li sted ab ove sin ce your last  CTN-0049 study visit?
(MI IAOTH) 

25

How man y tim es in  the pa st 6 months ha ve you be en  inv olved  in thi s  cri m e? (M IOTHI6M)a

H ow man y  times in  the pa st 6 months ha ve you be en arres ted for  this cri me?(MIOTHA6M)

H ave you be en arres ted for  oth er crimes not listed ab ove sin ce your last  CTN-004 9 stu dy visit ?
(MIAROTH) 

b

c

Commen ts:(MIACOMM) 
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No Yes w'tDon Kno rsfuseRe dtoAnwe

(MMHIV)     

CTN-0064 Annotated CRFs - Segment A

l

l

l

l

Grou p Ba sed Med ical Mistrust Scale (MMT) 

Visi t  num be r ( VISNO):  

RAInstruction:Provideparticipantwithareferencecardthatlistsal5responseoptionsforhis/hereasyreference. 

NowI'm goingtoreadaseriesofstatementstoyouabouthealthcareandtheexperiencesofpeoplelikeyouorofyourgroupwiththehealthcaresystem. 

TelmehowmuchyouAgreeorDisagreewitheachstatementonascaleof1to5,where1=StronglyDisagreeand5=StronglyAgree. 

Segm en t  (PROTSEG):A  

1. Do osadh hc ewo ssomemeshieiomaonfom po eleme.iklpertirfndtikrerartleanrtc

2. Do osh etheb so o elemeinmidn.iklpfpeit tnerestesavrtc

3. Po elemeso dno o eindo osadh hc ewo sb eiwi eu da i tgansus.sebltecauskrerartleanrtcidfntcluhiklpe

4. Po elemeso dbes piosofiomaonfom do osadh hc ewokrers.artleanrtcrtirfnuicusluhiklpe

5. Po elemec o o osadh hc ewokrers.artleanrtcdt trustanniklpe

6. Po elemeso dbes piosomo nmeiicne.dderfuicusluhiklpe

7. Do osadh hc ewo st o elemele" ap " .igsiguneikiklptreapekrerartleanrtc

ups.8. Po elemer etesmeme efom do osadh hc ewo saspo efom o ohergrtrlpekrerartleanrtcri lcacardahieceviklpe

9. Do osadh hc ewo sdono eteme omp so oplelemes o lusy.ierikfpelitani lcacdhktatkrerartleanrtc

krers.10. P o elemeaet dtesmeaspopleoo o sbydo osadh hc ewoartleanrtcuphergrtfeahtreaeriklpe

11. Inmo o oplelemer etesmek do easa oeelse.nnyfcarinahiecevikpeltas,isphts

ng.bleict)s(uprtfecaus12. I oalyh eb nt dpooyo ybydo oso hc ewo sb eo hego owh hI okrerarth lreartcfilrunarlrtreaeeeavnpers

   In  a he alth ca re  settin g  have you ever experienced discrimina tion, been prevented from doing someth ing , or been ha ssled or mad e to feel inferior  because of your:

1. HIVs ?ttaus



 

 
 

                     
   

   

    
     

 

         
          
  
 
      

   

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Segment (PROTSEG): B 

Visit number (VISNO): 

Reason for missed visit:(MVREASON) 

If "Other", specify:(MVOTHRSP) 

Comments:(MVFCOMM) 

Missed Visit (MVF) 

1-Participant failed to return to site and unable to contact 
2-Participant unable to attend visit (e.g., no childcare, transportation, schedule conflict) 
3-Participant on vacation 
4-Participant illness 
5-Participant in hospital, in-patient, or residential treatment 
*Additional Options Listed Below 

Web Version: 1.0; 1.01; 07-10-17 

http://wfbui:9220/WFB/navigateReportList.action 130/149 

http://wfbui:9220/WFB/navigateReportList.action


 
 

 
 

 
 

 

5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for MVF 

Reason for missed visit: 
6-Participant moved from area 
7-Participant incarcerated 
8-Site closed 
9-Participant withdrew consent 
10-Participant deceased 
99-Other 

http://wfbui:9220/WFB/navigateReportList.action 131/149 

http://wfbui:9220/WFB/navigateReportList.action


5/23/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Non-Participant Contact Log (NPC) 
Web Version: 1.0; 1.00; 10-14-16 

Segment (PROTSEG): B 

Contact log number (NPCLOGNO): 

This log will only be used to record contacts with individuals other than the participant. Only contacts involving scheduling, rescheduling, and confirming appointments will be logged. No contact that constitutes an intervention session will be tracked in this log. 

Date Day of Week Start Time  
(24-hour format)  

End Time  
24-hour format)  

Length of 
Time 

(minutes)  

Contact Type 
(

(NPCNDT01) (NPDAY01) (NPSTM01) (NPETM01) (NPLENG01) (NPCNTP01) 

(NPCNDT07) (NPDAY07) (NPSTM07) (NPETM07) (NPLENG07) 

1-In-person 
2-Telephone 
3-Email 
4-Text

(NPCNTP07) 

1-In-person 
2-Telephone 
3-Email 
4-Text

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCNDT08) (NPDAY08) (NPSTM08) (NPETM08) (NPLENG08) (NPCNTP08) 

1-In-person 
2-Telephone 
3-Email 
4-Text

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCNID01) 

(NPCNID02) 

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCI01SP) (NPCNPR01) 

(NPCI02SP) (NPCNPR02) 

1-In-person 
2-Telephone 
3-Email 
4-Text

(NPCNID03) 

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

(NPCI03SP) (NPCNPR03) 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

(NPCI04SP) (NPCNPR04) 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

(NPCI05SP) (NPCNPR05) (NPCP05SP) (NPRSLT05) 

(NPCNDT02) (NPDAY02) (NPSTM02) (NPETM02) (NPLENG02) (NPCNTP02) 

1-In-person 
2-Telephone 
3-Email 
4-Text

(NPCNDT03) (NPDAY03) (NPSTM03) (NPETM03) (NPLENG03) (NPCNTP03) 

1-In-person 
2-Telephone 
3-Email 
4-Text

(NPCNDT04) (NPDAY04) (NPSTM04) (NPETM04) (NPLENG04) (NPCNTP04) 

1-In-person 
2-Telephone 
3-Email 
4-Text

(NPCNDT05) (NPDAY05) (NPSTM05) (NPETM05) (NPLENG05) (NPCNTP05) 

1-In-person 
2-Telephone 
3-Email 
4-Text

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCNID04) 

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCNDT06) (NPDAY06) (NPSTM06) (NPETM06) (NPLENG06) (NPCNTP06) (NPCI06SP) (NPCNPR06) 

(NPCI07SP) (NPCNPR07) 

(NPCNPR08) 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 

(NPCI08SP) 

*Additional Options Listed Below 

Individual Contacted 

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCNID05) 

(NPCNID06) 

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCNID07) 

(NPCNID08) 

Other Individual Contacted Purpose of Contact 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

(NPCP02SP) (NPRSLT02) 

(NPCP01SP) (NPRSLT01) 

(

(NPCP03SP) (NPRSLT03) 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

N

01-Connected - in progress 
02-Left message 

(NPCR08SP) 

03-No answer 
04-Completed task
99-Other 

PCP08SP) (NPRSLT08) 

Other Purpose of Contact Result 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

(NPCR01SP) 

(NPCR02SP) 

(NPCR03SP) 

(NPCP04SP) (NPRSLT04) 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

(NPCR05SP) 

(NPCP06SP) (NPRSLT06) 

(NPCP07SP) (NPRSLT07) 

Other Result 

(NPCR04SP) 

(NPCR06SP) 

(NPCR07SP) 
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5/23/2018 Protocol: 0064 Randomization (0064B) 
(NPCNDT09) (NPDAY09) (NPSTM09) (NPETM09) (NPLENG09) (NPCNTP09) 

(NPCNDT10) (NPDAY10) (NPSTM10) (NPETM10) (NPCNTP10) 

1-In-person 
2-Telephone 
3-Email 
4-Text

01-Family member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCNID09) 

(NPCNID10) 

1-In-person 
2-Telephone 
3-Email 
4-Text

ily member/Friend 
02-Case manager/Social worker 
03-HIV provider 
04-HCV provider 
05-HIV/HCV provider 
*Additional Options Listed Below 

(NPCI09SP)                        

                       

    
     

 

 
  

 
 

 
   

 
 
 

 
  

   

   
 

 
 

 
  

 
 

 
   

 
 
 

 
  

   

   
 

 
 

01-Fam

(NPCNPR09) 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

(NPCNPR10) 

010-SCHEDULE APPOINTMENT
01A---HIV care 
01B---HCV care 
01C---HIV/HCV care 
01D---Substance use treatment 
*Additional Options Listed Below 

(NPCI10SP) (NPLENG10) 

(NPCP09SP) 

(NPCP10SP) 

(NPRSLT09) (NPCR09SP) 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

(NPRSLT10) 

01-Connected - in progress 
02-Left message 
03-No answer 
04-Completed task
99-Other 

(NPCR10SP) 

Comments:(NPCCOMM) 
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5/23/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for NPC 

Contact log number (NPCLOGNO) (key field): 
01-1st log 
02-2nd log 
03-3rd log 
04-4th log 
05-5th log 
06-6th log 
07-7th log 
08-8th log 
09-9th log 
10-10th log 
11-11th log 
12-12th log 
13-13th log 
14-14th log 
15-15th log 
16-16th log 
17-17th log 
18-18th log 
19-19th log 
20-20th log 
21-21st log 
22-22nd log 
23-23rd log 
24-24th log 
25-25th log 
26-26th log 
27-27th log 
28-28th log 
29-29th log 
30-30th log 

Contact individual 01 
06-Substance use treatment provider 
07-Mental health provider 
08-Housing provider 
93-Other provider 
99-Other 

Contact purpose 01 
01E---Mental health 
01F---Clinical laboratory 
01G---Ultrasound/Fibroscan/Radiology 
01H---Housing 
020-RESCHEDULE APPOINTMENT 
02A---HIV care
02B---HCV care
02C---HIV/HCV care
02D---Substance use treatment 
02E---Mental health
02F---Clinical laboratory
02G---Ultrasound/Fibroscan/Radiology 
02H---Housing
030-CONFIRM UPCOMING APPOINTMENT
03A---HIV care
03B---HCV care
03C---HIV/HCV care
03D---Substance use treatment 
03E---Mental health
03F---Clinical laboratory
03G---Ultrasound/Fibroscan/Radiology 
03H---Housing
990-OTHER
99Z---Other (specify) 
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   Select related participants: 
   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

    

  

    

   

   

  
   
    
          
       

   

5/16/2018 Protocol: 0064 Randomization (0064B) 

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

1. Is this deviation related to one or more participants?(PDPPTREL) 

If "Yes", how many participants?(PDPRELNO) 

Participant ID 1:(PDPPT01) 

Participant ID 2:(PDPPT02) 

Participant ID 3:(PDPPT03) 

Participant ID 4:(PDPPT04) 

Participant ID 5:(PDPPT05) 

Participant ID 6:(PDPPT06) 

Participant ID 7:(PDPPT07) 

Participant ID 8:(PDPPT08) 

Participant ID 9:(PDPPT09) 

Participant ID 10:(PDPPT10) 

Participant ID 11:(PDPPT11) 

Participant ID 12:(PDPPT12) 

Participant ID 13:(PDPPT13) 

Participant ID 14:(PDPPT14) 

Participant ID 15:(PDPPT15) 

Participant ID 16:(PDPPT16) 

Participant ID 17:(PDPPT17) 

Participant ID 18:(PDPPT18) 

Participant ID 19:(PDPPT19) 

Participant ID 20:(PDPPT20) 

2. Date deviation identified:(PDVDATE) 

3. Deviation type:(PDTYPE)

NIDA Clinical Trials Network 

Protocol Deviation (PDV) 

No Yes   

01-1 
02-2 
03-3 
04-4 
05-5 
*Additional Options Listed Below 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

9999999999999-DUMMYPARTICIPANTID 

(mm/dd/yyyy) 

010-INFORMED CONSENT/ASSENT PROCEDURES 
01A--- No consent/assent obtained 
01B--- Invalid/incomplete informed consent/assent form
01C--- Unauthorized assessments and/or procedures conducted prior to obtaining informed consent/assent 
01D--- Non IRB approved/outdated/obsolete informed consent/assent documents used 
*Additional Options Listed Below 

Web Version: 1.0; 2.03; 05-10-18 

If "Other", specify:(PDTYPSP) 
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   Comments:(PDVCOMM)   

 

5/16/2018 Protocol: 0064 Randomization (0064B) 

4. Brief description of what occurred:(PDDESCPT) 

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

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

7. Is this deviation reportable to your IRB?(PDIRBREP) 

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

If "Yes", date of planned submission:(PDIRBPDT) 

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

No 

No 

Yes   

Yes   

(mm/dd/yyyy) 

(mm/dd/yyyy) 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for PDV 

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

If "Yes", how many participants? 
06-6 
07-7 
08-8 
09-9 
10-10 
11-11 
12-12 
13-13 
14-14 
15-15 
16-16 
17-17 
18-18 
19-19 
20-20 

Deviation type: 
01E--- Informed consent/assent process not properly conducted and/or documented 
01Z--- Other informed consent/assent procedures issues (specify) 
020-INCLUSION/EXCLUSION CRITERIA
02A--- Ineligible participant randomized/inclusion/exclusion criteria not met 
02B--- Ineligible participant enrolled/inclusion/exclusion criteria not met
02Z--- Other inclusion/exclusion criteria issues (specify)
040-LABORATORY ASSESSMENTS
04A--- Biologic specimen not collected/processed as per protocol 
04Z--- Other laboratory assessments issues (specify)
050-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 study procedures/assessments issues (specify) 
060-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 adverse events issues (specify)
070-RANDOMIZATION PROCEDURES 
07A--- Stratification error
07Z--- Other randomization procedures issues (specify) 
080-STUDY MEDICATION MANAGEMENT
08A--- Medication dispensed to ineligible participant 
08B--- Medication dispensed to incorrect participant
08C--- Medication dosing errors (protocol specified dose not dispensed) 
08D--- Participant use of protocol prohibited medication
08Z--- Other study medication management issues (specify) 
090-STUDY BEHAVIORAL INTERVENTION
09A--- Study behavioral intervention was not provided/performed as per protocol 
09Z--- Other study behavioral intervention issues (specify)
100-STUDY DEVICES
10A--- Study devices dispensed to ineligible participant 
10Z--- Other study devices issues (specify)
110-SAFETY EVENT
11A--- Safety event not reported
11B--- Safety event reported out of protocol specified reporting timeframe
11C--- Safety event not elicited, observed and/or documented as per protocol 
11D--- Safety event assessment not conducted per protocol
11Z--- Other safety event issues (specify)
990-OTHER SIGNIFICANT DEVIATIONS
99A--- Destruction of study materials without prior authorization from sponsor 
99B--- Breach of Confidentiality
99Z--- Other significant deviations issues (specify) 
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   Date  of  assessm en t: (P PHASMDT)   

   

   

   

   

         

         

No 

No 

Yes 

Yes 

   

   

   

   

   How is the  he alth ca re  pro v id er who tak es  ca re  of you r H CV at:  

 

  

  

  

  

  

l oorPFiarGoodVeyGoodrel tenExc

PHRESULT)(

PHFACTS)(

PHTELL)(

PHDEMON)(

PHUNDER)(

             

            

             

       

        

   

 

   How is the  he alt h  ca re  pro v id er wh o tak es care of you r H CV at:  

  HCV  - Spe cif ic  Inf  orm at io n  

 

  

  

lel tenExc drVeyGoo dGoo Fiar rPoo

PHALCOH)(

PHSTREET)(

       

            

   

   

   

 l rPooFiardGoodrVeyGootenExcel

CTN-0064 Annotated CRFs - Segment A

l

r

Phy sician  Pa ti ent  Rela tion ship with HCV Doc tor  and Hea lth Care Sys tem  (PPH) 

(mm/dd/yyyy) 

Visi t  num be r ( VISNO):  

RA Ins tructi on :  Prov id e pa rtic ipant  with  a ref erence ca rd  tha t lists all re spon se op tions for h is/her easy reference.

The following  qu esti on s  as k  ab o u t  the he alt hcare provid er ( doctor/ n urse pra ctitio n er/physician's  as sistant) who tak es ca re of your HCV.

Segm en t  (PROTSEG):A  

1.

2Is  the  pro v ider that takes ca re of  you r HCV the sa me as the provid er that takes ca re of your 
HIV?(P HPROVDR) 
.

D o you ha ve  a healthcare provider (doctor/ nurse pra ctitioner/physician's  as sistant) who tak es ca re of
yo u r H CV?(PHHCVPR) 

Rate  the  he alt h ca re  prov  id er w ho tak es  ca re  of  yo u r HCV in ea ch  of  the follow ing  things.

Ove ral l Commun icati on

3. Epl gter so sinaw yt ouu ?d dtnersanhtayat tesftlesuhiiannx

4. Gi gyouf sao eb sadr so me ?tnt treafiksnitfenethtubtacivn

5. Telgyouwh odoi npo mso mpomso ?ccurtrsylebrf itcerattain

6. Demo gc omp o du di ?ngd tnersannan,iassc,iarnginttnsra

7. Un gyo hworsadco ?ncernsnieth lureaind dtersan

8. A gao o mswiha ool?hlctlebtuprbinks

9. A gao o mswihs sleh onadco i ?canenierikdrugt treetlebtuprbinks

Adh erence  Dial o g ue 

How is the  he alth ca re  pro vider wh o tak es  ca re  of you r H CV at:  



  

  

  

  

  

(PHINFMED) 

(PHPRBMED) 

(PHSLVPRB) 

(PHMEDPRB) 

(PHTRTINS) 

 
 

 
 

 
 

 
  

 
 

  

  

  

  

l tAlof 
theTime 

Mostof 
theTime 

Someof 
theTime 

A Litle 
oftheTime 

Noneof 
theTime 

(PHOFFER) 

(PHPROCON) 

(PHSTATE) 

(PHPREFER) 
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   How would you rat e  the he alth ca re prov ider who tak es ca re of  you r HCV in ea ch of the following:

  Overall Satisfaction with Health Care Provider 

  Participatory Decision-Making 

 RA Instruction: Provide participant with reference cards for subsequent items (as those items are read to the participant) that list all response options for his/her easy reference. 

 

  

  

  

  

l PoorFairGoodVeryGoodExcelent 

(PHPRMANR) 

(PHCOMMN) 

(PHTECHNL) 

(PHOVRCRE) 

         

            

        

       

   

 

   Do you  plan to con ti nue to see the  he alt h  ca re  prov  id er who tak es  ca re  of  yo u r HCV in the  future?

  Willingness to Recommend 

  

  

(PHCTNSEE) 

(PHRECMND) 

   Do you  plan  to re commen d the he alt h ca re  prov  id er w ho tak es  ca re  of  yo u r HCV to othe rs?

t

f

s

CTN-0064 Annotated CRFs - Segment A

i

ll

s sl

10. Gi gyouiomaonao erghwaytot eyo HCVmeii ?cnesdurkatithtubtirfnivn

11. Un digthepo msyouh et gyo HCVmedii ?cnesurinkaavlebrnd tersan

12. Hepigyouso epoblmsyouh et gyo HCVme sr ?tawayihgiicnedurinkaaverlvnl

13. Un digpoblmsyouh egetgyo HCVme o ?nsii tcadurinavernd tersan

14. Ma gs eyo me o osael dtoyo hi eo o ?nsitpnsurancth lureaiknernitptnt turreaurink

How often does the he alth ca re prov ider who tak es ca re of you r HCV do the following: 

15. O f o sinyo mei l ?cacareduriceherc

16. Diu steposadcoso hco ewihyo?utichfeacnnrhsc

17. Ge outos ewh hco eoo onyouwo dp f?reerluitprichicttaty

18. T eyo sioa o whnma gt me o ?nsd iiecstntreainketuncctnfurpreerenceka

19. P o ma o st i ?nesslfi dren,tyiivtrespec sen, ,turesyc-nnerlnaers

20. Commu ons gc ul we gq o gc o ?nsil l tearexpanaiigvnns,ituesirnans,yfarei itsennl-lsikii tnca

21. T oo e s e s omp ?teencec,flcareun,hugnrth-lsihi lkecncas

22. Yo hc epo sc ?are'derivrarth lurea

23.

24.
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   Thin k ing abou t how muc h  you tru st your healt h ca re prov ider, how str ongly do  yo u  ag ree  or disagree wit h the  following statements:

   Trust  in  Hea lth Ca re  Prov  i der

   

  

  

  

  

oglyAgreentrS Agree No Suret Disagree Sto glyDisagreenr

(PHTELLPR) 

(PHPRCOST) 

(PHPRHLTH) 

(PHTXMIS) 

                   

                     

               

                     

   

  

       

  

Mo
o
T trus 
lebiss

ts
P

0198765432

o bl
T trus 
eiss

L teas
P

1

(PHTRUST)              

   

   Nav igati ng  Hea lth Ins urance

 
 

   
 

 

 

  

 

l tf
t
Alo
heTime 

fts
het

Mo o

Time 

f 
het

Someo

Time 

let
hetf

ALi
o
Time 

f 
he 
n
t

Noeo

Time 

(PHNAVIGT) 

(PHINSRIF) 

(PHINSCST) 

   

  

                        

   

  Is the information that your insurance provides to you clear and helpful?

  

       

  

T trus 
eiss

ts
P
Mo
o bl

1098765432

Po bl
T trus 
eiss

L teas

1

(PHTRSTIN)             
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l l

l

l

l

25. I ntelmyh hc epo nthi st mi o el oeelse.nanytttnhgIhtangeve,inghd teranyivrartleaca

26. Myh hc epo smoeao o gdownco st nao o gwh sn dfomyh h.tleardeeeitaindtubhatsinldhtubrdercareivrartlea

27. Myh hc epo sasmuhasIoao myh h.tleatubdcdercareivrartlea

28. Ifami ew smadeinmyt me myh hc epo wo dtytoh ei om me.frtidrluderivrartleatn,treaaktsa

29. Alhi sco owmuhdoyout o hc epo d ?erivrarth lureatrusycd dhere,insngt

30. How  often does your provider, or someone who works as part of your HCV care team or in your HCV clinic/setting, help you navigate your insurance to get
HCV medications?

31.

32. How o ndoyout o ewi o ec eadt syo o syoun dfo o HCV?urryeed f lereeivurprtesnarhtverlciurnsuranchtayttrustef

33. Alhi sco owmuhdoyout o hi ?nsuranceth lureatrusycd dhere,insngt

Commen ts:( PPHCOMM) 
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  (mm/dd/yyyy)  

   

   

   

   

  Date of  assessm en t: (PPRASMDT) 

         No Yes

   

 

   

  

   

 Ove rall Commun icati on

  Rate  the  he alt h  ca re  prov  id er who tak es  ca re  of  yo u r HIV in ea ch of the following  ca tegories.

 

  

  

  

  

  

l oorPFiarGoodyGoodVerel tenExc

PPRESULT)(

PPFACTS)(

PPTEL)L(

PPDEMON)(

PPUNDER)(

             

            

             

       

        

   

   How is the  he alt h ca re  pro v id er who tak es care of you r H IV at:  

   HIV   - Spe cific In f ormati o n 

 

  

  

  

  

lel tenExc dVeyGoor dGoo Fiar rPoo

PPSEX)(

PPSTRESS)(

PPALCOH)(

(PPSTREET) 

         

             

       

            

   

   Adh erence  Dial o g ue 

   

CTN-0064 Annotated CRFs - Segment A

l

r

f

Physician Patient Relation ship with HIV Doc to r and  Hea lt h Care Sys tem  (PPR)

Visi t  num be r ( VISNO):  

RA Ins tructi on :  Prov id e pa rtic ipant  with a ref erence  ca rd  tha t lists all re spon se op tions for h is/her easy reference.

The following  qu esti on s as k  ab o u t the he alt hcare provider (doctor/ nurse pra ctitioner/physician's  as sistant) who tak es ca re of  you r HIV. 

1.

Segmen t  (PROTSEG):A  

fD o you ha ve  a healthcare provider (doctor/ nurse pra ctitioner/physician's  as sistant) who tak es ca re o
yo u r H IV?(P  PHIVPR) 

How is  the  he alth ca re provid er wh o tak es  ca re  of you r H IV at:  

2. Epl gter so sinaw yt ouu ?d dtnersanhtayat tesftlesuhiiannx

3. Gi gyouf sao eb sadr so me ?tnt treafiksnitfenethtubtacivn

4. Telgyouwh odoi npo mso mpomso ?ccurtrsylebrf itcerattain

5. Demo gc omp o du di ?ngd tnersannan,iassc,iarnginttnsra

6. Un gyo hworsadco ?ncernsnieth lureaind dtersan

7. T gwihyouao o xlf?eiursetuybtinkla

8. A gao sinyo et mayaf o ?thh lureatecyhtaiflurttusressebinks

9. A gao o mswiha ool?hlctlebtuprbinks

10. A gabo o mswihs sleh onadco i ?canenierikdrugt treetlebtuprinks

How is the  he alth ca re  prov ider wh o tak es  ca re  of you r H IV at:  



EAT

  

  

  

(PPRSPTRT) 

(

(PPTR ) 

 

  

  

  

lExcelent VeryGood Good Fair Poor 

PPINFMED)(

PPPRBMED)(

PPSLVPRB)(

                

  

  

  

  

l tA loftheTime MostoftheTime SomeoftheTime ALitleoftheTime NoneoftheTime 

PPOFFER)(

PPPROCON)(

PPSTATE)(

PPPREFER)(
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 Participatory Decision-Making 

   If t here was a choice be twee n tre atmen ts, wou ld the he alth ca re provider who  takes ca re of  your HIV as k you to he lp  make the de cision?

   How often doe s  the  he alt h  ca re prov  id er w ho tak es  ca re  of  yo u r H IV make an effor t t o give   you some con trol   ov er treatmen t decisions?

   

        

            

             

           

   

   

   

   How often does  the  he alt h  ca re  pro v ider wh o tak es  ca re  of you r H IV do the following: 

 

  

  

l PoorFairGoodVeryGoodExcelent 

(PPPRMANR) 

(PPCOMMN) 

         

            

f

s

CTN-0064 Annotated CRFs - Segment A

i

ll

11. Gi gyouiomaonao erghwaytot eyo HIVmed o ?nsii tcaurkatithtubtirfnivn

12. Un digthepo msyouh et gyo HIVme o ?nsii tcadurinkaavlebrnd tersan

13. Hepigyouso epoblmsyouh et gyo HIVme osr wa?ytaihgnii tcadurinkaaverlvnl

RA Ins truction :  Prov id e pa rtic ipant  with  ref erence  ca rds  for  subsequent  items (as  thos e ite m s are  rea d to the pa rti cipant) that list all r espon se op tions for his/ her easy reference.

14  How often doe s the he alt h ca re  prov  id er w ho tak es  ca re  of  yo u r H IV as k  yo u to take some of  th e res pon sibility for  you r treatment? .

15.

PPHELPDE) 

16.

17. O f o sinyo mei l ?cacareduriceherc

18. Diu steposadcoso hco ewihyo?utichfeacnnrhsc

19. Ge outos ewh hco eoo onyouwo dp f?reerluitprichicttaty

20. T eyo sioa o whnma gt me o ?nsd iiecstntreainketuncctnfurpreerenceka

Overall Satisfaction with Health Care Provider 

How would you rat e the he alth ca re prov ider who tak es ca re of  your HIV in  each of the following :

21. P o ma o st i ?nesslfi dren,tyiivtrespec sen, ,turesyc-nnerlnaers

?nsil l tearexpanaiigvnns,22. Commu ons gc ul we gq io gc otuesirnans,yfarei itsennl-lsikii tnca
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(PPTECHNL) 

(PPOVRCRE)        

   

   

   Willi n gness to Re co mmen d 

  

  

(PPCTNSEE) 

(PPRECMND) 

   Do you  plan  to re co mmen d  the health care provider who takes care of your HIV to oth ers?

   

   

   

   

  

  

  

  

oglyAgreentrS Agree NoSuret sagreeDi sagreentrS oglyDi

(PPTELLPR) 

(PPPRCOST) 

(PPPRHLTH) 

(PPTXMIS) 

                   

                     

               

                     

   

    

   

                

   

   Commen ts:( PPRCOMM)

s sl

l l

CTN-0064 Annotated CRFs - Segment A

l

23. T oo e s e s omp ?teencec,flcareun,hugnrth-lsihi lkecncas

24. Yo hc epo sc ?are'derivrarth lurea

25.Do you plan  to con tinue to see the health care provider who takes care of your HIV in  the future?

26.

Thin k ing abou t how muc h  you tru st your health care provider, how strongly  do  yo u  ag ree  or disagree wit h the  following statements:

Trust  in  Hea lth Ca re  Pro v i der

27. I ntelmyh hc epo nthi st mi o el oeelse.nanytttnhgIhtangeve,inghd teranyivrartleaca

28. Myh hc epo smoeao o gdownco st nao o gwh sn dfomyh h.tleardeeeitaindtubhatsinldhtubrdercareivrartlea

29. Myh hc epo sasmuhasIoao myh h.tleatubdcdercareivrartlea

30. Ifami ew smadeinmyt me myh hc epo wo dtytoh ei om me.frtidrluderivrartleatn,treaaktsa

eissPT trustsMo o bl

0198765432

o lebissPT trusL teas

1

(PPTRUST)31. Alhi sco owmuhdoyout o hc epo d ?erivrarth lureatrusycd dhere,insngt
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  y(mm/dd/yyy)   

   

   

 Date  of  assessm en t:(RSTASMDT) 

  

  

  

  

  

oglyDisagreentrS Disagree Un dded iec Agree oglyAgreentrS

(RSSLVPRB) 

(RSSTAY) 

(RSHELP) 

(RSPROGRM) 

              

            

       

          

   

  

  

  

  

  

reentrS oglyAgreeAgd deU d in ecDisagreeSto glyDisagreenr

(RSCOUNSL) 

(RSRULES) 

(RSTRUST) 

(RSEFFORT) 

                

              

                    

                 

   

   

CTN-0064 Annotated CRFs - Segment A

l

l

f

Read iness for Substance Us e  Tr eatm en t  (RST) 

Visi t  num be r ( VISNO):  

The following questions ask about "substances". By "substance" we mean illicit drugs or alcohol. 

Segm en t  (PROTSEG):A  

1. T me o dbeyo etoso eyo euepoblms.ersbtursusanclvl hturascanclutnctrea

2. I oue me ouwi yfoawhle.irltsaytn,t t tnerreafy

3. T me o dralyh pyou.leelutnctrea

4. Youwa obeinat me o .gramtnprtreattn

5. Mo o osins euet me o msae" whodo ds eusers.btusancdt tunersan'n "squaresrgratnprtreasbtusancrlunsetsc

6. S euet me o msh etoomayr sadr osfome.rnilteguanluenavgratnprtreasbtusanc

7. Io kIo dt mayo epo ewhowokintes euet me o ms.gratnprtreasbtusanchrlpethfntruslucinth'tnd

8. I stoomuhtmeadefo og oas euet me o m.gratnprtreasbtusancitntettrnicktaet

Commen ts:( RSTCOMM)
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 The ne xt questi on s as k abou t costs/expenses assoc iated with on ly the  most recent resid ential  drug or  alcohol  treatment facility or  detox hospital visit. 

          

          

          

          

         

  

         

x x

(xx

Yes 

)(SCWAITMN) )ho s(ur(xx tnue)mi(xx 

)(SCSESNMN)(x )ho s(ur 

(s 

x 

(xx)hour )(s 

(x)mi 

)(SCTRVLMN) tnue(xx)mi 

)(SCTRVLMN))ho s(ur(xx tnue(xx)mi 

YesNo 

)s(

)(stnue 

)(s 

)x 

No

   

   

   If "Other",  s  pecify:(SCTRNSSP)

   

   

   If "Other",  s  pecify:(SCTRNHSP)

   

CTN-0064 Annotated CRFs - Segment A

SUD-CostInformation(SCI) 

Seg m en t  (PROTSEG): A  

Visi t num be r ( VISNO):  

SUD mod ule ( SUD_ M OD):   

The ne xt questi on  s  as k  abou t co sts/expenses assoc iated with on ly the  mos t recent hospital clinic, hospital outpatient departmen t, com mun ity cli nic, or neighb orhood he alt h center visit that was HIV-related. If  no hospital cli nic,
hospital ou tpatient departmen t, commun it y cli nic, or  neigh bor ho od he alt h ce nter visit was HIV-related, fi ll  o ut for mos t recent hospita l clinic, hospital ou tpati ent departmen t, commun it y cli nic, or  neigh bor hood he alt h ce nter visit  (for
wha tever reaso n ).

The ne xt questi on  s as k abou t costs/e xpenses assoc iated  with  on ly  the  mos t recent doc tor' s  office ap p oin tm en t that was HIV-related. If  no doc tor 's o ffice vis it  was HIV-related, fi ll out for  mos t recent  do ctor' s o ffice vis it (for  wha tever
reaso n ).

The ne xt question s as k abou t costs/e xpenses assoc iated with on ly the  mos t recent ou tpatient substance ab use tre atment.

W ait in g  time:( SCWAITH R) 

H ow did   yo u ge t  to this facility?(SCTRNSTO)

1In dicate  the  amou nt  of  tim e sp ent on the  following: .

a.

.bS ession  tim e:( S  CSESNHR) 

R ound-trip travel time:(SCTRVLHR) 

Rou nd-trip travel time:(SCTRVLHR) 

c.

2.

D id you ge t  home the sa me way ? (SCTRNSSM) 

If "No" , h  ow did you ge t back hom e?(SCTRNSHM) 

3.

4If  yo u "drove  you rself" or  were " d riven  by a friend", h ow man y miles did yo u dr ive (round-trip if d rove both
way s)? (SCMILE ) 
.

.5If you "dr o v e you rself" or were "driven  by a friend",  d id you ha ve to  pa y for  parking?(SCPARK)
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   If "Yes",  wha t was  the amou nt?(SCPARKCS)    

         

  

         

   

         

          

         

         

          

x x

x

(x.x) $

No Yes 

(xxx.xx) 

(xx)mi

No Yes 

$ (xxx.xx) 

No 

)(SCWRKMN)(xx)ho s(ur

No 

No 

(xx)ho s(ur tnue)(SCUNPDMN) (xx)mi

)(stnue 

Yes 

Yes 

Yes 

)(s 

   

   If "Yes",  w ha t ch ild ca re arran gemen ts did you make? (SCCHLDTP)

   If "Paid a ba by sitter, paid ch ild ca re, or oth er paid ch ild care", h ow muc h did you pa y for  the ch
care  for  th e time tha t yo u ne eded  for  t his se ssio n (vi sit  to the  fac ility  )?(S CCHLDCS) 

ild

   

   If "Yes",  w ha t  was  the total value of  your vouchers/reimbu rsemen ts?(SCVCHRVL

   

   

   How muc h  tim  e did you tak  e off fr om  un paid ch ild ca re or  oth er hou sehold du ties to atten d thi s se ssion
(vi sit to facility )?(SCUNPDHR)

   

   Commen ts:(SCICOMM) 

CTN-0064 Annotated CRFs - Segment A

D id you  ha ve  to arran ge  ch il d ca re  to  go  to  this se ssion (visit to facility)?(SCCHILD)

If  "Yes",  h  ow muc h  tim e did  yo u tak e off fr om pa id  work  to atten d  thi s   session  (vi sit to facility)?
(SCWRKHR) 

a.

6.

7.

8.

Did you  re ceive  an y  vou chers  or  reim bu rsem en t  for  travel, parking or  child care?(SCVOUCHR) 

) 

D id you  tak  e time off fr om  work  to atten d  thi s  session  (vi sit  to  facility  )? (S CWORK) 

bIf "Yes",  will  you lose pa y be cause of th is?(SCWRKPAY).

9.Did you tak  e tim e off fr om  un paid ch ild ca re or  oth er hou sehold du ties to atten d thi s se ssion (vi sit to 
facility)? (SCUNPD)
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CTN-0064 Annotated CRFs - Segment A

Additional Selection Options for SCI 

SUD module (SUD_MOD) (key field): 
1-Mod ule E. Hospital clinic/outpati ent departm en t 
2- Mod ule E.  Doc tor's  office
3-Mod ule I. Resid ential drug  or  alcoho l  treatmen t  fac ility or  detox hospit al
4- Que stion 8b : Outp atient substance ab use tre atment

How did you get to this facility? 
6-Taken by ambulance 
99 -Other
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     y(mm/dd/yyy) 

   

  

      

      

      

      

      

      

      

      

      

      

      

      

      

      

Mo htn Year NumbrofVitsise

(SAMOV1) (SAYRV1) (SANUMV1) 

(SAMOV2) (SAYRV2) (SANUMV2) 

(SAMOV3) (SAYRV3) (SANUMV3) 

(SAMOV4) (SAYRV4) (SANUMV4) 

(SAMOV5) (SAYRV5) (SANUMV5) 

(SAMOV6) (SAYRV6) (SANUMV6) 

(SAMOV7) (SAYRV7) (SANUMV7) 

(SAMOV8) (SAYRV8) (SANUMV8) 

(SAMOV9) (SAYRV9) (SANUMV9) 

(SAMOV10) (SAYRV10) (SANUMV10) 

(SAMOV11) (SAYRV11) (SANUMV11) 

(SAMOV12) (SAYRV12) (SANUMV12) 

(SAMOV13) (SAYRV13) (SANUMV13) 

(SAMOV14) (SAYRV14) (SANUMV14) 

CTN-0064 Annotated CRFs - Segment A

SUD - Module A. Emergency Room  (SDA) 

Seg m en t  (PROTSEG):A   

Visi t  num be r (V ISNO):  

RAInstruction:Secureanappropriatemedicalreleasetofacilitatemedicalrecordabstraction.Thisisaparticipantselfreportformandshouldreflectonlytheinformationprovidedbytheparticipant. 

Now I'm  going to ask you to tell me about the ER visits that you mentioned having in each hospital since your last CTN-0049 study visit. 

Date  of  assessm en t: (SDAASMDT) 

H ow man y ER vis it s did yo u ha ve  in  thi s ho spital since your last CTN-004 9 study visit? 

How man y  ER vis it s  did the  participant  have in thi s hos pital since the ir last CTN- 0049 stu dy visit ?

Repo r t  ty pe (REPORT):  

1.

2.

Facility name (FACPRLC):  
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(SAMOV15) (SAYRV15) (SANUMV15) 

(SAMOV16) (SAYRV16) (SANUMV16) 

(SAMOV17) (SAYRV17) (SANUMV17) 

(SAMOV18) (SAYRV18) (SANUMV18) 

(SAMOV19) (SAYRV19) (SANUMV19) 

(SAMOV20) (SAYRV20) (SANUMV20) 

(SAMOV21) (SAYRV21) (SANUMV21) 

(SAMOV22) (SAYRV22) (SANUMV22) 

(SAMOV23) (SAYRV23) (SANUMV23) 

(SAMOV24) (SAYRV24) (SANUMV24) 

(SAMOV25) (SAYRV25) (SANUMV25) 

(SAMOV26) (SAYRV26) (SANUMV26) 

(SAMOV27) (SAYRV27) (SANUMV27) 

(SAMOV28) (SAYRV28) (SANUMV28) 

(SAMOV29) (SAYRV29) (SANUMV29) 

(SAMOV30) (SAYRV30) (SANUMV30) 

(SAMOV31) (SAYRV31) (SANUMV31) 

(SAMOV32) (SAYRV32) (SANUMV32) 

(SAMOV33) (SAYRV33) (SANUMV33) 

(SAMOV34) (SAYRV34) (SANUMV34) 

(SAMOV35) (SAYRV35) (SANUMV35) 

(SAMOV36) (SAYRV36) (SANUMV36) 

(SAMOV37) (SAYRV37) (SANUMV37) 

(SAMOV38) (SAYRV38) (SANUMV38) 

(SAMOV39) (SAYRV39) (SANUMV39) 

(SAMOV40) (SAYRV40) (SANUMV40) 

(SAMOV41) (SAYRV41) (SANUMV41) 

CTN-0064 Annotated CRFs - Segment A
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(SAMOV42) (SAYRV42) (SANUMV42) 

(SAMOV43) (SAYRV43) (SANUMV43) 

(SAMOV44) (SAYRV44) (SANUMV44) 

(SAMOV45) (SAYRV45) (SANUMV45) 

(SAMOV46) (SAYRV46) (SANUMV46) 

(SAMOV47) (SAYRV47) (SANUMV47) 

(SAMOV48) (SAYRV48) (SANUMV48) 

(SAMOV49) (SAYRV49) (SANUMV49) 

   

         No Yes 

   

   Commen ts:( SDACOMM) 

CTN-0064 Annotated CRFs - Segment A

Did the pa rtic ipant sign an ap prop riate rel ease form  to co llec t medical records?(SAPTSIGN) 3.
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CTN-0064 Annotated CRFs - Segment A

Additional Selection Options for SDA 

Repor t  type (REPORT) (ke y fie ld):
1- Self-report only
2- Abstracted med ical record only
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         n Ap oma oitix pr E txac  

   

  

   

  

   

   

 Now I'm    goin g  to as k  yo u to  tell me ab ou t each of  the hospitalizations that you men tioned having sin ce your last CTN-0049 study visit. 

 RA Ins tructi on :  Sec ure  an ap p rop riate medica l release to fac ilitate med ical record ab straction. This is a pa rtic ipant self repor t form an d should reflect only the information provided by the parti cipant.

  Was the  da te of  admiss ion ex act or  an ap proximation:(SBDTEXAP) 

  

  

    

    

    

xNights:(

Nights:(

Nights:(

SBNGTICU)

)xxx( 

(x 

SBNGTPSY)

SBNGTDRG)

)xxx( 

)xxx( 

)x 

)xxx( 

   

   

   

   

   

SBDISDX2 

SBDISDX3 

)

) 

(

(

( 

a.

b. 

c. 

SBDISDX) 

   

CTN-0064 Annotated CRFs - Segment A

SUD - Module B. In patient Ho s pit al  (SDB)

Rep ort   ty pe (REPORT):  

Segm en t  (PROTSEG):A  

Date of  ad miss io n (ADMITDT):  

H os pital nam e:( S BPRLC01)  

How man y nig h ts were  yo u in  the  hos pital for  this sta y?(SBNIGHT) 

H ow man y  nig h ts  was the  pa rticipant  in  the  hos pit al for  th is  sta y? (SBNIGHT) 

D uri ng  thi s   hos pital ization , d id the  pa rticipant spend  an y  nig h ts  in the   following typ es of special unit s?

In tensive ca re  un it  (ICU/Coron ary  ca re  un it  (CCU):( S  BSPCICU)a.

.

.

.

1.

2

3

4

D rug /al co hol  unit :(S  BSPCDRG) 

W ha t  were  the  firs t  three dis charge dia gnoses for  this hospitalization?

bP sychiatric  un it :(S BSPCPSY) .

c.

5.



153/176

         

         

No

No

Yes 

Yes 

   

   Commen ts:( SDBCOMM) 

CTN-0064 Annotated CRFs - Segment A

D id the  pa rtic ipant sign an ap prop riate rel ease form  to co llec t  medical records?(SBPTSIGN)

6Is  the pa rticipant still inpatient at the time of th is visit?(SBINPTNW).

.7
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CTN-0064 Annotated CRFs - Segment A

Additional Selection Options for SDB 

Repor t  type (REPORT) (ke y fie ld):
1- Self-report only
2- Abstracted med ical record only
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   Date of assessment:(SDCASMDT) 

  Now I'm  going to ask you to tell me about the nursing home, respite care, personal care home, rehabilitation, and hospice visits that you mentioned having in each facility over the past 6 months

  y(mm/dd/yyy) 

   

   

  

          

          

          

          

          

          

          

          

          

          

          

          

x

x

x

x

x

x

x

x

x

x

x

x

Mo htn Year mbrofNightseNu

(SCMOV1) (SCYRV1) (xxx) (SCNUMV1) (xx) 

(SCMOV2) (SCYRV2) (xxx) (SCNUMV2) (xx) 

(SCMOV3) (SCYRV3) (xxx) (SCNUMV3) (xx) 

(SCMOV4) (SCYRV4) (xxx) (SCNUMV4) (xx) 

(SCMOV5) (SCYRV5) (xxx) (SCNUMV5) (xx) 

(SCMOV6) (SCYRV6) (xxx) (SCNUMV6) (xx) 

(SCMOV7) (SCYRV7) (xxx) (SCNUMV7) (xx) 

(SCMOV8) (SCYRV8) (xxx) (SCNUMV8) (xx) 

(SCMOV9) (SCYRV9) (xxx) (SCNUMV9) (xx) 

(SCMOV10) (SCYRV10) (xxx) (SCNUMV10) (xx) 

(SCMOV11) (SCYRV11) (xxx) (SCNUMV11) (xx) 

(SCMOV12) (SCYRV12) (xxx) (SCNUMV12) (xx) 

CTN-0064 Annotated CRFs - Segment A

Seg m en t  (PROTSEG):A   

Visi t  num be r ( VISNO):  

. 

1.What type of facility was this:(SCFACTYP) 

2.How many nights were you in the facility for each month in the past 6 months? 

SUD - Mod ule C.  Nur sing Ho me,  Respite Ca re, Personal Care Home Rehabilit ation An d Hos pice Facility (SDC) 

Facility name (FACPRLC): 
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x

x

x

(SCMOV13) (SCYRV13) (xxx) (SCNUMV13) (xx) 

(SCMOV14) (SCYRV14) (xxx) (SCNUMV14) (xx) 

(SCMOV15) (SCYRV15) (xxx) (SCNUMV15) (xx) 

   

   Commen ts:( SDCCOMM)

CTN-0064 Annotated CRFs - Segment A
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CTN-0064 Annotated CRFs - Segment A

AdditionalSelectionOptionsforSDC 

Whattypeoffacilitywasthis: 
97-Don'tknow 
98-Refused 
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   Now I'm  going to ask you to tell me about each of the day hospital/partial hospitalization programs and intensive outpatient programs that you mentioned visiting over the past 6 months. 

  

                   

  

  

  

  

  

Don Refused 

(xxx) 

No Yes wKno 't 

(SDMEDCAR) 

(SDMNTLHT) 

(SDSUBUSE) 

(SDHOUSNG) 

(SDOTHER) 

   Med ic al care:

   

   Sub stance  us e  tre atm en t: 

   Hou sing  as sistance: 

     

   

   

CTN-0064 Annotated CRFs - Segment A

SUD - Mod ule D.  Day Hospital/Partial Hospitalization Program  (SDD) 

Seg m en t  (PROTSEG):A   

Visi t  num be r ( VISNO):  

H ow man y  da ys  did  you  attend thi s program  in the pa st 6 mon ths?(SDDAYS) 

W ha t type of  services did you ge t  in this program?

.

.

b.

 

.

.

Men tal  healt h  ca re: 

d.

.Othe r:( SDOTHSP) 

a

c

e 

1

2

Facility name (FACPRLC):  

Commen ts:( SDDCOMM)
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 If th e facility is a hos pit al, wha t is the na me of  the cli nic or  outpati ent departmen t with in  the hospital o
if th is is a do cto r's offic e, wha t is the na me of  the doc tor?(SEFACLTY) 

   Date  of  assessm en t: (S DEASMDT) 

  Now I'm  going to ask you to tell me about each of the hospital clinic/outpatient departments or doctor's offices that you mentioned visiting over the past 6 months. 

  

          

          

          

          

          

          

          

          

          

          

          

          

          

          

x x

x x

x x

x x

x x

x x

x x

x x

x x

x

x

x

x

x

Mo htn Year Numb ofVitsiser

(SEMOV1) (SEYRV1) (xxx) (SENUMV1) (x) 

(SEMOV2) (SEYRV2) (xxx) (SENUMV2) (x) 

(SEMOV3) (SEYRV3) (xxx) (SENUMV3) (x) 

(SEMOV4) (SEYRV4) (xxx) (SENUMV4) (x) 

(SEMOV5) (SEYRV5) (xxx) (SENUMV5) (x) 

(SEMOV6) (SEYRV6) (xxx) (SENUMV6) (x) 

(SEMOV7) (SEYRV7) (xxx) (SENUMV7) (x) 

(SEMOV8) (SEYRV8) (xxx) (SENUMV8) (x) 

(SEMOV9) (SEYRV9) (xxx) (SENUMV9) (x) 

(SEMOV10) (SEYRV10) (xxx) (SENUMV10) (xx) 

(SEMOV11) (SEYRV11) (xxx) (SENUMV11) (xx) 

(SEMOV12) (SEYRV12) (xxx) (SENUMV12) (xx) 

(SEMOV13) (SEYRV13) (xxx) (SENUMV13) (xx) 

(SEMOV14) (SEYRV14) (xxx) (SENUMV14) (xx) 

CTN-0064 Annotated CRFs - Segment A

f

y

SUD - Mod ule  E.  Hos pital Clin ic/Outpatient Departmen t & Doctor's  Offic e (SDE)

U k

cr 'tc

nn-

ic mtup

own

Cl o Do osof n ret

Seg m en t  (PROTSEG):A   

Visi t  num be r (V ISNO):  

W as the  vis it  to a "Clin ic/o u tpati ent department" o r  "D oc tor' s  offic e"?(SEVSTYPE) 

H ow man y  tim es did   you vis it  this fac ility  du ring the past 6 month s?

eea 

OR-(SEFACUNK)

/ pai tndii tetn1.

.2

(mm/dd/yyy) 

r,

Facility name (FACPRLC):  
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          x(SEMOV15) (SEYRV15) (xxx) (SENUMV15) (xx) 

   

  

  

y

y

(mm/dd/yyy) 

(mm/dd/yyy)

   

   Commen ts:( SDECOMM) 

CTN-0064 Annotated CRFs - Segment A

D ate of  earliest visit in the pa st 6 mon ths:(SEPRGDT)

D ate  of  m os t recent visit :(S ELASTDT) 

3.

.4



 

 
 

                     
     
    
   
    

  

  

   

  

  
    
     

 

 1-Alcohol abuse 
 
    

 

 
  

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

SUD - Module I. Residential Treatment for Substance Abuse (SDI) 
Web Version: 1.0; 1.01; 11-15-16 

Segment (PROTSEG): B 

Date of admission (ADMSNDT): 

Was the date of admission exact or an approximation?(SIDATE) Exact Approximation 

(xxx) 

(xxx) 

Now I'm going to ask you to tell me about each of the residential drug or alcohol treatment facility or detox hospital visits that you mentioned having since your last visit. 

1. Name of the residential drug or alcohol treatment facility or detox hospital:(SIPRLC01) 

2. How many nights did you receive detox in this facility for this stay?(SIDTXNTS) 

3. How many nights did you receive residential treatment in this facility for this stay?(SIRESNTS)

4. During this stay, what did you receive treatment for?(SIRCVTRT) 
2-Drug abuse 
3-Both alcohol and drug abuse 
4-Refused 
5-Don't know 

0-No 
1-Yes 
97-Don't know 
98-Refused to answer 

No 

No 

Yes   

Yes   

If treated for "Drug abuse", did you receive methadone or Buprenorphine maintenance?(SIMTHBUP) 

5. Is the participant still at the residential treatment facility at the time of this visit?(SIRESNW) 

6. Is this residential treatment stay a continuation of a residential treatment stay from the previous visit?(SICONTVS)

Comments:(SDICOMM) 

http://wfbui:9220/WFB/navigateReportList.action 161/149 
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   NIDACl sN wokrteTilraii lnca 

 

     
    6-1WebVersion:1.0;1.00;10-14

                     

  (mm/dd/yyyy)    Date  of  assessm en t: (S FMASMDT) 

   

   RA Ins tructi on :  Prov ide pa rtic ipant  with  ref erence  ca rds  for  each qu estion tha t list all re sponse op tions for h is/her easy reference.

   

   This  su rvey  as k s for yo u r views  ab o u t yo u r health. This inf ormati on  will help ke ep track of how  you fee l and how we ll you are able to do your usual activities. Select the re sponse that best describes you r answer.

   

   

   The following  qu esti ons  are  ab o u t activit ies you migh t do du ring a typical day.

   

   

   

   

CTN-0064 Annotated CRFs - Segment A

ShortForm 12(SF-12)Measure(SFM) 

Visi t  num be r ( VISNO):  

D oe s  you r healt h  now lim it you in the se activities? If s o,  how much ?

C lim bing  se veral  fligh ts  of  stairs:( S FSTAIRS) 

D uri ng  the   pa st  4 wee ks, h ow  much  of th e  tim e have  you ha d any  of the following problems wit h your work or other regular daily activities as a re sult of  your physical health?

M od erate  ac tivitie s  (su ch  as  moving  a table, pushing a va cuum cle aner, bowlin g, or  playing golf) :
(S FMODACT)  

A ccompli s hed  les s  tha n  you  would like:(SFPACCMP)a.

.

.

a.

b

Segm en t  (PROTSEG):A  

1In  ge neral, w ou ld  you sa y  you r health is:(S FHEALTH).

2.

3
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CTN-0064 Annotated CRFs - Segment A

W ere  lim ite d  in the  kin d  of  work or  o th e r activi tie s:( SFPKDWRK) 

D uri ng  the  pa st  4 wee ks, h ow muc h of th e  tim e ha ve  you ha d any of the following problems wit h your wo rk or  oth er regular daily ac tivities as a re sult of any em otional problems (such as feeling depressed or anxious)?

D id work  or  o th e r activities less ca refu lly tha n  us ual: (S FEWORK) 

Duri ng the pa st  4 wee ks, h ow muc h  did pa in  int erfere  with  you r normal  work (in cluding both work ou tsid 
the  home an d hou sework )?(SFNRMWRK)

The following questions are about how you feel and how things have been with you during the past 4 weeks. 

H ow much  of  th e  tim e du ring  the pa st  4 wee ks: 

Hav e  you fel t  calm an d pe aceful?(SFCALM)

A ccompli s hed  les s  tha n  you  would lik e:(SFEACCMP)a.

H av e  you felt downh earted an d depressed?(SFDEPRSS) 

b.

b.

a.

.

b.

c.

4.

5.

6

Did you ha ve  a lot  of  energy?(SFENERGY)

e
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   SF- 12v2® He alth Surv ey © 1994, 2002 Med ical Outcomes Tr ust and Qua lity Metr ic Inc orpo ra ted. A ll ri gh ts res erved.SF- 12®  is a reg istered tra demark of Med ical Outc omes Trus t.(SF-12 v2®  Hea lth Surv ey Standard, United States
(E nglish)) 

CTN-0064 Annotated CRFs - Segment A

D uri ng  the  pa st 4 wee ks, how muc h of th e time ha s you r physical health or  emoti on al prob le ms int erfere 
with  you r so c ial activities (su ch as  visiting frie nds, relatives, etc.)?(SFSOCIAL) 

Commen ts:( SFMCOMM) 

d7.



 

 

                     

  
   

    

    

  

    
     

 

   
    
   

   
    
   

     

         
           
   
 
    

   

5/16/2018 Protocol: 0064 Randomization (0064B) 

NIDA Clinical Trials Network 

Study Completion (STC) 
Web Version: 1.0; 6.00; 03-28-18 

Segment (PROTSEG): B 

1. Did the participant complete the 12 month follow-up visit?(STCOMPLT) No Yes   

(mm/dd/yyyy) 

(mm/dd/yyyy) 

If "No", select the primary reason for not completing the 12 month follow-up visit:(STEARLY) 1-Participant failed to return to clinic and unable to contact 
2-Participant stopped participation due to practical problems (e.g., no childcare or transportation) 
3-Participant moved from area 
4-Participant incarcerated 
5-Participant terminated due to AE/SAE
*Additional Options Listed Below 

If "Participant terminated for other clinical reasons", "Participant terminated for administrative issues", or "Participant terminated for other reason", 
specify:(STCMPOSP) 

2. Date of last data collection or date of withdrawn consent:(STCOMPDT)

Comments:(STCCOMM) 

Investigator's Signature 
With this act of signing, I confirm that all data collected for this participant was under my guidance and the data submitted to Advantage eClinical are complete and accurate to the best of my knowledge. 

Principal Investigator:(STPISIGN) 

Date:(STPISGDT) 

http://wfbui:9220/WFB/navigateReportList.action 165/149 
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5/16/2018 Protocol: 0064 Randomization (0064B) 
Additional Selection Options for STC 

If "No", select the primary reason for not completing the 12 month follow-up visit: 
6-Participant terminated for other clinical reasons 
7-Participant had a significant psychiatric risk (e.g., suicidal, homicidal, psychotic) 
8-Participant withdrew consent/assent 
9-Participant deceased 
10-Participant terminated for administrative issues 
11-Participant terminated due to pressure or advice from outsiders 
12-Participant feels treatment no longer necessary, cured 
13-Participant feels treatment no longer necessary, not working 
34-Participant was ineligible and should not have been enrolled in study 
99-Participant terminated for other reason 

http://wfbui:9220/WFB/navigateReportList.action 166/149 
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    6-1-0110.10.:nWebV o ; 0; 14iers 

                     

  y(mm/dd/yyy)  

   

   The next several questions are about substance (drug) use. 

  Date  of  assessm en t: (SUBASMDT) 

    x(xxx)tmesi 

   

    

     

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

Yes No 

(SUECSTAS) 

(SUGHB) 

(SUHEROIN) 

(SUTHC) 

(SUMEDTHC) 

(SUMEDRX) 

(SUMETHA) 

(SUHALLU) 

(SUPCP) 

(SUPOPPER) 

(SUCOCAIN) 

(SUROCKCO) 

(SUKETAMI) 

 (SURECDRU) 

(SUTRANQU)

(SUFNTNYL) 

(SUSYNTHS)

   Ecs tasy  (al so  know n as E,  X, or  MDMA): 

   

   Heroi n : 

   Mari juana:

    Med ic al  mar iju ana:

          If "Y es",  d o yo u ha ve  a pre scription  for med ical mariju ana?

   

    Halluc ino g ens (such as LSD, mus hroo ms,  peyote, or  m es cali ne):

   PCP (al so  kn own as an gel dust, wet, or  wicky sti c ks):

   Pop p ers (al so  kno w n  as amyl  nitrate):

    Pow dered  coc aine: 

    Rock  or  crack  coc aine: 

    Ke tam ine  (al so  kn o wn as sp ecial K or  K):

    Rec reati on  al use  of pre scripti on dru gs or  pain kil lers  to ge t high (su ch as cod eine, V ico din (hy droc odo n e), Perc oc et, Darvon , O xy co n tin (ox ycodon e), Demerol, or Dila udid) 

  . Tran quilizers or barbiturates (su ch as Valium, Libr ium , S eco nal, Xanax, A mbie n, lo ra zepam , or R ohyp no l--also known as Roofi e s): 

   

   Syn th eti c sti mula nts (su ch as Flakka (al so known as gravel), bath salts, meth ylone or  cat):

   

CTN-0064 Annotated CRFs - Segment A

Substance  Use (SU B) 

Visi t  num be r ( VISNO):  

H ow man y tim  es in the past 12 months have you us ed an ille gal drug or  used a pr escription medicatio
for   no nm ed ic al reaso n s? (S UTIMES) 

Segm en t  (PROTSEG):A  

1.

2. 

n

.

.GHB (a lso  kn o wn as ga mma hy droxybuturic  ac id , G , or  G BL): 

.

.

.

.

a

b

c.

d

e 

h

i 

Meth a m ph etam ine  (al so  known as  cry stal meth,  speed, or ti na):

.

f. 

g 

.

.

m.

j

k.

l 

 Were  an y  of  th e  following  us ed for  non-med ical purposes?

:

o.Fe ntanyl:

.

n

p 
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   Commen ts:( SUBCOMM) 

CTN-0064 Annotated CRFs - Segment A
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   NIDACl sN wo kr te Tilra ii lnca 

 

    6-1 -1120.10. :nWebV o ; 0; 15iers 

                     

   

   

   

 

   

   Date  of  a sse ssm en t: (SUDASMDT) 

  Th e ne xt questions as k about your use of  med ical and social services since your last visit.

  

    

    

    

    

    

    

    

ymm/d/yy ) yd ( 

iitvss)xxx( 

tsiivs 

d tepar 

d teparme 

tmens 

tns 

)xxx( 

)xxx( 

)xxx( 

tsaysxxx( ) 

tsaysxxx( ) 

tsaysxxx( ) 

   

   How man y  of  th ese vis its were in  the las t  6 months?(SUERVS6M) 

   

   

   

   If "Yes",  h ow man y se parate ov ernight  hospital stays did you ha ve, including ps ychiat ric hospital
stays? (S UOVHSVS) 

   If "Yes", h  ow man y se parate ov ernight  hospital stays did you ha ve, in cluding ps ychiat ric hospital
stays? (SUOVHSVS) 

   How man y  of these overnight h ospital stays were in  the las t 6 months?(SUOVHS6M) 

   

   

   All of  the remain ing qu estion s as k ab ou t you r use of  med ical and soc ial services in the pa st 6 months.

   

CTN-0064 Annotated CRFs - Segment A

Service  Utili zati on De tail  (S UD) 

D id you go to a hosp ita l em erg ency  roo m for  em er gency care?
Includ e an y  vis it s to the  emer gency  room, even  if you were  admitte d  to the  hos p ita l  from   the re. In clude
em erg ency  rooms of  psych iatric hos pitals.(SUER)

1.

Visi t  num be r (VISNO):  

RA Ins tructi on :  This is a pa rti cipant self report form and  sh ou ld ref l ect on ly  the inf o rm ati on  prov ided by the pa rticipant. Prov id e pa rticipant  with  a re ference ca rd tha t lists all r espon se op tions for his/her easy reference. 

Th e ne xt questi ons  as k  ab out your use of  med ical and so cial services sin ce your last CTN-004 9 visit.

Segm en t  (PROTSEG):A  

If  "Yes",  h ow  man y dif ferent visits did you  have  to a hos pit al emergency room  for  em er gency care,
includ ing ps ych iatric hos pitals?(SUERVS) 

a.

.

W ere  you a pa tient  in an y  hos pit al ov ernight o r lon ger? 
Includ e ps ychiat ric hos pit als.(S UOVHS) 

bIf  "Y es",  h  ow man y different emerg ency departments have you atten ded ?(SUERDEPT)

2.

How  man y  dif ferent emerg ency de partmen ts were visited in  the las t  6 months?(SUERDP6M)

3.Did you sp end  on e or  more nig hts in a res pite ca re facility,  personal care  home,  nursing home, 
rehab ilita tion ce nter or hos pice facility?(SUCARE)
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   If "Yes",  h ow man y se parate sta ys in a respite ca re facility, p erson al care home,  nursing home,
rehab ilita ti on ce nter o r  h ospice facility  did  you ha ve? (SUCAREVS)

    

    

    

       

      

    

    

         

ff

)xxx( 

)xxx( 

tsays 

tsays 

(xx)programs 

(xx)clinics,departmentsand/orcenters

(xx)d icessof'rdf tereni to oc

sixxx( )tme 

sixxx( )tme 

No Yes

   If "Y es",  h ow man y se parate sta ys in a respite ca re facility, p erson al care home,  nursing home,
rehab ilita  ti on ce nter o r  h osp ice  fac ility  did   you ha ve? (SUCAREVS)

   

   If "Yes",  h ow man y dif ferent program s like  this  did  you go to? (SUDAYHVS) 

   

   

   If "Yes",  h  ow man y different hospital clinics, hospital outpati ent departmen ts, community clinics or
neighborhood he alt h centers did you vis it for medical care?(SUOUTPVS)

   

   

   If "Yes",  h  ow man y dif ferent private do ctor's  offices did you  vis it  for  medic al care?(SUDRVS)

   

   

   

   

   

   

CTN-0064 Annotated CRFs - Segment A

D id yo u atten d any medical program where you sp ent  the da y the re bu t wen t home at night?
Includ e da y hos pitals, partial hospit ali zation s or  intensive  ou tpatient prog ram s for  reason s oth er th an
substance  ab use. (S  UDAYH) 

4.

5.

6.

7.

D id you go  to an y  hos pita l clinics, hospital outpatient departmen ts, com mun ity cli nics or  neighborhood
healt h ce nters  for m ed ic al care  (for   example,  to  ca re  for  you r HIV/ A IDS) or  o th er phy sical problems?
Includ e vis it s  for  urgent care. ( S UOUTP) 

Did you ge t  med ical care in an y pri vate doc tor' s  offic es?(SUDR)

 D id you se e  an y profe ssion al for  the pri mary pu rpos e of  gettin g he lp for  a ps ychologica l or emotional
issue? 
These profession als cou ld inc lude a ps ychologist , therapist, cou nselor, p sychiatrist or oth er doctor.
Includ e grou ps  led  by a profes sion  al co u nselo r  and  vis it s  to prof es sion  als  to ge t  med ication for 
psych olog  ical and  emoti o n al  iss ues. 
Do not  in clud e un paid  prof e ssio n als, s uch as cle rgy , oth e r reli gio us/sp irit u al adviso r s  or healers. 
(S UPSYC) 

Thin k ing  ab out all th e  men tal  healt h  ca re prof ession  als  you vis ited:

H ow man y  tim es did  yo u vis it  any of  these professionals to talk about psychological or emoti ona
issues? (S UPSYEM) 

H ow man y tim es did   you  vis it  any of th ese profe ssio n als to dis cuss you r use of prescribed
med ic ati on s  for  psych olog  ical and  emotio n al  issues? (SUPSYMED) 

a.

.b

l

D id you se e  an y professional for the pri mary pu rpose of  gettin g alc ohol or drug treatment, in cluding
meth a d one  main tenance, o r  ge ttin g he lp  for  an alc ohol or  drug  pro b le m ? 

Do no t in clud e un paid  pro f essionals, s uch as  cle rgy , othe r religio us/s p iritu al advisors  or  healers.
(S UDRUG) 

Includ e sta ys  in de to x ho spit als an d  residential treatmen t prog rams as well a s groups led by a 
prof essio nal co u nselo r.  

8.
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(xxx)stays

(xx)differentpro

Methadonetreatmentcenter:(

(xxx) 

(xxx) 

(xxx)tmesi 

(xxx)tmesi 

Yes

Yes 

Yes 

Yes 

SUMETHTX)No 

No 

No 

No

(xxx)tmesi

nsiessugr(xxx) ops o 

No Yes 

(x sixx)tme 

No Yes 

(x sixx)tme 

dersiv 

days 

days 

No Yes 

(x sixx)tme 

No Yes 

s 

(x 

Ye 

sixx)tme 

No

   How  man y se parate sta ys did you have? (SUDRUGVS) 

   

   Answer the following questions for all outpatient substance abuse treatment that you received. 

   

   Answer the following questions for all outpatient substance abuse service providers that you met with. 

   

   Answer the following questions for all substance abuse providers or medical providers. 

     Are you tak ing an y of the follow ing  medica tions  for op ioid tre atmen ts?

   

   

   

   How man y  tim es did  you atten d?(SUGRMNTM) 

   

   How man y  times did you atten d?(SUGRHITM)

   How man y  times did yo u atten d?(SUGRHCTM)

CTN-0064 Annotated CRFs - Segment A

If  "Y es ",  w ere  yo u in a re sid ential drug or  alcohol  treatmen t facility or  detox hos pital in whic h you 
stayed  ov ernigh t?(SUDRUGOV)

a.

.How man y  diffe rent alco ho l or  drug tre atmen t prov iders in an ou tpatient settin g did you vis it?
(SUDRGOPT) 

H ow man y da ys  did  you  attend int ensive ou tpatient substance ab use tre atment?(SUINTOPT) 

H ow man y  da ys  did   yo u atten d reg ular outpatient substance ab use treatmen t?(SUREGOPT)

1.

.

.

.

2

b

How man y times did  you  meet one-on-one with an  outpatient substance ab use se rvice prov ider to
dis cuss  su bstance  us e  iss ues? (SUDGIND) 

How man y  tim es did   yo u meet in group se ssions with an ou tpatient substance ab use se rvice provide
to  disc uss  su bstance  us e  iss ues? (SUGRPSES) 

c

d r

M eth a d on e:( SUOUTMET) 

Bup reno rp h ine  (S ub oxon e):(SUOUTSBX) 

.Nalt rexo ne ora l: (S UOUTONX) 

N alt re xo ne  de po t  (intramus cular):(SUOUTINJ) 

1.

.

.

.

2

3

4

e

How man y  times did  yo u pick up op ioid  rep lacemen t medications?(SUOUTOPI)

Did you pa rticipate  in an y  oth er support  group, g rou p counseling or  self-help group for emoti onal
substance  ab use  or  health iss ues?

f.

This would include groups led by an unpaid profes sional (for example, clergy) or other provider
(SUGR) 

. 

W hic h  be st describes the group you  attend or  a tten ded?b.

.

.

9. ,

If "Yes",  h  ow man y group se ssions did yo u atten d with one of these provid ers to dis cus s su bstance 
use  iss ues? (SUGRVS) 

a

Men tal healt h se lf-help or  support group:( SUGRMN) 1

Sub stance ab use  se lf-help or  support group:( SUGRSB)

How man y  times did  you atten d?(SUGRSBTM)

2.

.HIV/AI DS se lf-help or  support grou p:(SUGRHI) 3

H CV se lf-help or  support group:( SUGRHC) 

O the r self -help or  support group:( SUGROT) 

4.

.5
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  If "O ther",  s pecify(SUGROTSP)

    

      

      

    

     

(xxx)times 

tsiis 

dersiv (xx)pro

)hxxx( omev 

   - OR  -

   Refu sed :(SUGRRF) 

   

   

   

   

   

   

         

         

         

         

         

         

         

         

No 

No 

No 

No 

No 

No 

No 

No 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

   

   

   

   

   

CTN-0064 Annotated CRFs - Segment A

) 

rDid you rec eive  an y  he lp  be cause  of  a  he alt h prob  lem  or  o th e r d isab ility  from fam ily  membe rs, fr iends o
neigh bors ? 
This he lp  could  be for m ed ic al prob  le m s,  ta king  ca re  of  yo u rself , h ou sekeeping,  s hop p ing, or any other
assistance  you migh t need, in cluding tra nsport ation .(SUFAMILY)

W ha t  kind  of  prof e ssio n al home he alth ca re prov iders ha ve vis ited you ? 

Visi t ing nu rse:( S UNURSE) 

Home he alt h  aid e :( SUHMAID) 

Phy sical, o ccu pati on al  or  respirato ry the rapist: (SUTHRPST) 

Cou nselo r o r so c ial  work er:( SUSOCIAL)  

Bab ysit ter:(S UBABYST) 

Mea ls  on whe els  wor ker:( SUMEALS) 

O the r:(S UHOMEOT) 

1.

.

.

.

.

.

2

3

4

5

6.

.

.

7

8

If  "Y es",  h  ow man y dif ferent profes sion al home he alt h  ca re prov  iders  as sisted  you ? (SUHOMEPVa.

.

.

c

If "Other",  s pecify:(SUHOMESP)

Did you rec eive  an y he lp at  home from  profe ssion al health ca re prov iders, such as nu rses, aides or  
the rapists se nt by a home he alt h agency, or  fro m oth er h ome-b ased  se rvices, s uch as Mea ls  on 
Whe els? (SUHOME) 

RA Ins tructi on  :  Let participant give open-ended an swer  and mark  ap propriate res ponse ca tegory. Rea d ca tegories on ly if participant cannot answer question.

Homemak er:( SUHMMKR)

Did you ge t any de ntal care?(SUDENTAL)0.1 

bIf  "Yes",  h  ow man y different  home vis its oc curred?(SUHOMEVS)

11 

.12 

Ho w man y  tim es did you attend?(SUGROTTM) 

Don't k no w:(SUGRDK)

Did you rec eive an y he lp from  ca se man agers or  soc ial service wor kers with thi ngs like ob ta ining  health
care  or  legal services, h ousing  or  easing  mon ey  pro ble m s? (S UCASE)
.13 
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(xx)people

(xxx)tmesi  

   

   

   If " Y es",  s  pecify  ea ch ad dition al provider and/or social service agencies from  which you ha ve  re ceived he alth care:

   

   

   

   

   

( 

( 

( 

( 

1.

2.

3.

4(. 

5. 

SUCAREO1) 

SUCAREO2) 

SUCAREO3) 

SUCAREO4) 

SUCAREO5) 

   

   

   

   

   

   

   

   

   

         

         

         

         

         

CTN-0064 Annotated CRFs - Segment A

How man y diffe rent peo ple ha ve  be en you r case man ager or  soc ial service work er?(SUCASENM)

H ow man y  times did   yo u ha ve fac e-to-face meetings with one of your case managers or social servic
work ers? (SUCASEVS) 

H ow oft e n did   you tal k  to on e of  you r case man agers or  social service workers on the telephone? 
(S UCASEPH) 

a.

.

.

b

c

e

Did yo u rec eive an y  he alth ca re from providers or  social service agencies we have not yet discussed ?
(SUCAREOT) 

  
            

  

  

.14 
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How often did you tal k to on e of you r  ca se man agers or  soc ial service wor kers on the te lephone?
6-Once 
7-No phone contact 
97-Don't know 
98-Refused 
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   NIDACl sN wokrteTilraii lnca 

 

    7-1 WebVersion:1.0;3.00;03-08

                     

         

  

         

         

y

No

No

No Yes 

(mm/dd/yyy) 

Yes 

Yes 

   If "No", re ason :( U DNORSN1) 

   If "Other",  s pecify:(UDNOSP1) 

   

   1st  Urin e  Dr ug  Sc reen 

  

  

  

  

  

  

  

  

  

  

iveN tega o ivetisP idI lnva

(UDBZO1) 

(UDAMP1) 

(UDTHC1) 

(UDMET1) 

(UDOPI1) 

(UDCOC1) 

(UDMDA1) 

(UDOXY1) 

(UDMTD1) 

(UDBAR1) 

)Drug Name (Abbreviation

Amphetamine (AMP):

Benzodiazepines (BZO):

Marijuana (THC):

Methamphetamine (MET):

Opiates (2000 ng) (OPI):

Cocaine (COC):

Ecstasy (MDMA):

Oxycodone (OXY):

Methadone (MTD):

Barbiturate (BAR):

   

   2nd  Ur ine  Dr ug  Sc reen  

         No Yes 

CTN-0064 Annotated CRFs - Segment A

Urine Dr ug Screen (UDS) 

 

Visi t  num be r ( VISNO):  

W as a uri ne  dr ug  sc reen  pe rfo rm ed ?(U  DTEST1) 

D ate  1s t urine  sp ecim en collec ted:(UDCOLDT)

W as the  1s t urine  sp ecim en tem pe rature  with in  ran ge? (90  - 100 °F)(UDTEMP1) 

W as the  1s t urine  sp ecim en de term ine d  to be ad ulterated?(UDADULT1)

Segmen t  (PROTSEG):A  

1.

2.

.

.

.

3

4

51 st Urin e  Drug  Sc reen  Res ult(s):

6If the 1s t urine sp ecimen wa s de termined to be ad ulterated, was a se con d sp ecimen collected? 
(UDTEST2) 
.
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   If " No", re ason :(UDNORSN2) 

   If "Other",  s pecify:(UDNOSP2) 

        

        

Yes No 

No Yes 

  

   

  

  

  

  

  

  

  

  

  

iveN tega o ivetisP idI lnva

(UDBZO2) 

(UDAMP2) 

(UDTHC2) 

(UDMET2) 

(UDOPI2) 

(UDCOC2) 

(UDMDA2) 

(UDOXY2) 

(UDMTD2) 

(UDBAR2) 

 

 

 

   

 

 

 

 

 

   Commen ts:( UDSCOMM) 

CTN-0064 Annotated CRFs - Segment A

W as the 2n d uri ne  sp ecim en tempe rature  with in ran ge? (90  - 100 °F)(UDTEMP2) 

W as the  2n d  uri ne  sp ecim en de term ine d to be ad ulterated?(UDADULT2) 

7.

.

.

8

92 nd Urin e  Drug  Sc reen  Res ult(s):

gName(Abb o )niitrevaDru

o s(BZO):i iazepnedBenz

mp mie(MP):AnhteaA

Ma a(THC):uanjir

Me mp mie(MET):nhteahat

Op s( 0ng)(OPI):002itae

o e(COC):icanC

y(MDMA):E tcsas

Ox ooe(OXY):ndyc

Me oe(MTD):nhdat

e(BAR):t turaiB bar
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