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Appendix 1 Consent form

Cost-effectjveness of Isoniazid 9 months versus Rifampicin plus
Pyrazinamide for prevention to active tuberculosis among HIV-
Infected persons in Chiang Rai, Thailand

TB/HIV Research project, Provincial health office Chiang Rai and TB Division,
Ministry of Public Health, Thailand

Now, .. We are asking you to take part in this research study. What this would
mean to you is that today we would take another chest x-ray, sputum smear, tuberculin
skin test and a tube ofblood from a vein in your arm. Your blood will be tested to make
sure you are the kind of person who is less likely to have side effects from the antibiotic
and the medicine used to prevent TB, to see how early or advanced your HIV infection
IS, and to make sure you are not pregnant(in case woman). If everything from the tests
looks ok for you to be part ofthe  dy, you would need to come back in two weeks, to
give another blood sample and then every month after that come to this clinic to be
checked and to get your medicines. “Being checked” means answering simple
questions about your health, having the pills that are leftover from your last refill
checked, and giving a urine sample, you will be apart of the  dy for 9 monthss, or
until you get sick with TB, can't take the medicine because of side effects, or because
you don’t take the medicines or come for follow-up as directed.

Benefits: Those participants who may benefit from the TB chemoprophylaxis
will be provided with free medication, after they are counselled about TB. Everyong in
the dy takes at least two months of the TB tablets which can greatly reduce the
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chance that you will get TB and may have fewer infections than if they weren't in the
study. You will also be seen by a nurse or doctor once a month so that if you do
become sick you may be treated sooner. You should come back sooner than your
scheduled appointment to get the right care. This research may also help us care for
other persons living with HIV/AIDS in the future,

Risk/Discomforts: If you feel uncomfortable to answer some of the question,
you have a right to skip or stop answering. Regarding to the skin tests, the antigens are
widely used and well proven as safe. Well-trained personnel will carefully perform the
skin tests with internationally standardized antigens to minimize the pain, ulcerations,
slough and contaminated infection at the injection sites. Major inconvenience is the
requirement that you have to return for two days later. We will reimburse you
transportation or other expenses in connection with the participation in this ~ dy.
Taking the blood from your arm may cause mild pain from the needle and cause a
slight change in color in the skin where the needle goes in.(This take a few days to
normal.) Your body will replace the small amount of blood we take in a few days.
Some people get side effects from the TB medicine, these side effects are usually mild
and don’t last long, like a little rash or stomach upset. But sometimes the side effects
are serious, like liver disease. We will try to not let this happen.

Confidentiality: Your name will be used in any speech or paper about this
study. We will not share any of your results with anyone or tell your status to other
people like your friends, family, or boss.
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Refusal to participate: If you do not want to take part in this research study
you can change your mind at any time and stop being in the study . If you have any
(uestions about your rights in this study you can talk to Dr....... and Ms. Saiyud
Moolphate(Research nurse) TB/HIV research project, 1050 Sathanpayaban Road,
Muang District, Chiang Rai, Thailand. Tel: 053-713135

When you sign below, it shows that you agree to let us enroll you inthe ~ dy.

If there is any part of the study that is not clear to you, ask the nurse or doctor about it

now. Do not sign until you get answers for all your questions. I you agree to be in this
dy, please sign here.

l,(name)

Address number mu tambol amphur

Province , have been explained and understand the information

contained in this form explanation.
| understand that my participation is entirely voluntary, and that | can change
the consent at any time when | wish. I voluntarily participate inthe ~ dy.

Signature (participant)
Signature (responsible person)
Signature (witness)

Date....../ 72003
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Appendix 2: Enrollment Questionnaire form of treatment of LTBI

Study ID

Cost-gffectiveness of Isoniazid 9 months versus Rifampicin plus Pyrazinamide for
prevention to active tuberculosis among HIV-infected persons
in Chiang Rai province, Thailand

LT ETVIBWET .....ovvvvoeesssseveeesssssssessssssssesssssssesssssssssessssssssesssssssssssssssseesssssssessssssesesssssens

Information Filling or marking (V) in a blank space or right answer

Demographic characteristics

4. Sex [ [ male [ ]female
5. What is your birthdate?(dd/mmAYYY)...cveevvvessinne AQL..rriirinn (years)
Patient must be 18-50 to be enrolled.
6. Address
T ROV NAME OFVIllAgR...covvrrcsrrrcccsrrrssirsrren

Moo Sub-district
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District

[ ] Maung [ ] Weing Chai [ ] Chiang Khong
[ ] Tong [ ] Phan [ ] Padad

[ ] Mae Chan [ ] Chiang San [ | Mae Sai

[ ] Mag Sreoy [ ] Wiang Pa Pao [ ] Paya Meang Ral
[ ] Wiang Kan [ ] Mae Pha Loang [ ] Kun Tan

[ | Mae Lao [ | Wiang Chiang Rung [ ] Doi Luang

1. PRONE UMDY ... vercvvvvvssssssssssssssssssinsssssssssssssssssssssssssssssssssssssssssssssssssses

8. CIIZEN ID..ovvocvvvvvvsssssvesssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssss

9. Name of close friend or relative who will know the subject’s outcome in case the
SUDJECL IS 108t 0 FOHOW-UD..vcvvvvvesvvvrsssrsrssssnvssssnsssssssssssssssssssssssssssssssssssssssssssnes
10. Nationality

[ ] Thai [ ] FOreign (SPECify)....vvmmmmvrmssrsrnsen
11, Ethnic
[ ] Thai [] Chinese [] Burmese [ ] Laos
L )
12. The highest educational level
[ ] None [] Primary school [] Secondary school
[ ] College/ Vocational training [ ] Bachelor/Post graduate
[ ] OthEr(SPECIFIC)..ovvsrvvrvsrvrrssrvrssssssssssssssssssssssssssssssnes
13, Occupational
[ ] Farmer [] Civil servant ~ [] Labor

[ | Merchandise [ ] Housewife [] student
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[ ] Military/ Police [ ] Fisherman [ ] Teacher

[ ] Employed by company [ ] Self-employed
[ ] Monkshood [ ] Unemployed
0T 1) I ———

14. Marital status

[ ] Single [ ] Marriage [ ] Divorce
[ ] Widow [ ]others.....
Patient cost of Droeram

15. Do you have health insurance ?
[ 130 bant [ 130 baht with gold card [ ] social security insurance
[ ] Civil servant medical benefit
[ ] Free medical care for the elderly(Elderly card) [ ] Nothing

16. AVEIage INCOME..uvvvvvvvvvvssrssmsssssssssssssssssssssrssens oo Baht/day

17. How many days do you Work per Week..........u. e Days

18. Do you pay any money to hospital for this visit?
[1] No [2] Yes, how much........ cccvveernn baht and for what
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19, You g0 to hospital DY ...vvvvvvessrvrnssrssrsnn

[[Bus [ ]Tuk-Tuk [ ] Motorcycle
[ ] Own car [ ] Others.......oovvvssrirn
20. How far from your house to NOSPItal?..........c..cevvvrmsrvvsnsns Kilometers
21. How many person go to hospital With YOU?.........cccuuvvvresrnen Persons
22. How much you pay for transportation cost (patient) in this VISit................. Baht
23. How much you pay for transportation cost(relatives) in this Visit.................. Baht

24, Do you have to stay overnight for this visit?

[1] Yes [2] No
Ifyes, how much you pay for accommOodation............cwerrvvessrvvnsenn baht (patient)
Ifyes, how much you pay for acComMOGation......cc.vvvervvvsssrsrns baht (relatives)

25. Do you ask any hody to look for your house while you go to hospital?
[ ]No [ ]Yes

If yes, do you pay money for them for look after your house?
[ [No [ ]Yes baht



26. Do you ask any hody to look for your child while you go to hospital?

[ [No [ ]Yes

Ifyes, do you pay money for them for look after your child?
[ No R —

TB screening

baht

27, Has the subject had any of the following? ( can check more than 1choice )

1 Chronic cough more than 2 weeks

2. Coughing up blood (Hemoptysis)

3. Fever > 2 weeks

4. Night sweats

5. Body weight decrease less than 10%
(Unexplained weight loss)

6. Shortness of breath

7. Chest pain

8. Fatigue poor appetite

9. Others/specify

Has the patient ever taken treatment for TB?

Ifyes, Where did you get the treatment and how long were your treatment
FRSUIL? vt

|f“yes”, patient is ineligible for study.

[]Yes
[ 3Yes
[]Yes

[ 3Yes
[]Yes

[]Yes
[ 3Yes
[]Yes
[ 3Yes

[ 3Yes

[ 3No
[ 3No
[ 3No
[ 3No
[ 3No

[ 3No
[ 3No
[ 3No
[ 3No

[ 3No

134
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29.0n DM treatment [ ]Yes [ INo

30. What is patient’s estimated KarmnofSky StatUS?..........vvmuermvrmsmesmsmmsssssmssssssrssssnns
Must be > 60 for enrollment

31. Is the patient taking any antiretroviral drugs now?
[£YES, SPRCITIC....vvvrsrvvvrssrvvrrsssnsrnsssinsssssnssssssssssssssssssssssssssssssssssssssssnsees

32,0ther than antiretrovirals, is patient taking other medications? (Do you on regular
drug?)
[FYES, PIRASE TISL....ovvsvvvvvssrvvvssvrrsssssrssssssssnssssssssssmsssssssssssssssssssssssnnen

Side effect screening

33. Has patient ever been told he or she had viral hepatitis or any serious liver disease?
[ ]Yes [ INo

34. Alcoholism(Drink alcohol everyday in past 6 months)
[ ]Ves [ INo

35. Pregnancy? [ ]Yes [ INo
36. Has the patient ever had a serious reaction to any medication?

[]Yes [ INo
|fyes, which medication?
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What was the reaction?
L rash 2. Trouble breathing 3. Hematological reaction(anemia)
4. swelling 5. Unsure
Adherence screening
37. Do you have plan to move to another province?(Uncertain address)
[]Yes [ [No
38. Do you allow health staff for home visit?
[ ]Yes [ ]No
39, Have you ever used drug addict?
[ ]Yes [ ]No
Physical examination
40. Body Weight........ccccvvveen Kilograms — Height........ccocceeeen Centimeters
41, BCG scar []Yes [ INo
42. Oral candidiasis or hairy leukoplakia [ ] Yes [ [No
43, Herpes Zoster more than 1dermatome [ ] Yes [ ]No

44, Central nervous system dysfunction [ ] Yes [ INo
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Laboratory

45. Chest « ray date(dd/mm/year)........uuvvnen
[ ] normal
[ ] abnormal Specific........cccvvvccrvvrsssrnnn

46. Sputum smear AFB date

L(dd/mm/year).............. [ ]positive.... [ ] negative

2. (dd/mm/year).......vw [ [positive [ ] negative

3. (dd/mm/year).......... [ ]positive [ ] negative
BT, CD Ao
48. CBC  date obtained (dd/mm/YAr)......c.ccuurrvrrsrenn
Total
WBC..oooorvrvssssmssmssssssssssssssssssssssssssssssssssssssssssnes
NEULTOPNIL COUNL....vvvevvvvvsvvvns cerrrnns s
HEAMOGIODIN.....ovvvevvvvrssvvrrsssssssssssssssssssssssssssssssssnnes
PIRLBIEES...cccvvvvvcrvrsserrssnenssisssesssesssnssssessssssns

49, Liver function test : SGOT(aspirate aminotransaminase)
(dd/mmiyear).........cne.
Total DIITUDIN....vveeecvrreeccsrreresisrren

50. Creatining(dd/mm/year)
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PPD skin test

51 Have you ever had Tuberculosis skin test before?
[1] YESIWNEN.....ovvcvvvrvvrssnvrssssssssnssssssnssnnns [2] No

52. DIMIY of skintest .../ v Time . am/pm.

Location of skin tests
o [ ] Left forearm ) PPD test
o [ ]Right forearm PPD test
RESBATCNEN NUISE oocvvvvevesvvssvssssssssssssssssssssssssssssssssssssssssssssssens

53. Appointment date for reading (DIMIY) oo eovvci e TiMme.rnnn am./pm.
Appointment place for reading
[1] Athospital.........ccccerrrree [2] At home or health center...................
Reading skin test
This part should be asked when skin tests are read (2-3 days) but not later than 5 days.
54, Reading Date (DIMIY) ool v Time__ . am/pm.

55. The longest diameter of induration( not erythema) in mm

PPD TESE= oo sesereneen mm.

Reader’s signature.
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56. Does the contact case complain any sicle effects?

1Erythema [1] Yes [2] No

2 Blister [1] Yes [2] No

B OtNBIS....vvvvvvrrssrssssssssssssssss s s
Conclusion

This patient can meet criteria....

[ ] Yes, ifyeswhich regimen..........co. [ ] No, because
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Appendix 3: Follow up questionnaire form
Study ID

Cost-effectiveness of Isoniazid 9 months versus Rifampicin plus Pyrazinamide for
prevention to active tuberculosis among HIV-infected persons in
Chiang Rai, Thailand

LT AT O

Information Filling or marking (V) in a blank space or right answer

1 Date of follow up.(dd/MMIYYYY). oo
2. NAME...ooovvvveessonssssssssssss st s s 11
3. Hospital.......ccccocrrernn ]\ S DCC NO......ovvrccrrrnn IPTNO..vvrrrrrn

Patient cost of program
4. How many days do you work per month...........ce..eeeereee Days

5. Do you pay any money to hospital for this visit?
[ No [ 1Yes, how mUch........ccccvvccivnn baht and for what
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6. You go to hospital BY......c.cuvvvvesevvvssrnnn
[ ]Bus [ ] Tuk-Tuk [ ] Motorcycle
[ ] Own car [ L0111 —

7. How far from your house t0 hoSPItal?........c.eevvveesrvvvsssrrrn Kilometers

8. How many person go to hospital With YOU?..........cc.ccrrvvee persons

9. How much you pay for transportation cost (patient) in this Visit..................... Baht
10. How much you pay for transportation cost(relatives) in this Visit..................... Bant

11. Do you have to stay overight for this visit?

[1] Yes [2] No
Ifyes, how much you pay for accommOUatioN........vwevvvvessvvvrssrrre baht (patient)
If yes, how much you pay for accommOdation........eweervveesrvvvsssrenn baht (relatives)

12. Do you ask any hody to look for your house while you go to hospital?

[ [No []Yes
Ifyes, do you pay money for them for look after your house?
[ [No R — baht

13. Do you ask any body to look for your child while you go to hospital?
[ INo []Yes



|fyes, do you pay money for them for look after your child?

Evaluation for active TB
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14, Has subject’s had any known exposure to active TB since last follow-up visit?
[ ]Yes [ ]No [ ] Unknown

15. Has the subject had any of following ?
15.1 Chronic cough more than 2 weeks [ ] Yes
15.2 Coughing up blood (Hemoptysis) []Yes
15.3 Fever > 2 weeks []Yes
154 Night sweats []Yes
15.5 Body weight decrease lessthan 10% [ ] Yes
(Unexplained weight loss)

15.6 Shortness of breath []Yes
15.7 Chest pain []Yes
15.8 Fatigue poor appetite [ ]VYes

Evaluation for compliance with study medications
16. Does the subject report taking ! medications?
[]Yes [ ]No

[]No
[]No
[]No
[1No
[]No

[]No
[]No
[ INo

17. From INH pill count, how many missed doses have there been in the last month?

[1=05 []=610 []=11-15 [] =160

[1=5

[] unknown
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18. What are the results of INH urine metabolite test?
[ ] Neggative [ ] Positiave [ ] Not done

19. What is the color of urine ?
[ ] yellow(normal) [ 3orange

Evaluation for drug side effects
20. Has the subject had any of the following symptoms that might be related
medications?
a) Jaundice [ ]Yes [ INo [ ] Unknown
b) exfoliate dermatitis [ ] Yes [ INo [ ] Unknown
¢) peripheral neuropathy [ ] Yes [ [No [ ] Unknown
d) persistentjoint pains [ ] Yes [ [No [ ] Unknown
¢) nausea/vomiting []Yes [ INo [ ] Unknown
1) abdominal pain []Yes [ INo [ ]Unknown
g) loose stools (3 in 24 hour period)
[JYes  [INo [ ]Unknown
1) less frequenturination [ ] Yes [ INo [ ] Unknown
) swelling of feet [ ]Yes [ INo [ ] Unknown
k) shortness ofbreath [ ] Yes [ [No [ ] Unknown
1) paleness and/or severe fatigue[ ] Yes [ [No [ ] Unknown



(1)

ltems

Counselling
Nurse

PLWA volunteer

Consultants

Physician

Medication
Anti-TB drug
IN H

Vit B6

(2)
Unit

1 hour

1 hour

1 hour

Ltablet
(100 mg)
Ltablet
(100 mg)

Appendix IV: Work Sheets for Cost Calculation
Hospital point of view
(3) (4) (5)
Formula Unit cost of the item Hour or weight or volume or test or

unit used for 1 HIV infected person
during 9 months

(1 hour *salary/(20day*8hour) X baht/hour X hours

(1 hour *salary/(20day*8hour) X baht/ hour X hours

(1 hour *salary/(20day*8hour) X baht /hour X hours
Ltablet = X baht X Baht/1 tablet(100 mg) Jtablets X 270 day = 810 tablets
Ltablet = X baht XBaht/l tabletdOO mg) 1ltablets X 270 day = 270 tablets

(6)
Sub total cost
of the item
(4X5)

(X hour) * X baht/ hour
(X hour) * X baht/ hour

(X hour) * X baht/ hour

X Baht/tab * 810 tablets

X Baht/tab * 270 tablets



(1) () (3)

ltems Unit Formula

Treating drug from side effect of INH

Consultant(Physician) L hour (1 hour *salary/(20day*8hour)
Ltest = X baht

ltabletfx mg) = X baht

Laboratory (up to side effect) 1 test

Medication (up to side effect) ~ 1tablet (x mg)

Laboratory

Sputum microscope 1slide Lslide = X baht
Sputum culture 1specimen 1specimen = X baht
HIV 1 test Ltest = X baht
SGOT 1 test Ltest = X baht
Bilirubine Ltest Ltest = X baht
Tuberculin Skin Test (TST) 1 test 1test = X baht

(4)

Unit cost of the item

X baht/hour
X baht/ test
X Baht/1tabletfx mg)

X baht/ slide
X baht/ specimen
X baht/test
X baht/ test
X baht/ test
X baht/ test

(5)
Hour or weight or volume or test or
unit used for 1 HIV infected person
during 9 months

X hours
X test
X tablet(x mg)

3 slides *2 times = 6 slides
1specimen
1test
X tests
X tests
1test

(6)
Sub total cost
of the item
(4X5)

(X hour) * X baht/ hour
(X test) * X baht/ test

X tablet(x mg) *
X Baht/1 tabletfx mg)

(X baht) / slide * 6 slides
(X baht) / specimen
" X baht/test
(X tests) * X baht / test
(X tests) * X baht / test
X baht/ test



ltems Unit

Managing for patient loss follow up

(3)

Formula

(4)

Unit cost of the item

(5)
Hour or weight or volume or test or
unit used for 1 HIV infected person
during 9 months

Nurse Lhour (1 hour*salary/(20day*8hour) X baht/hour X hours
Driver L hour (1 hour *salary/(20day*8hour) X baht/hour X hours
Vehicle's operation  maintenance 1day Fuel+ lubricans+ batteries, X baht/ day X day
insurance+registertion
fees,etc. in Lyear
365 days
Total costfor 1 HIV infected person of INH regimen
Average cost of HIV infected oerson of INH regimen in program = X x1 +X x2 + Yjx3 + X X4... +X xn

N

N=number of patient in program

(6)
Sub total cost
of the item
(4X5)

(X hour) * X baht/ hour
(X hour) * X baht/ hour
(Xday)*X baht/day
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