Cohort Study of HIV, STIs and Preventive Interventions among Young MSM in Thailand

Form Approved
OMB No. 0920-new
Expiration Date: XX/XX/XXXX

Public reporting burden of this collection of information is estimated to average 20 minutes, including the time for reviewing instructions
searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. An
agency may not conduct or sponsor, and a person is not required to respond to a collection of information unless it displays a currently
valid OMB control number. Send comments regarding this burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden to CDC/ATSDR Reports Clearance Officer; 1600 Clifton Road NE, MS D-74, Atlanta, Georgia 30333; Attn:
OMB-PRA (0920-New)

YMSM Clinical Enrollment Form

Study 1Ty
Today's date:]_ [ 1T 120 Screening Number: [ [ [ I ]
Enrollment Form
StwdyIm:___
Today's date:|_JL_ V1L 1200 1L ] Screoning Number: [_JL_JL_IL_]
1 (Underlying disease (5) 1.1 [iHiJ
and’ or important operation (s) 1.2 [_][_]
dlife time) 13 11
14 (L
15 (L]
2 [Medication history |:| 1) Yes [I (2iNe 1]
(IncIndes TR and OT) 21 [
[:I {17 Completed D (20 Continuing [7]
22 (]
iy completea [ (2) continuing []
23 ]
oy completed [ 2) Continuing [ ]
24 (I
l:l (1) Completed I:| {(2) Continuing (]
23 [
[I (1) Completed D (2) Continuing [
3 | Drug alierey Oaves [ @vo [ @ pontinow [
If yes, please specify name Al [_] {_]
32 (1]
3.3 [
34 ]
35 ]
4 [Have you ever taken any ARV (life time)? |:| (13 Yes D (21No |:| (9] Don't know [ ]
If yes, please specify name 4.1 [i] [i]
42 [
43 (]
4 (]
43 (11
s |[ARV side effect [Tony ves ] v L @) ment know ]
If yes, please specify name 5.1 ( ” ]
52 ]
53 ]
54 [ 11
55 1]
6 |Hospitallzation In the past year I:[ {11 Yes D (2)No [ ]
IT yes,
6.1 Reusor, (1]
6.2 How many day(s) [i] [i]
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YMSM Clinical Enrollment Form

Study ID:
Today's date:[__J[__M__J[_}20[_1[_] Screemng Number- [ || [ | ]
7 |In the past 3 months, did you develope any of these sypmtoms?
7.1 Fever Clasves Cane []
7.2 Myalgia Ty ves S [ ]
7.3 latigue L] {1} Yes ] 2)No [ ]
7.4 Oral ulcer l:l 1) Yes D 12)No []
7.5 Skin rash Tl ves S [ ]
7.6 Sore throat ] (1) Yes ] (21N [_]
7.7 Headache Tl ves Tl [ ]
7.8 other specify ] (1) Yes ] (2)No [ ]
If 2 2 symptoms
7.9 Tt was happenced af the same |:| (1) Yes D {2)Ne [ ]
period of time?
Hisiory of previous genital symptoms or $TIs
8 |Discharge
8.1 Urethral C e ves Clevxe T Dout know ]
1f yes, 8.1.1 How many times? _ tmes [ )]
8.1.2 How long ago was the last time? 812a  days .
8.12b__  months |-
81.2c _  years [ 1]
8.2 Anal |:| (1) Ves D 2)Na D 9) Don't know | ]
If yes, 82 1 How many times? titres [7][7]
8.2.2 How long ago was the last time? 22a__ days [ 1]
8.22b_  months [ ]
§2.2.¢ _  years ]
9 | Genital ulcer [l (11 Yes D (21Nv I:l (9) Don't know [ ]
If yes,
9.1 How many times? __ umes [ 1]
9.2 How long ago wag the last time? 92ua _  days [ 1]
$2b __ months [ 11
2.0 years ]
9.3 Rlister or painfil? [l (1) Ves D 2)No | ]
9.4 Locarion? 941 Penis L] (1) Yes ] 2)No [ ]
9.4.2 Scrotum D {1} Yes D 12)No [ ]
94,3 Ano-rectal ] {1} Yes ] 2} No [ ]
941 Other ] {13 Yes ] 2)No [_]
9.1.4.1 If yes, specify [ 1]
10| Genilal wart EI (1) Yes D {2)No I:I (9) Don't know [7]
IF yes,
10.1 How many times? _ times [ ]
10.2 How long ago was the last tume? 1022 _ days []
102b _ months [ ]
1020 years [ 1]
10.3 Location? 10.3.1 Ano-rectal T ¢ty ves Clewe [ ]
10.3.2 Other DL'I)YES D(Z)No | ]
10.3.2.1 If yes. specify [

YMSM / Clinical Enrollment Fortn v0.6 2 June 2015 2of6



YMSM Clinical Enrollment Form

Study ID:
Today's date:[__J[__M__J[_}20[_1[_] Screening Number: [ || ][ Il
11|Swollen ingninal lymph node(s) |:| (1) Yes D (2)No D (93 Don't know | ]
I yes:
11.1 How many times? _ times [ 11
11.2 Mow long ago was the last time? 11.2a __ days |-
11.2b months [
11.2.c _ years ]
12|Have you ever been diagnosed with any 8TI? [:l (1) Yes D (2)No I:l (9 Don't know [7}
IF yes:
12.1a Specify diagnosis or symptoms [ 1]
12.1b Treatment received |-
12.1¢ Place received 12.1c.1 l:l {1} Self treatmentPharmacy []
(Tick all that upply) 1212 [ (1) Private clinichespiral [ ]
12.1e.3 ] (1) Public clinicmespiral L]
12.2a Specify diagnosis or symptoms [ 11
12.2b Treatment received 1]
2 2¢ Place received 1221 |:| (1) 8elf trearment/Pharmacy []
(Trck afl that appiy} 122¢2 [:l (1) Private clinic/hospital [7}
12.2¢.3 l:l {1} Public clinic/hospiral [ ]
I’hysical examination
13| vital signs 13.1 Body temperature C 1]
13.2 Pulse /min. [ 1]
13.3 Respiratory smin. [ | |
134 BP__ /[ mmHyg | I O |
13.5 Body weight kes. [ | A
14|Physical exam directed by history, system review and symptoms
141 HEENT [l (9) Not Done (Unomal [ (2) abnormal: [ ]
14.2  Lymph Nodes D (9yNot Done (1) normal I:I (2y abnormal: [ ]
11.3  Cardivvascular l:l (9 Not Done (1) normal I:\ (2) abniormmal: [7J
114 Pulmonary [l (9yNut Done (1) normal I:l (2) abnormal: [_]
145  Abdomen D (9) Not Done (1) normal I:l 2) abnormal: [ ]
146  Genital/Rectal D (9) Net Done { L) normal I:l (2) abnormal: | ]
see more in item 13-16
14.7  Musculoskeletal (9)Not Done I:l (1) normal I:' (2) abnormal: [7
14.8 Neurological ()Y Not Done (11 normal I:I (2) abnormal: [_
1.9  Skin (93 Nol Done (1) normal D (2) abnormal: []
15| Ano-genital exam
15.1 Cirenmeised [l (1) Ves D (2)No [ ]
15.2 Penile implant I (1) Yes O 2)No [ ]
15.3 Penile piercing l:l (1) Ves D 2)No | ]
15.4 Tattoo Lo ves Cline []
15.5 Other D (1) Ves D {2)No | ]
15.5.1 If ves, specify ]
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YMSM Clinical Enrollment Form

Today'sdate:] [ JT I 1200 1 1

Study ID:

Screening Number: |

16 Current ano-genital slgns/symptom(s)

16.2 Pain

IF yes, site

16.3 Discharge

10 yes, site

16.4 Blood

16.3 Ulcer
IF yes, site

16.6 Vesicle
If yes, site

16.7 Wart
IF yes, site

16.1 Dysuria (pain with urination)

16.1.1 Perus

16.1.2 Anc-rectal
16.1.2 Other genital arca

16.1.3.1 If ves, specify

Llaves

)1y Yes
[ ]e1) Yes
[l {13 Yes
(] ves

Llowe
Cliove
[ lmywo
D (2)No
@

16.2.1 Urethral
16.2.2 Anal

16.3.1 Urethral
16.3.2 Anal

16.4.1 Pemis
16.4.2 Ano-rectal
16.4.3 Other geniral area

16.4.3.1 If ves, specify

16.5.1 Penis

16.5.2 Ano-rectal

16.5.3 Other genital area
16.5.3.1 It ves, specity

[l (1) Yes
l:l (1) Yes
[ e ves

l:l (1) Yes
[ ey ves

D(I)ch
l:l;l)‘r’ss
[t ves
DLI)YES

D(I)ch
I:ILI)Yes
Lo ves
D(l)‘fes

D (2)No
l:l {2)No

[ Joyne

Lliyne
[l

Clese
[ leywe
[Jmno
[ Jaine

[l
Lo
Lo
CJizyne

16.6.1 Penis
16.6.2 Ano-rectal

16.6.3 Other genital area
16.6.3.1 I yes, specify

D(I)Yss
DLI)YES
l:l(l)‘[es

{1y Yes

D {2)No
D (2)No
D (2)No

(2INo

16.8 Swelling lymph node

C e ves

Ll

i
[
[
]
(]
(L]
[
(]
(]
]
L]
(]

MD comment:

Signature;

Date:] 1L 1L J200 1L 1
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YMSM Clinical Enrollment Form

Study ID:

Poday'sdate:l [ [ 1 1200 1 ] Screenig umber: [ ][

Baseline specimen collection

17| Specimen number (affix label}

For all particants follow 17-1-17.5:

17.1 D Plain tube 6.0 mlx | (HPV, HAV, HBV, HC'V)
17.2 D EDTA 6.0 mlx 1 (Syphilis, L ACH)

17.3 D Urine sample 30-50 ml (CT/NGPCR)

174 I:I 1 Rectal swub (CT/NG PCR)

17.5 [] 1 Anal swah (HPYV PCR)

Having uretiiral discharge or dysuria (symptowatic endy)
17.6 D 1 Urethral swab (stat gram stain)

172 D 1 Urethral swab (NG culture}

8| Teday's Diagnosis

El Primary Syphilis (A51.0)

[ Secondary Syphilis (451.3)

l:l Early Latent Syphilis {AS1.5)

D Late Latent Syphilis (A52.8)

l:l Talenl Syphiliz, imspecified ax early or lale (A53.0)

[] Syphilis, unspecified (A53 9

Tertiary Syphilis (A52.7

Gonocaceal Urithritis (AS4.0)

Gonocoeeal proctilis (AS4.6)

onspecific urethritis; nongonococealnonveneral (N34.1)
Chlamydial urethritis (A 56.0)

Chlamydial epididymitis (456.1)

Chlamydial infection of anus and rectum (A36.3)
Chancroid (AST)

Lymphogranuloma Venereum;, LGV (AS53)

1ferpesviral infection of urogenital tract (A50.0)
Herpesviral infection of perianal skin and rectum (A60.1)
Condylema Aciminata , Veneral Warts (A63.0)

OO000 000 00a0od

Proctitis, non specific (K62 8)
D Penile Ulcer {N48.5)

other: specify

19|Today's treatment (if any)
Benzathine penicillin G
Cettriaxone

Cefixime

Doxyeycline
Azithromycin

Acyelovir

DUbdoono

uther, specity.
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YMSM Clinical Enrollment Form

Study ID:

Today's date:[ [} N[ J7200 1] Sereenmg Number: [ || ][ [ ]

20| Next 2 weeks follow up vistt:[ 1L F[_J[_F20[ 1L 1

21|Next schedunled visitz[ ][ /L ][ }20L [ ]

22| Nurse's nate

23|Signature:
24|Datec] J[_FF[_1_F20L ] 1]
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Appendix 1. Follow-up Clinical Form

YMSM Clinical Follow Up Form

Todayv'sdate:] I 11 T 1200 7T 1 Stucly 112

—_

Type of visit I:I 2 weeks after enrolhment visit
I:l Scheduled visit every 3 months: 4
D Episodic visit (go to Q.12 physical exam}

2 [Previous IV status mr [ oar I
3 |Medical problem in the past 3 months 31 [ 11
32 |
33 ]
3.4 |

4 |Hospitalization in the past 3 months D (1) Yes D (2) Ne | 1
4.1 If yes, reason L]
4.2 [f yes, how many day(s) [ 11

5 |Medication history in the past 3 months l:l (1) Yes l:l {2y Ne [ 1
(Includes ARV or Ols) 5.1 [ 1]

I:l (1) Completed I:l (2) Continuing | 1
52 Lo

I:l (1) Completed I:I (2) Continuing, [ 1]
33 |

I:l {1y Completed I:I (2) Continuing, 1]

6 |In the past 3 months, did you develop any of these symptoms?

6.1 Taver O ves Oeive [

6.2 Myalgia Cloyves Oy e I

6.3 Fatigue Oy ves Oeive ]

6.4 Oral ulcer L1 Yes Lo L1

6.5 Skin rash oy ves Oy I

6.6 Sore throat Oy ves Oy ve ]

6.7 Headache O ayves oo L]

6.8 other specify D (1) Yes D (2) No [ 1]

If > 2 symptoms
6.9 Tt was happened at the I:l (1) Yes I:I (2) No I 1

same period of time?

YMSM Clinical Follow-up form v1.6 2 June 2015 Page 1 of 6



Genital symptoms or STT in the past 3 months

7 |Discharge
7.1 Urethral
It yes,
7.1.1 How many times?
7.1.2 How long ago was the last ime?

7.1.2b
7.2 Anal
1f yes,
7.2.1 How many times?

7.2.2 How long ago was the last ime?

I:l (1) Yes

times
days

moenths
Clayves

times

days

Oy

Cleone

I:l (9) Don't know

l:l {9) Don't know

8 |Genital ulcer
If ves,

8.1 How many times?
82 How long ago was the last time? 8.2a
82Db
8.3 Blister or painful?
8 4 Location? 8.4.1 Penis
8.4.2 Scrotum
8.4.3 Anorectal
8.4.4 Gther
8.4.4.1 Ifyes, specify

|:| (1) Yes

times
~ days
___months
|:| (1) Yes
) Yes
Oay ves
oy ves
D (1) Yes

[Jone

L oNe

(23 No
Oewe
OoNe
[J@ e

|:| (9) Don't know

9 |Genital wart
1F yes,
9.1 How many tunas?
9.2 How long ago was the last time? 92a
92b
9.3 Location? 9.3.1 Ano-rectal

9.3.2 Other

9.3.2.1 II'yes, specify

l:l (1) Yes

tonas
days

~ months
l:l (1) Yes
|:| (1) Yes

J@ne

Oone
CoyNe

I:I (9) Don't know

10)|Swollen inguinal lymph node(s)
If ves,

10.1 How many time?
10.2 How long ago was the last time? 10.2.a
10.2.b

I:I(I)ch

times
days

months

I:l (2)No

I:l {9) Don't know

YMSM Clinical Follow-up form v0.6 2 June 2015
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11| Any STT diagnosed in the past 3 months?
It ves,

11.1a Specify diagnosis or symptoms

11.1b Treatment received

1.
11.

11.1c Place received

(check all that apply)

11.2a Specify diagnosis or symptoms

11.2b Treatment received

11.2¢ Place receved 1

ey ves [

D (M Don't know [ ]

lc.l I:l (1} Self treatment, Pharmacy
le.2 EI (1) Private ¢linicshospital
1.3 I:I (1) Public clime/hospital

2e.1 I:l (1) Sell treatment/Pharmacy

{check all that apply) 11.2¢.1 l:l (1 Private clinic/hospital
11.2¢.1 [ (1) Public clinicthospital
Physical examination
12| Vital signs 12.1 Body temperature °C
12.2 Tulse /min.
12.3 Respiratory /min,
12.4 BP mmHg
12.5 Body weight kes.

) .

[ | | -

(| -

N | L | |
) | Y

13|Physical exam directed by history, system review and symptoms
13.1 HEENT (9 Nol Done
13.2 Lymph Nodes (9 Not Done
13.3 Cardiovascular (91 Not Done D
(9 Not Done
{9) Not Done
(91 Not Done

(1) normal
(1) normal
(1) normal
13.4 Pulmonary (1) normal
13.5 Ahdomen I:l

(1) normal
13.6 Genital/Rectal D

(1) normal
see more nitem 14-15

137 Musculoskeletal I:l {9) Not Done I:l

D (97 Not Done D
(] @NotDone []

(1) normal
13.8 Neurological
13.9 Skin

(1) normal

(1) normal

I | | [ | |

(2) abnormal:
(2) abnormal:
(2) abnormal:
(2) abnormal:
(2) abnarmal:

(2) abnormal:

(2) abnormal:
(2) abnormal:

(2) abnormal:

L]
(.

L]
(.
[]

14| Ano-genital exam (new episcde in the past 3 months)

oy ves
D (1) Yes
I:l (1) Yes
I:l (1) Yes
I:l (1) Yes

If ves,
14.1 Circumcised
14.2 Penile implant
14.3 Penile piercing
14.4 Tattoo
14.5 Other

14.5.1 If yes, specify

Cene
Ol eyne
I:l {2} No
Oeyne
Cowe

I:l (3) Previous ||
I:I (3) Previous [ ]
I:l (3) Previous [ ]
I:l (3) Previous ||
I:I (3)Previous [ |
(I |

YMSM Clinical Follow-up form v0.6 2 June 2015
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15 Current ano-genital signs/symptom(s)

15.1 Dysuria (pain with urination) I:l (1) Yes I:l (2) No
152 Pain [y ves Lo
Tf yes, site 15.2.1 Penis [ Yes HIENS
1522 Ano-rectal iy ves Ol
15.2.3 Other genital area I:l (1) Yes I:l (2) No

15.2.3.1 If yes, specify
15.3 Discharge [ Yes oo
Tt yes, site 15.3.1 Urethral ) Yes o
15.3.2 Anal L@ Yes o
15.4 Blood CJay ves Lo
Tf yes, site 15.4.1 Urethral ) ves Lo
1542 Anal [y ves Ol
155 Uleer Cday ves oo
If yes, site 15.5.1 Penis Cday ves Oy
15.5.2 Ano-rectal [y ves oo
15.5.3 Other genital area I:l (1) Yes l:l (2) No

15.5.3.1 If yes, specify

15.6 Vesicle CJay ves Coeve
If ves, site 15.6.1 Penis I:l (1) Yes I:I (2) No
15.6.2 Ano-rectal [y ves Ol
15.6.3 Other genital area I:l (1) Yes I:l (2) No

15.6.3.1 If yes, specify
15.7 Wart I:l(l) Yes EI(Z) No
If yes, site 15.7.1 penis D (1) Yes EI (2) No
15.7.2 Ano-rectal |:| (1) Yes |:| (2) No
15.7.3 Other genital area (1) Yes (2) No

15.7.3.1 If yes, specify
15.8 Swelling lymph node D (1) Yes EI (2) No

MD comment:

Signature:

Date:[ [ VL 11200 _1[_]

YMSM Clinical Follow-up form v0.6 2 June 2015

Page 4 of 6



16)Specimen collection Specimen number {SpecNo, spnt (affix label)

17|Fer all participants follow 17-1-17 5:

171 |:| EDTA60mIx 1 (HIV, NAAT, LAG , syphilis)
17.2 [ ] Urine sample 30-30 ml {CT/NG PCR)

17.3 I:l 1 Rectal swah (CT/NG PCR)

Having urethral discharge or dysuria (symptomatic only)
17.4 I:I 1 Urethral swab (slal gram stain)
17.5 D 1 Urethral swab (NG culture)

18| Today's Diagnosis

I:I Prunary Syphilis (A51.0)

D Secondary Syphilis (AS1.3)

‘:’ Early Latent Syphilis (A51.5)

|:| Late Latent Syphulis (A52.8)

|:| Tatent Syphilis, unspecified as early or late (AS53.0)
D Syphilis, unspecified (A53.9)

I:l Tertiary Syphilis (AS2.7)

D Gonecoeeal Urithritis (AS4.0)

[:l Genecoceal proctitis (AS4.6)

I:l Nemspecitic urethritis; nongonococeal/nanveneral (N34.1)
I:l Chlamydial urethritis {(A56.0)

[:l Chlamydial epdhidymitis (AS6.1)

D Chlamydial infection of anus and rectum (AS6.3)
|:] Chancroid (AS7)

I:I Lymphopranuloma Venereum; LGV (AS5)

I:l Herpesviral infection of urogenital tract (A60.0)
|:| Herpesviral infection of perianal skin and rectum (A60.1)
[:' Condyloma Acuminata ; Vencral Warts (A63.0)
D Proctitis, non specific (K62.8)

|:] Penile Ulcer (N48.5)

[:I othar; specify

YMSM Clinical Follow-up form .8 2 June 2015
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19| Today's treatment (if any)
Benzathine penicillin G
Ceftriaxone

Cefixime

Doxycycline
Agzithromycin

Acyelovir

ODOoO00Ooono

other; specify

20| Next follow up visit: [ [ 1/ 1[_1/20[_1[ 1 Reason

21|Next scheduled visit: [__][_ /1 [/20[__][__] (every 3 months)

12| Nurse's note

23 |Signature:
24[Date:[_1[__I_1L_120_][_]
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