Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

SAMPLE: DO NOT II IIIIII I
FAX TO DATAFAX

Randomization List (RL-1)

Page 1 of 1

Randomization Date

HPTN 037 Sessions (105) RL-1  (101)

Group ID

0O[0|0}l- Randomization List

Site Number Group

Sequence # Assignment PTID

20-01-01 TBD ololol-

20-01-02 TBD O(0|Ol-

20-01-03 TBD ololol-

20-01-04 TBD 010]0|-

20-01-05 TBD ololol-

20-01-06 TBD ololol-

20-01-07 TBD ololol-

20-01-08 TBD ololol-

20-01-09 TBD ololol-

20-01-10 TBD O(0|Ol-

20-01-11 TBD ololol-

20-01-12 TBD ololo0l-

20-01-13 TBD O[O0l Ol-

20-01-14 TBD O010]0|-

20-01-15 TBD O(0|0l-

20-01-16 TBD O[O0l Ol-

20-01-17 TBD ololol-

20-01-18 TBD O[O0l Ol-

20-01-19 TBD ololol-

20-01-20 TBD ololol-
HEEEN 23-JAN-04 SAMPLE—English

/hivnet/forms/PTN_037/forms/rando_list.fm

dd MMM yy

Instructions: Fax this form
to SCHARP DataFax
immediately after in-office
randomization occurs.

Comments:
2|10]-{0]1
Cluster Packet
01
Language Staff Initials / Date



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

Group ID

SAMPLE: DO NOT
FAX TO DATAFAX

HPTN 037 Sessions (105)

0

0

0

Site Number

Group

Group Leader #1 ID

0

0

0

IL

-1

(201)

Intervention Session
Participation Log

Group Leader #2 ID

0

Site Number

Participants expected to attend:
Enter Participant ID

Leader

0

0

Site Number

10.

11.

12.

yes
Was the session audio-taped? ......ccccccceeeviviiiciinnienneennnn. |:|

Comments:

Leader

Did participant attend?

OO0 0000000000z
N I I ) A I

Session Date

Intervention Session Participation Log (IL-1)

Page 1 of 1

dd

Session #

O O O o o
17 2 3 4 5

|:| continued session

MMM yy

Session Start Time

hr

min

Session End Time

hr

min

If no, record reason in
Comments field below.

(][] [] 17-APR-03

/hivnet/forms/PTN_037/forms/intervention_log.fm

SAMPLE—Eng]lish

0

1

Language

Staff Initials / Date




Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

SAMPLE: DO NOT
FAX TO DATAFAX

RTI Monitoring—Intervention Session 1 (INA-1)

HPTN 037 Sessions (105) INA-1  (211) Page 1 of 2
Group ID Session Date
Ol0]|0I- RTI Monitoring—
, Intervention Session 1
Site Number Group dd MMM yy
Group Leader #1 ID Group Leader #2 ID Review Date
0] 0] 0|- 0] 0] 0|-
Site Number Leader Site Number Leader dd MMM yy
Session 1: Introduction
yes no If no, end of form.
Was the session audio-taped? ......cccccceeeeevviicicniiinienneennn. |:| Record reason in
Comments field below.
Instructions: Mark “yes” or “no” to indicate whether each element of the intervention was completed.
yes no not taped
1. Welcome and introduction of study/study goals. .............c.ccooeviiiiiiiinnnns [] [] []
2. EStablisSh group FUIES. ......ccoi it |:| |:| |:|
3. Conduct Ice-Breaker: Helping Others. ...........c..cccoiviiiiiiiiiiiii [] [] []
4. Present Myths and fACES...........ieeeevreresiesseesriseeseessesisses s [] [] ]
5. Conduct ribbon demonstration. ...........c.cccooviiiiiiiiii [] [] []
6. Define/diSCUSS PEEr MENTOMNG. .. .........cvrrvereeriereeseeeseseeesee s [] [] ]
7. Present/discuss peer mentoring “In Action” Video............c.cccoevevieiiiiinininnnnn. [] [] []
8. Present SPEAKK: Communication Tools for Peer Mentors........................ [] [] ]
9. Present homework assignment—mentoring activity. .............ccccocoeeieienn. [] [] []
10. Conduct Session SUMMAry and WEP-UP. .............wurerrerrrsnresnersnessneesneenns. [] [] ]
Comments:
[1 [ 1 [X] 290-APrR-03 SAMPLE—English 0]1
Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_1_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 1 (INA-2)

SAMPLE: DO NOT I III IIIII
FAX TO DATAFAX

HPTN 037 Sessions (105) INA-2  (212) Page 2 of 2
Group ID
010l 0|- RTI Monitoring—

_ Intervention Session 1
Site Number Group

Instructions: Rate the session using the scale from 1-3 to indicate overall qualitative assessment.

not could not
adequate acceptable evaluate

11 FOHOWS SCHPE ..o ee e [] [] []

12. Time ManagemMENT ........ceiiiiiiiiie ettt et eireee e
13. Neutral/non-judgmental delivery. ..........ccccoiiiiiiiiiiniinnennnnnn.

14. Maintains focus on group activity ...........cceceeeivniieeeeniiiineenen s

15. Listens and integrates participant comments with group
ACHIVITY ettt

O O O 0O

16. Uses suggested diSCUSSION qUESTIONS .........cccuvvviiiieieeeeeeeeeiiens

[

17. Overall delivery of SESSION ......cccooviiiiiiiiiiiieee e

18. Attempted to include all participants in discussion.................

[ [
O 0O 004d oOoo
OO0 o oOooo

[

19. Ensures accuracy of information discussed..........cccccceveeennn.

Comments:

HEN [[] o6-NOV-03 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_1_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 2 (INB-1)

SAMPLE: DO NOT I III IIII I
FAX TO DATAFAX

HPTN 037 Sessions (105) INB-1  (213) Page 1 of 2
Group ID Session Date
01 0[(0lI- RTI Monitoring—
_ Intervention Session 2
Site Number Group dd MMM yy
Group Leader #1 ID Group Leader #2 ID Review Date
Site Number Leader Site Number Leader dd MMM yy

Session 2: Peer Mentoring and Injection-related HIV Risk Behaviors

yes no If no, end of form.
Was the session audio-taped?.............ccoceeevrreerereennnn, [] [} Record reason in

Comments field below.

Instructions: Mark “yes” or “no” to indicate whether each element of the intervention was completed.

yes no not taped
1. Welcome back and review homework/peer mentoring activity. ................... [] [] []
2. Present Harm REAUCHON. ............oc.iuurireeeseesieeeeessee st [] [] []
3. Present Injection Risk Ladder/Steps and safer injection video. ................... [] [] []
4. Present clean needle demonstration and Video. ...............ccocovverrerieriennns [] [] ]
5. Practice needle cleaning sKills. ..........ccc..coooiiiiiiiiii [] [] []
6. Facilitator presents freeze frame role plays using SPEAKK. ..........c..ccco....... [] [] ]
7. Conduct small group role Plays. .....cc.uuveeiierieeee e |:| |:| |:|
8. Present homework assignment—peer mentoring training activity. .............. [] [] ]
9. CoNUCE WIAP-UP. ....oouiiuiiiieieicieie e [] [] []
Comments:
[1 [ 1 [X] 290-APrR-03 SAMPLE—English 0]1

. . . Language Staff Initials / Date
/hivnet/forms/PTN_037/forms/session_2_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 2 (INB-2)

SAMPLE: DO NOT I III IIIII
FAX TO DATAFAX

HPTN 037 Sessions (105) INB-2  (214) Page 2 of 2
Group ID
010l 0|- RTI Monitoring—

_ Intervention Session 2
Site Number Group

Instructions: Rate the session using the scale from 1-3 to indicate overall qualitative assessment.

not could not
adequate acceptable evaluate

10. FOHOWS SCHPE ...t ee e e e [] [] []

11. Time ManagemMENT ........eiiiiiiiiiee et et ee e
12. Neutral/non-judgemental delivery. .........ccccoviiiiiiiieinnnnnnnn.

13. Maintains focus on group activity ...........cceeeeevniieeeeiiiiineeeesnins

14. Listens and integrates participant comments with group
ACHIVITY ettt

15. Uses suggested discusSion qUESEIONS ..........cccuvviviieeeeeieeennn.
16. Overall delivery of SESSION ......cccoiiiiiiiiiiiiiiie e

17. Attempted to include all participants in discussion.................

O 0O 004d Oo0o
O 0O 004d oOoo
OO0 o oOooo

18. Ensures accuracy of information discussed..........cccccceveeennn.

Comments:

HEN [[] o6-NOV-03 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_2_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)

SAMPLE: DO NOT
FAX TO DATAFAX

RTI Monitoring—Intervention Session 3 (INC-1)

HPTN 037 Sessions (105) INC-1  (215) Page 1 of 2
Group ID Session Date
Ol0]|0I- RTI Monitoring—
: Intervention Session 3
Site Number Group dd MMM yy
Group Leader #1 ID Group Leader #2 ID Review Date
0|10|Of- 0|10|Of-
Site Number Leader Site Number Leader dd MMM yy
Session 3: Safer Sex Practices and Communication Skills
yes no If no, end of form.
Was the session audio-taped? ......cccccceeeeevviicicniiinienneennn. |:| Record reason in
Comments field below.
Instructions: Mark “yes” or “no” to indicate whether each element of the intervention was completed.
yes no not taped
1. Welcome back and review homework/peer mentoring activity. ................... [] [] []
2. Present Sex RiSK LAAAEI/SIEDS. .......c.oveiveeeeerieeeeeeeeeseesseeseeee e eeseenees [] [] []
3. Conduct male condom use demonstration.............ccoceeveieviiienincncnein, [] [] []
4. Practice Male CONAOM USE. ........cvc.wwrresiesseeerissesessssesinseseeesesssesssessssssnens [] [] ]
5. Philadelphia only: Conduct female condom use demonstration................ [] [] []
6. Philadelphia only: Practice female condom US€. .............cccc.ceevereerreeneenne. [] [] ]
7. SUMMAriZe CONAOM USE. ......ooviiiiiiiie ittt [] [] []
8. Present peer mentoring in action video using SPEAKK...............ccc.coeeueenn.. [] [] ]
9. Present homework assignment (peer mentoring training activity)
AN WIAP-UP. ..oveoeeeiea ettt [] [] ]
Comments:
[1 [ 1 [X] 290-APrR-03 SAMPLE—English 0]1
Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_3_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 3 (INC-2)

SAMPLE: DO NOT I III IIIII
FAX TO DATAFAX

HPTN 037 Sessions (105) INC-2  (216) Page 2 of 2
Group ID
010l 0|- RTI Monitoring—

_ Intervention Session 3
Site Number Group

Instructions: Rate the session using the scale from 1-3 to indicate overall qualitative assessment.

not could not
adequate acceptable evaluate

10. FOHOWS SCHPE ...t ee e e e [] [] []

11. Time ManagemMENT ........eiiiiiiiiiee et et ee e
12. Neutral/non-judgemental delivery. .........ccccoviiiiiiiieinnnnnnnn.

13. Maintains focus on group activity ...........cceeeeevniieeeeiiiiineeeesnins

14. Listens and integrates participant comments with group
ACHIVITY ettt

15. Uses suggested discusSion qUESEIONS ..........cccuvviviieeeeeieeennn.
16. Overall delivery of SESSION ......cccoiiiiiiiiiiiiiiie e

17. Attempted to include all participants in discussion.................

O 0O 004d Oo0o
O 0O 004d oOoo
OO0 o oOooo

18. Ensures accuracy of information discussed..........cccccceveeennn.

Comments:

HEN [[] o6-NOV-03 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_3_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 4 (IND-1)

SAMPLE: DO NOT I III IIII I
FAX TO DATAFAX

HPTN 037 Sessions (105) IND-1  (217) Page 1 of 2
Group ID Session Date
01 0[(0lI- RTI Monitoring—
_ Intervention Session 4
Site Number Group dd MMM yy
Group Leader #1 ID Group Leader #2 ID Review Date
Site Number Leader Site Number Leader dd MMM yy

Session 4: Personal Resistance to Change

yes no If no, end of form.

Was the session audio-taped?.............ccoceeevrreerereennnn, [] [} Record reason in
Comments field below.

Instructions: Mark “yes” or “no” to indicate whether each element of the intervention was completed.

yes no not taped

1. Welcome back and review homework/peer mentoring activity. ................... [] [] []
2. Reflect on personal resistance t0 ChANGE. .......c.veeveereveeeeeeeeeseeeeeeeseenes [] [] []
3. Present dyad active liStening. .............cccooviiiiiiiiiiii [] [] []
4. Participant report on active liStening eXerCiSe. .............ccovvvurrverrrnrinrienens [] [] ]
5. Summarize dyad active listening exercise. .............ccoceevvevievieiicncicneicn, [] [] []
6. Discuss problem solving impPediments. .............cc..coovrriririnsiinnieneeenne. [] [] ]
7. Present homework assignment (peer mentoring training activity)

BN WIAP-UP. ..oeveesi ettt [] [] ]
Comments:

[1 [ 1 [X] 290-APrR-03 SAMPLE—English 0]1

. . . Language Staff Initials / Date
/hivnet/forms/PTN_037/forms/session_4_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 4 (IND-2)

SAMPLE: DO NOT I III III II
FAX TO DATAFAX

HPTN 037 Sessions (105) IND-2  (218) Page 2 of 2
Group ID
010l 0|- RTI Monitoring—

_ Intervention Session 4
Site Number Group

Instructions: Rate the session using the scale from 1-3 to indicate overall qualitative assessment.

not could not
adequate acceptable evaluate

8. FOlOWS SCHIPL ...t [] [] []

9. TiMe MANAGEMENT .....oiutiiiiiiiiiiiie et
10. Neutral/non-judgemental delivery. .........ccccoiiiiiiiiiiiininnennnnn.

11. Maintains focus on group activity ...........cceeeeivniieeeeniiiineeeesniis

12. Listens and integrates participant comments with group
ACHIVITY ettt

13. Uses suggested discusSion qUESEIONS ...........cccuvvvviieeeeeieeennn.
14. Overall delivery of SESSION ......cccooiiiiiiiiiiiiiie e

15. Attempted to include all participants in discussion.................

O 0O 004d Oo0o
O 0O 004d oOoo
OO0 o oOooo

16. Ensures accuracy of information discussed..........ccccccceveeennn.

Comments:

HEN [[] o6-NOV-03 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_4_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 5 (INE-1)

SAMPLE: DO NOT I III III II
FAX TO DATAFAX

HPTN 037 Sessions (105) INE-1  (219) Page 1 of 2
Group ID Session Date
01 0[(0lI- RTI Monitoring—
_ Intervention Session 5
Site Number Group dd MMM yy
Group Leader #1 ID Group Leader #2 ID Review Date
Site Number Leader Site Number Leader dd MMM yy

Session 5: Interpersonal Barriers to Peer Mentoring

yes no If no, end of form.

Was the session audio-taped?.............ccoceeevrreerereennnn, [] [} Record reason in
Comments field below.

Instructions: Mark “yes” or “no” to indicate whether each element of the intervention was completed.

yes no not taped
1. Welcome back and review homework/peer mentoring activity. ................... [] []
2. Reflect on interpersonal resistance to peer Mentoring..............coceevveeens. []
3. Present approaching others when doing peer mentoring. ..........ccccccvveeeeen.. |:|

4. Conduct small group freeze-frame role plays using SPEAKK with
resistant NEtWOrKS. ..o []

5. Summarize dealing with interpersonal resiStance. ..................coc.orvereeneenne. []

6. Present homework assignment (peer mentoring activity) and
WEADUD. oottt es e e s ee s e ees s e e ee s e s e s eee s ee s en e een e en s en s en e eenesean. []

O OO 0O >Od O
I I I I e I

Comments:

HEEEN 29-APR-03 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_5_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 5 (INE-2)

SAMPLE: DO NOT I III IIIII
FAX TO DATAFAX

HPTN 037 Sessions (105) INE-2  (220) Page 2 of 2
Group ID
010l 0|- RTI Monitoring—

_ Intervention Session 5
Site Number Group

Instructions: Rate the session using the scale from 1-3 to indicate overall qualitative assessment.

not could not
adequate acceptable evaluate

7. FOHOWS SCHIPE ...ttt [] [] []

8. TiMe MAaNaAgEMENT ......c.uuiiiiiiiiiiiee et
9. Neutral/non-judgemental delivery. .........cccccoeeeiiiiiiiiiiiiiieennn.

10. Maintains focus on group activity ...........cceeeeevniieeeeniiiieeeen s

11. Listens and integrates participant comments with group
ACHIVITY ettt

12. Uses suggested diScusSion qUESEIONS ...........ccuvvvviieeeeeieaennn.
13. Overall delivery of SESSION ......cccooiiiiiiiiiiiiiieee e

14. Attempted to include all participants in discussion.................

O 0O 004d Oo0o
O 0O 004d oOoo
OO0 o oOooo

15. Ensures accuracy of information discussed..........ccccccveveeennn.

Comments:

HEN [[] o6-NOV-03 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_5_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 6 (INF-1)

SAMPLE: DO NOT I III IIII I
FAX TO DATAFAX

HPTN 037 Sessions (105) INF-1  (221) Page 1 of 2
Group ID Session Date
01 0[(0lI- RTI Monitoring—
_ Intervention Session 6
Site Number Group dd MMM yy
Group Leader #1 ID Group Leader #2 ID Review Date
Site Number Leader Site Number Leader dd MMM yy

Session 6: Community Resources and Graduation

yes no If no, end of form.

Was the session audio-taped?.............ccoceeevrreerereennnn, [] [} Record reason in
Comments field below.

Instructions: Mark “yes” or “no” to indicate whether each element of the intervention was completed.

1. Introduce ending and follow-up; review homework/peer mentoring yes no not taped

ACTIVITY. ©oveiiieie e [] [] []
2. Recap lessons learned from @ach SESSION. ............cco.ovvrreieerrierieeeenneenns. [] [] ]
3. Conduct sKills reView game............c.coeviiiiiiiiiiiiciceeecee [] [] []
4. Discuss where to go With Peer MeNtONNG. .........cov.veueerrereireirieeeenienees [] [] ]
5. Conduct graduation CEremONY. ..........ccccevuriuiiiiiriiieieieeeee [] [] []
Comments:
[1 [ 1 [X] 290-APrR-03 SAMPLE—English 0]1

. . . Language Staff Initials / Date
/hivnet/forms/PTN_037/forms/session_6_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP)  RTI Monitoring—Intervention Session 6 (INF-2)

SAMPLE: DO NOT I III IIIII
FAX TO DATAFAX

HPTN 037 Sessions (105) INF-2  (222) Page 2 of 2
Group ID
010l 0|- RTI Monitoring—

_ Intervention Session 6
Site Number Group

Instructions: Rate the session using the scale from 1-3 to indicate overall qualitative assessment.

not could not
adequate acceptable evaluate

6. FONOWS SCHIPL ..ottt [] [] []

7. TiMe MANAGEMENT ....coiuiiiiieiiiiiie ettt
8. Neutral/non-judgemental delivery. .........ccccccceiiiiiiiiiiiiiiienenn.

9. Maintains focus on group activity ..........ccccocveveeeeiniieeeeniiiieenn

10. Listens and integrates participant comments with group
ACHIVITY ettt

11. Uses suggested discusSion qUESEIONS ..........ccccuvvviiieeeeeieeeenn.
12. Overall delivery of SESSION ......cccoviiiiiiiiiiiiiee e

13. Attempted to include all participants in discussion.................

O 0O 004d Oo0o
O 0O 004d oOoo
OO0 o oOooo

14. Ensures accuracy of information discussed.............cccceeeenne

Comments:

HEN [[] o6-NOV-03 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/session_6_rti.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Booster Session Participation Log (BL-1)

SAMPLE: DO NOT I I I I I I I I I
FAX TO DATAFAX
HPTN 037 Sessions (105) BL-1  (301) Page 1 of 1

Booster ID Session Date

Ol0O|0l- Booster Session

Participation Log

Site Number Booster Session

dd MMM yy

Group Leader #1 ID Group Leader #2 ID

0] 0] O|f- 0] 0] O|f-

Site Number Leader Site Number Leader

Participants who attended: Session Start Time
Enter Participant ID

1. - - hr min

Session End Time

3. - - hr min

10. - -

11. - -

12. - -

Comments:

HEN 06-MAY-04 SAMPLE—English 0|1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/booster_log.fm



Statistical Center for HIV/AIDS Research & Prevention (SCHARP) Participant Incident Log (PIL-1)

SAMPLE: DO NOT IIIIIIIII P
FAX TO DATAFAX age

HPTN 037 Sessions (105) PIL-1  (487)
Group ID
Ol0]|0I- Participant Incident Log —
Site Number Group
dd MMM vy Subject: Mark all that apply.
Form Completion Date: [] forms
SC Staff Name: l:l protocol
[] data
Source of Information:
[] lab
If applicable:
PP [[] enroliment
Plate #:
[ ] randomization
Visit: [ ]« other, specify:

Event and resolution details:

OO0 4
(1[0 & 12-3uL-03 0]1

Language Staff Initials / Date

/hivnet/forms/PTN_037/forms/int_ppt_incident_log.fm
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