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Abstract

Background: Rifampicin and protease inhibitors are difficult to use concomitantly in HIV infected
patients with active tuberculosis due to drug-drug interaction. Rifabutin (RBT) has been
proposed as an alternative rifamycin, but there is concern that the current recommended dose
(rifabutin 300 mg 3 times per week) is suboptimal. The principal aim of this study was to
compare bioavailability of two doses of rifabutin (300 mg three times per week and 150 mg
daily) in patients with HiIV-associated tuberculosis who initiated lopinavir/ritonavir-400/100 mg
based antiretroviral therapy in Thailand.

Method: This was a randomized, open-label, multi-dose, two-arm trial, conducted in 2 sites in
Thailand (Bamrasnaradura Institute and HIV-NAT). Rifabutin pharmacokinetics were evaluated
before and after the introduction of lopinavir/ritonavir -based antiretroviral therapy using patient
randomization lists. Serial rifabutin and 25-O-desacetyl rifabutin concentrations were measured
during a dose interval after 2-4 weeks of rifabutin 150 mg daily, or rifabutin 300 mg three time
weekly with lopinavir/ritonavir.Concentrations of lopinavir/ritonavir post rifabutin treatment
were also measured. CD4, VL and ALT were collected every 12 weeks. Rifabutin and 25-O-
desacetyl rifabutin were performed by LC-MS/MS (Liquid Chromatograph-Mass spectrometer).
Lopinavir and ritonavir concentrations were performed by high performance liquid

chromatography (HPLQ).



Results: Of 34 enrolled, 21 patients were included in this report because they have completed
48 weeks and had pharmacokinetic data available. Ten and eleven patients were respectively
randomized to the two arms (RBT 150 mg daily and RBT 300 mg three time a week). RBT150 mg
daily with lopinavir/ritonavir was associated with a 41.9% mean increase in rifabutin average
steady state concentration compared with RBT 150 mg alone. In contrast, the rifabutin average
steady state concentration increased by 145.2% when RBT was given at 300 mg three times per
week with lopinavir/ritonavir. The area under curve of rifabutin concentration of RBT 300 mg
three times a week was 72.7% higher than RBT 150 mg daily (15.5 vs 8.97 mg/L/hr. The different
doses of rifabutin had no significant effect on lopinavir/ritonavir plasma concentrations. Uveitis
was found in 2 cases of RBT 300 mg three times a week. At week 48, 90% of RBT 150 mg daily
and 72.7% of RBT 300 mg three times a week had HIV RNA < 50 copies/ml.

CONCLUSIONS:
Based on these findings, rifabutin 150 mg daily may be preferred when co-administered with
lopinavir/ritonavir in patients with HIV-associated tuberculosis. Lopinavir/r 400/100 mg 2 times a

day is adeguate when it is used concomitantly with RBT.

Keywords: rifabutin, lopinavir/ritonavir, pharmacokinetic
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3‘Uﬁ 1 WNUN15ANWI; PK: pharmacokinetic, OD: once daily, TW: thrice weekly

{ Am A 10 patients 1

1 Follow until week 48
Rifabutin 150mg OD with |
1 e l sm———

| ~ ! .
. Lopinavitfritonavir, isoniazid, | Check CD4, viral load at
21 patients j _ pyrazinamide, ethambutol | week0, 12,24, 48
Rifabutin 300 mg OD with
isoniazid, pyrazinamide, | D Check ALT atweek 2,4, 8,

Arm B ;11 patients

ethambutol 12,24,36,48

‘ Rifabutin 300mg TW
—>
|

.\1
with Lopinavir/ritonavir, ! sme—— |
ide, |

isoniazid, pyrazin

2 weeks 2 to 8 weeks 'B upto 48 weeks
V
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m'ﬁa‘fl 1 Study schedule

at week 0,12,24,36 and 48

fariables Screening Pre- Baseline Weekl | Week | Weekd | Week | Week | Week | Week | Week
(d-weeks | baseline | (weeko) | ° 2 8 12 2° | 36 a8
before (14 days)
baseline)

‘onsent form X

nclusion/exclusion X

riteria

fistory and X X X X X X X X X X

:xxamination

tifabutin started X

{aemaglobin, X X X X X X X X X

‘eripheral white cell X X X X X X X X X X

ount

latelet count X X X X X X X X X X

erum creatinine X X X X X

JA X

1Bs Ag, anti HCV® X

LT X X X X X X X X X X

‘BS, Lipid profiles X X X

DAL 5 X X X

'BMC X X X X X X

>harmacokinetic X

lood sampling

Rifabutin)

’harmacokinetic X (full

lood sampling PK)

LPV/r and

tifabutin)**

DM of LPV X*

DM of Rifabutin X°

feight X

Veight X X X X X X X X

‘ye Examination X X X X

Jocumentation of X X X X X X X X X

\l concomitant

nedication

“linical review and X X X X X X X X X

»atient feedback

‘otal blood volume 12 0 42 7 62 23 23 23 30 0 23

ml)

*for those who have elected to continue to receive LPV/r-containing ART following completion of pharmacokinetic study and are still

receiving LPV/r-containing ART after completion of anti-Tb therapy. TDM could be done at least after 2-4 weeks of rifabutin discontinuation

’ALT/CBC at Day 7 (wk1), optional and patients do not need to come to clinic if they are doing fine.

PALT/CBC at week16 and/or 20 if Rifabutin is still used patients do not need to come to clinic if they are doing fine.
¢ Hepatitis B and serology are not required if they have been done before

“ I CD4 or VL have been done at screening visit, Baseline visit could be skipped

e
or week8

** full PK of LPV/r , rifabutin could be done at week 2, 4 or 8
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Wneusin1sARLEanNaNdainst13aulAINTS (Inclusion criteria)
1. fnansasradentuduidadeioyled
2. 91y 18-60 U
3. liwelasvendmulisaendunneu wseirelasvendulisaendunneundiinning
ms¥nundumaurliinsRosngulusieadustines (hidludeatosndn 50 Reud/
ﬁaaamﬂuwijﬁ%'wismumqm P)
laiginsuiucos
1A ALT < 5 Wwassgaua1unf
A1 Serum creatinine < 1.4 mg/dl
3iA1 Hemoglobin > 7 mg/L
Iisunsitedenduinlsauasidesnumessrialsanililsunsdunseslsvhyfu
wazAadginsldenlsunitduduvseelsviyiu negatlos ¢ dav ndsannlaen
aulasaiend
9. lifimsfniorelenmaduiitisuegluunieth
10, twitihaunnnan 40 Alans
11, Busessmivainslonasasieluluduseudisnlasimsises

© N o ok

WNEU9INNSANDNEENATEINANNISANET (Exclusion criteria)

1. ﬁwﬁﬂﬁ%‘umaLaasaUéLLazmnﬂQﬁﬁmmuﬁu‘] (andu MslasusafissoaalunIssnY
RIS Tuszaziaandu)
2. Mdsleueniiinanaundraurmansuoseniivinn1sdinenise
3. orenadinsiimadldusanesedvidosnanin daunndiideiimnuiiuienaiinansznude

AIALEUUITE
4. anasiasiildanunsafnmunssneldmudeiusedasinisise
5. gnanadasiasdovielasunisitadoudrindudusnauuuudoundu wionaatasiiu
IfasusniEunuuEedianunsarnmnandeld wninaves ALT vise AST < 5 x ULN
6. eanasinsAiaAn Karmnofsky performance score <30%
7. ovenarrsiduinlsaidevuanes, nszgn uazdede (luseninimsinwszezenimoen
fudnlsn)
8. orenerpsvidanns s
9. lunsdifioraaipsidenldongnsiiidvbisudladldolafiundes/Alnundes erslsinm
‘Luﬁﬁé‘fa‘lﬁloﬁ%’uﬂszmuméf’ml’;%’a gnanainsaunsasuUseusndwn lususlavdsanniild

° s 'Y a P P ) =
yinmsinsgauenlaiunies/Anndesualluduavn 2-8)
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wnginsiananAnsAnw (Discontinuation criteria)
n. inuivienanalnsidnainnisnel (Discontinuation Criteria for Participant)

1.
2.

9181aIATYENDURDBNIINLATINTG
wngidedndulainaanadasenslasuduasemnithululaseaniseely

3. Tunsdloanasinsgneedlnudngn Senonanadinsgneiedvnudinnlusening 4 dUav

wsnBANsinINlaTINsAaglianunsanINNIRIAsERUELULAL D UA LR
winaiugideasiinsfamusioidedlagennsiinisnsaa rifabutin WAz lopinavir
concentration WuLUY random time ieAuUaBAfB I eiiszfusassiio
Tusauitvensuls 'lajqu,ﬁmwa‘ﬁwL?}aw%‘as‘?wlﬂﬂmﬁﬂms%am

. NN SR IUUENVTERANM AN YINILATINYG (Termination Criteria for the Study)

1.

anuRauINsAuaTeIN ITeluuyed nioanenssuN1RTUNFEETIUMTITY
AzuNNEmMand Pnaensaiuminends fuflilesinsiteduganounanduga
Tasans lesnnmmraiiasamianndy Usslevvesenanasing vidoduy
lassnsgnendnlaegatiuayy

WIIHANNTUTMNTOUY
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A5 97 3 1ENELASIYN3IUTATINIG AT N1TRAAIUBIEIENATIUIATINAS

Total Rifabutin 150 mg once Rifabutin 300 mg 3 times a
daily week
Enrollment 34 17 17
Week 24 27 14 13
Week 48 26 13 13
Discontinue 8 4 4

agUormaiasiidnsnlasems uas agumsianmenanadinsfisiulasenis

Tneduauoraasinsiamunlfidrsanlasamsdnn 34 au fauvau lunduitldlswydu 150
un. Juagada $1u 17 A uazlundguitldlsvhyiu 300 un. awedsreduai $1umu 17 au

- ludanidl 24 flenanadasvianun 27 au Felunguilldlswiyiu 150 un. Suazadadou 14
a1 warlunduitldlswyfu 300 un. awndadeduani s 13 au

- ludansiii 48 Slenanasinssionn 26 au Gdlunguitldlsuyiu 150 un. Suagada S 13

au uaz lunguitlalsviyiu 300 un. amesadunv S 13 Au

LY A a v ] o é U A a L2 ﬂ’j o
wag aranalasigAdisimlasang $aau 8 au da lunquitlalsvaydu 150 un. Juagase 91U 4 A
waz lunguitlalsvihydu 300 un. awAsssodUayt $1uau 4 ay
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o | o
M139N 4 mﬂﬂﬂuﬂi‘mnaumaanmﬂiﬂi\‘lmi

PID Last visit Week Group Reason
stop
Non-compliant with
116-001-0015 | 22-Mar-17 9 Rifabutin 150 mg once daily protocol
Rifabutin 300 mg 3 times a Non-compliant with
116-001-0014 | 08-Mar-17 12 week protocol
Non-compliant with
116-001-0008 | 17-Oct-16 26 Rifabutin 150 mg once daily protocol
Rifabutin 300 mg 3 times a
116-001-0016 | 26-Sep-17 36 week Lost follow-up
Rifabutin 300 mg 3 times a
116-007-0002 | 05-Oct-15 4 week Serious adverse events
116-007-0003 | 09-Dec-15 8 Rifabutin 150 mg once daily Death
116-007-0012 | 01-Sep-16 2 Rifabutin 150 mg once daily Patient’s request
Rifabutin 300 mg 3 times a
116-007-0013 | 05-Jun-17 39 week Patient’s request

anfifisranasinsidnanlasansifusuiuiaen 3¢ au ddlusurumantiu Senanainsiinaus
p8nNlATINIg Wudwu 8 Au mqwaﬁaaucfhaanmniﬂsamiﬁs'\aasL?)aﬂéi'aif
- lignansafanunisinslanssindeiiruavedlasensivg 31U 3 AU
~shnananiaiefanimeinis sauau 1 au ludandid 36
- Rmansallaifeuszasdieusaiueanasing 1w 1 au ludaid 4
- pranasiasdsinszrinanmsiaanaululasenis suau 1 au luduavi 4
- prandinsvenaufeosnanlasanIsienues w2 au TudUuavin 2 way 39
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A15199 5 dnwznieadtnuesenaiadaslunisdnen (Demographics at baseline)

Total Rifabutin 150 mg Rifabutin 300 mg 3
N=34 once daily times a week
N=17 (Arm A) N=17 (Arm B)
Median (IQR) Age in years | 34.5 (29-45) 41 (34-46) 30 (29-38)
Sex; N (%)
Male 30 (88.2) 16 (94.1) 14 (82.4)
Weight 56.9 (50.3-63.1) 57.7 (46.7-63.1) 56.7 (52.3-60.9)
CDC class C 27 (79.4) 13 (76.5) 14 (82.4)
Homosexual 14 (55.9) 7(41.2) 7(41.2)

[
o v oA A

ANWUZNNAANNUBIANANATIINTINIATINITIIUIU 34 AU TRl A
v oy 4 ° - P - & H 'Y}
- Tuginsulasamsduau 34 au dengiady 34.5 Y unagnglagsanvionan 30 au dhiwnin

& o s =] i v A LV cJ .
Toewais 56.9 Alansdy dan cDC Tuszdu C wdesiu 27 wazeianadasiidu Men Who have sex witn

men (MSM) 97174 14 Ay
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a a a
M15719% 6 Uszansuavaanisldenlsviydiu

Total Rifabutin 150 mg Rifabutin 300 mg 3 | P-value
once daily times a week
CD4 cell count cell/mm’
Week 0 96.5 (45-278) 171 (40-385) 84 (48-137) 0.41
Week 24 203 (106 - 276 ( 140- 415) 135 (98-267) 0.27
334)
Week 48 341 (218-494) 428 (240-560) 275 (194-370) 0.16
HIV-RNA < 50
copies/mL
Week 0 7 (20.6) 5(29.4) 2(11.8) 0.20
Week 24 18 (69.2) 11/14 (78.6) 7/12 (58.3) 0.27
Week 48 16 (76.2) 10/13(76.9) 10/13(76.9) 0.99
ajuuszAnsnaveanisidenwiyiureseraadnsdnuiu 34 au wuld Kausdrsanlasanis
(Uit 0) JuiiadUnviit 48 onanasias wadn CD4 cell count cel/mm3 tuTumiugidu ognadl

TydAyneana

d7u Na HIV-RNA - <

50  copies/mL wu1 liwulisaies ledluildenannidnsanlasanig
[ aj 1 41 Yo [ ¥ L4 % a U v 4 1 d’f =4
(@9 0) 20% ualiislasumssnwimessiulasaeyle? wuii Sevasinsivlunusevleiludon
PR 4 v ") ¢ o X o o ¢
Wy Sovay 69.2 Tuduavin 24 uasiiutuiliusesay 76.2 Tuduanvin 48
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100
90 -

Percentage (%)

B Rifabutin 150 mg once daily ® Rifabutin 300 mg 3 times a week

78.6 76.9 76.9

Week 0 Week 24 Week 48

Figure 1. Show percentage of VL < 50 copies/mL between Rifabutin 150 mg onec daily and Rifabutin mg

3 times a week
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M13199 7 audasadelunisldenlsvayiu

Total Rifabutin 150 mg | Rifabutin 300 mg 3 | P-value
once daily times a week

Hemoglobin

® Week 0 | 11.6(10.2-132) | 122(11.2-13.7) 10.9 (9.5-12.1) 0.06

® Week 24 | 12.1(10.1-13.9) 12.9 (10.6-14) 11(9.8-13.1) 0.13

® Weekdg | 13.2(121-147) | 13.8(12.6-15.1) 13.1(12.1-14.6) 0.54
ALT

® Week 0 31 (25-49) 33 (26-45) 28 (25-49) 0.62

® \Week 24 22 (15-40) 24.5 (17-55) 20 (14-25) 0.16

® \Week 48 22 (19-35) 27 (20- 36) 21 (19-28) 0.26
eGFR ;

® Week 0 | 115(100-121) 113 (95.3-121) 117 (107-120.7) 0.50

® \Week 24 | 106.2(88.8-120) | 106 (95.3-115.2) | 106.6 (78.3-123.6) 0.68

® \Week 48 | 110(79.9-115.4) | 111.1(96.8-115) | 105.4 (76.3-115.5) 0.56
Cholesterol

® Week 0 | 181(154-203) 188 (150-216.5) 176 (158-197) 0.80

® \Week 24 | 154 (143-204) | 163.5 (147-204) 148 (141-194) 0.41

® \Weekds | 189 (163-216) 203 (163-207) 176 (169-216) 0.88
Triglyceride

® Week 0 | 160(116-192) 173 (126-216) 134 (114-179) 0.27

® \Week 24 | 221(140-317) 237 (130-317) 221 (141-306) 0.80

® \Week 48 | 185 (135-245) 206 (134-280) 179 (140-195) 0.38
LDL

® Week 0 119 (91-134) 129 (93-133.5) 118 (85-143) 0.66

® Week 24 91 (83-115) 103.5 (71-123) 89 (84-104) 0.63

® \Week 48 | 110 (87-134) 103 (87-134) 112 (88-120) 0.96
HDL

® \Week 0 34 (25-39) 34.5 (23-39.5) 34 (25-39) 0.90

® \Week 24 33 (25-40) 35 (25-40) 31 (27-38) 0.62

® \Week 48 42 (34-45) 43 (33-51) 41 (36-42) 0.88

Data present median{IQR)
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n15199 8 msiawmansallaiisUseasAdenandlinsiidsaulasenig

Arm Rifabutin 150 mg once daily

PID Event Start Stop Grading
116-001-0003 Hyperpigmented skin 30-Nov-15 Moderate
116-001-0004 Hypovolemic hypotension 01-Dec-15 09-Dec-15 | Severe
116-001-0004 Lopinavir intolerance 25-Nov-15 21-Dec-15 | Severe
116-001-0008 Drug overdose 20-Jun-16 23-Jun-16 | Severe
116-001-0008 Thrombocytopenia 29-Jun-16 Moderate
116-001-0008 Appendiceal abscess 12-May-16 27-May-16 | Severe
116-001-0009 Drug hypersensitivity reaction 02-Aug-16 12-Aug-16 | Mild
116-001-0009 Hepatitis 20-Jun-17 Moderate
116-001-0012 Latent syphilis 17-Jan-17 01-Aug-17 | Moderate
116-001-0012 Hepatitis 09-Jan-17 Moderate
116-001-0012 Diarrhea 07-Apr-17 19-Apr-17 | Severe
116-001-0015 Nausea 24-Feb-17 01-Mar-17 | Moderate
116-001-0015 Vomitiing 24-Feb-17 01-Mar-17 | Moderate
116-001-0019 Nausea 23-Jul-17 04-Aug-17 | Mild
116-001-0019 VVomitiing 23-Jul-17 04-Aug-17 | Mild
116-001-0019 Rifabutin-induced uveitis BE 08-Dec-17 23-Apr-18 | Severe
116-001-0019 Rash 31-Jul-17 09-Aug-17 | Mild
116-007-0001 Vomitiing 10-Oct-15 03-Nov-15 | Mild
116-007-0001 Nausea 24-Aug-15 15-Sep-15 | Mild
116-007-0001 Nausea 10-Oct-15 03-Nov-15 | Mild
116-007-0001 Vomitiing 24-Aug-15 15-Sep-16 | Mild
116-007-0006 Vomitiing 26-Jan-16 06-Feb-16 | Mild
116-007-0006 Nausea 26-Jan-16 06-Feb-16 | Mild
116-007-0006 Diarrhea 26-Jan-16 06-Feb-16 | Mild
116-007-0006 Ocular TB 19-May-16 Moderate
116-007-0006 Anemia 18-Apr-16 Mild
116-007-0007 Hepatitis 27-Sep-16 01-Nov-16 | Moderate
116-007-0011 Anemia 30-Jul-16 18-Aug-16 | Severe
116-007-0011 Herpes zoster 20-Sep-16 18-Oct-16 | Moderate
116-007-0018 Joint pain 25-Apr-17 20-Jul-17 | Mild
116-007-0018 Fanconi syndrome 21-Oct-17 Severe
116-007-0018 Rash 08-Feb-17 02-May-17 | Mild
116-007-0020 Vitreous degeneration LE 05-Sep-17 Mild
116-007-0020 Herpes simplex 08-Apr-17 18-Apr-17 | Mild
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Rifabutin 300 mg 3 times a week

PID Event Start Stop Grading
116-001-0002 Anemia 12-Oct-15 29-Feb-16 | Mild
116-001-0002 Uveitis 30-Nov-15 30-May-16 | Moderate
116-001-0002 Acute gastritis 21-Sep-15 01-Oct-15 | Moderate
116-001-0005 Depression 15-Dec-16 Moderate
116-001-0005 Endophthalmitis 23-Apr-16 25-May-16 | Severe
116-001-0005 Uveitis 29-May-16 03-Jun-16 | Severe
116-001-0017 Nausea 01-Apr-17 12-Apr-17 | Moderate
116-001-0017 TB IRIS 08-Apr-17 12-Dec-17 | Moderate
116-001-0017 Acute bronchitis 18-Apr-17 02-May-17 | Moderate
116-001-0017 Pneumonia 24-May-17 29-May-17 | Severe
116-001-0017 Disseminated histoplasmosis 08-Jun-17 Severe
116-001-0018 Pneumonia 09-Jun-17 04-Jul-17 | Severe
116-001-0018 Herpes genitalis 24-Jun-17 07-Jul-17 | Moderate
116-001-0018 Bicytopenia 12-Jul-17 09-May-18 | Moderate
116-001-0018 Oral candidiasis 10-Jul-17 17-Jul-17 | Mild
116-001-0018 TB IRIS 06-Jul-17 21-Nov-17 | Moderate
116-007-0002 Vomitiing 11-Sep-15 20-Sep-15 | Mild
116-007-0002 Fever 03-Oct-15 05-Oct-15 | Mild
116-007-0002 Drug allergy 15-Sep-15 05-Oct-15 | Moderate
116-007-0004 Loss of appetite 01-Dec-15 05-Apr-16 | Mild
116-007-0008 Anemia 20-Jun-16 Moderate
116-007-0010 TB IRIS 09-Aug-16 20-Sep-16 | Moderate
116-007-0013 Joint pain 06-Dec-16 Moderate
116-007-0013 Hypertension 07-Mar-17 Moderate
116-007-0015 Rash 04-Oct-16 01-Nov-16 | Moderate
116-007-0019 Rash 09-Apr-17 15-Apr-17 | Mild
116-007-0019 Condyloma accuminata 06-Jul-17 28-Nov-17 | Mild
116-007-0019 Ischemic stroke 20-Aug-17 Mild

a ¢ | e ' o o v o 1
naAnmasaiflifssrasddeenanasinsiidrsnlasems wui

o lumainuinguitldlswyiu 150 un. fuazads Hammmsailifisussasdrooraadinsdidngau
Tasansildiuau 3¢ wnnisal woadu wanisalvialifisUssasdiinadesaadinstios (mild)
U 16 wanisal - oy 81deuY, vieade wazkaiuludy fnanooranaiasuiunans
(Moderate) 1191 10 wgnisel 17 andgladinany, et Wudiu waslinadeerarainsuin
(Severe) UM 8 mqmsnﬁ 917U Hypovolemic  hypotension, Fanconi  syndrome,
Rifabutin-induced uveitis BE 1usiu muasu
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e lunsdnuinguitldlswiyfiu 300 un. awedstedunn Bamsniseilsifsssasddesaaingi
\hsailasanis fduau 28 wensal wiadu wnnsaivialifsssasdiiiinadeaianaag
Uhunand(Moderate) $1uau 15 mgn1sal 91y Anzlafinans, vasnaudniay, Juadndusu
Haspetaadastos (mild) 1wy 7 wenisel enfiviu Huld, snIsunavnaiuiugy |, fna
fs1analinginn (Severe) I 5 mRNTal m*?miumi?\ﬂﬁ?amsfluqnmﬂammu,qumu
aeniau Wudu sy
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= Q) (3 a ada a « v [ Y a a ¢
HaNMIANYMIINdvIaumanivaslsyiuway 25-le-lnaedfalswyiu (leldsuiu lafudes/
Fundes)

Andeisnadinvasiamnuiduduign, gegn uazAdaUiinueengys (AUC) saufnanilssdu
81g9aa(Cmin , Cmax , AUC uaz Tmax) vaslswyiuuag 25-le-inaedialsniyiu maa@ﬂwﬁu’a 2 nayl
uandlumsnedl 2 sy 25-Te-naedialsvhyfusninsedulshydulunndr marsdudugean
(Cmax) vaslsvyRuvesiiheviaeanduiiilndidsaiu uiddadumesngns (AUC) wedlsviyiuly
Fuaendu B (lswyfu 300 un. 3 adsedunnvi) gandangu A (lswydu 150 un. Suagade) Tneen AUC
904 lswyiuuaz 25-Te-lnaedialswyiu Tungu B gandingu A fefesas 72.7 uag 57.8 anuddiu

anaeit 9 Anndueaumansvaslswyuuas 25-le-ndedfRalswiyfiu uag LPV/r:
lopinavir/ritonavir, OD: once daily, TW: thrice weekly, Cmax: maximum concentration, Tmax:

time to maximum concentration, AUC: area under the curve.

Rifabutin 25-0-desacetyl-rifabutin
Alone With LPV/r Alone With LPVIr
300 mg OD 150 mg OD 300 mg TW | 300 mg OD 150 mg OD 300 mg TW
0.66 0.65 0.82 0.06 0.33 0.3
Cpax (Mail)
(42%) (36%) (30%) (49%) (25%) (39%)
2 3 2 2.03 4.02 4
Tmax (h)
(1-4.0) (1-8) (2-6) (1-6) (2-10) (4-12)
6.32 8.97 165 0.58 6.15 9.71
AUC (mg.h/L)
(35%) (37%) (43%) (64%) (27%) (45%)

owSsuiiivusevinasleguasldulswiyiu 300 un. siefuienq fuidleldlsviiu 150 un,
Suazadshufulaiuidos/Alnndes wulim Cmax IndiResfufio 0.66 uas 0.65 un/a. auddy
Adasinaeangud (AUC) waslswhyiulugthefildlsvhyiu 150 un. SwfulafuiesAlnunisigs
ndloldlswyfuderdndudosas 419 Giheildlaviyiu 300 un. awadutedunsisauiy Tafiun
FosAlmundesilen Cmax ganduileldlswyauien fevas 24 usiiin AUC gendndiedonas 1452
Aeududuvedlswyiunas 25-le-inaedAalswyiu o nawinaquandluguil 2 uas 3
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o kYA 7 & a o 1 . =3 4 L7 } -4 a
JUN 2 anandutundevedlswmyiuinganneg (baseline vuneiadisgthelasulswydu 300

un. Juazasdlegluilatuiies/Alnundes)

Rifabutin level (mg/L)

0.9 -

0.8

0.7

0_6 i SUw—

0.5 -

0.4

metpees 300 Mg TPW

=150 mg OD

0.3

02—

-~ Baseline

0.1

e Vi ' Time (hour)
48
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= I o a a & ' . 2 A v [y
JUT 3 anmdinduiniivvee2slo-nasdfalsvhyfiu Mawneg (baseline vanefie Wodvielesy
sy 300 un. Tuazasdegliiilafmunied/Sinndes)

25-0-des rifabutin level (mg/L)

0.4

0.35

0.3 O ———
=4~ 300 mg TPW

- 150 mg OD

0.2 -+

e~ Baseline

0.15 1—

0.1

0.05 -+

—  Time (hour)

2 & a @ O oA ' =t v =
TugUaeilalsviyfu 150 un.Juaza3eilal Cmax s8ndne 0339 9 1.13 un/a. lfieiiesnu
\Wganile1 Cmax ANndiAmnsgiu (0.45-0.9 un./a.) gihenguiliian AUC veslsiyiueyiening 4.8
fla 15.6 unaa/a. Lififtaeailadian AUC sndn 4.5 un.a/a. Tugtaenguillalsvinyfu 300 un. anu

ATaadUATlAY Cmax vedlsvyAusysendng 0.54 s 1.23 un/a. Lifigueaulaiian Cmax dndn

U
]

0.45 un/a. M AUC wesifthenauilagseving 7.3 fla 31.7 un.a/a. Taglififihesieladian AUC tos
N1 4.5 UN.Y/A.
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Han AN vIauaansvadaiuies/Alnundes
' = ¥ v 3 v v a o ¢ <
ALRfEYaImTNTUINE R gegaiarauiituaisvadlaiunies/Ainundesuandlumsnd
3 Andweaumansuodatuiios/Alnundes luftedldvisaomuneiialndifgaiu

AT 10 Aundvraudmansusdaiunies/Alnuiies, OD: once daily, TW: thrice

weekly, Cmax: maximum concentration, Cmin: minimum concentration,Cave: average

concentration
Lopinavir (ug/mL) Ritonavir {(ug/mL)
(range) (range)
150 mg OD 300 mg TW 150 mg OD 300 mg TW
13.455 14.027 0.946 0.786
Cmax
(8.84- 16.54) {(10.6- 21.95) (0.71- 1.38) (0.54- 1.14)
5.287 4,155 0.223 0.178
Cmin
(2.93-7.92) (1.33- 5.91) {0.15- 0.31) (0.07- 0.26)
9.695 10.252 0.545 0.468
CBVE
(5.75- 11.51) (8.06- 15.24) (Q.39~ 0.82) (0.34- 0.66)
winnsallifalszasa

Tufftheds 21 578 Rammnnsallaifelssasdtu 32 a Wauludtaeitmun 12 9 fevez 50
vounnmsallafeuszasdiimmuguusaunatsiiann mdnaudadunadrafesiiddyuedlayiuy
wulugfihe 2 510 TaevsaesauugUroildsulsvigiu 300 un. 3 adadeduni mmmsalliifisusasd
Aflnmguusaunansdannuandlumssil 7 uae 8

wanssnwinlsanas HIV
L I~ «f Y ! $ a [ Y = a
gUgynaunTInsAnymnganislsa lunguilalsvyiu 150 un. uazasall 9 Tu 10 89l
Unallasa HIV tesndn 50 fievd/ua.( $euaz90) uaglunduitldlsvyfiu 300 un. muniwioduanil
Ao a @ L ! % o a e €, v
8 Tu 11 seffudinalasa HIV desndn 50 fout/ua. donsaaf 48 dUai( fewaz72.7)
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4.2 8AUT1UNA

wdyaauransvaslswydu

msﬁﬂmﬁum?amﬁaumLﬂé’ﬂmaumaﬁ{%aﬂsmgau 150 un. Juagadaitu 300 un.aw
adaroduni eldsrmiulafundesAlmundes 400/100 un. Yuazassnds Tufthedidade Hiv
uazfailsn wamsdnymuimmmdutugegaCmax) vesfiheiasinguiimlndiAsstuusien
fuildnsam (AUC) vadlsviulugtheildaunne 300 un. amaddeduaniganinfiaeillien
150 un. Juazadedefovay 72.7

Mnmsinunounihiiuzininm Cmax Whmneveslsiyfufe 0.45-0.9 un/a. (12)
navesn1sAnwEnuIlawyiu 150 un. fuazadauar 300 un. awndsieduaviaunsalissdy
plsvhyRugeanilifiemefe 0.69 uaz 0.86 un/a. AudduTuandsanmsAnuneunives
Khachi waganig (10) #ldlswiyiu 150 un. duniazamndsufulafuiiesAlnunies
400/100 0. Fuazansaiudmuinsefuelsiyfuliiieames sgslsfnnlunisdnuvecs
wudiifiae 1 auiilissduelswyiulidemedo 0.3¢ un/a. egslsiffiaeneidnmean
fallsananisAnuniiedefunamsdnuluduasynidsaunuves Lan uazane (13) auieuiiioy
Anndvaauanansvodlswiyiu 150 un. Yuazasady 150 un. aruafededuaiiiiiols
SaiulafiudosAlnunies msfinuiinudion 1 auliidn Cmax vedlsvinyfiu 0.246 un./a. us
AsisegIuwes Cmax 9nMsAnyItiae 0.67 un/a. delndiRestunisdnuil

aveansAnuniinnaninnisnuiviiluneninléves Naker wazaniz (14) &9
Wisuifleuaundsanumansvedisvinyfiu 150 un. Juazadatu 150 un. auedsreduaidiold
SaiuTafunded/Alnundes msfinuiwuiilsiiyiu 150 un. Fuagaddimisegiuues Cmax
fp 0.31 un./a. (IQR = 0.26-0.38 un./a.)

lifigenulalunguitllsvigiu 300 un. awedstoduanifisedulsiyfuliifsme
ogalsfonuiiffing 5 aulunguilfifien Cmax 0.926 s 1.23 un./a. BsgandnAfiuugih

MnnsAnedundsnanianideuntiiiuuzdhiengalsiludu (suudfuuay
liW’lp,au) gide Mycobacterium IﬂEJ“?TuﬁUﬂ’J’mﬁu%'u?}mm@\iEjﬂ (concentration dependent)
(15, 16) LATUNMSANEILLETINTUAY AUC (16, 17) Ms@AnwIveAsITeIHe Cmax wag AUC
nsAnueuwhiiwudn AUC fifesnd 4.5 unu/a. duiusifunisnesngulswnludu (18) i
fuaemelalunsfnumeasilil AUC tosndn 4.5 un.u/a. kamsdnmisnaannisinuinou
viies Naiker waganz (14) Fawugithedeiosar 29 fidn AUC Woundin 4.5 un.u./a. agwlsfl
AINNANITANYIVEATINAIEAUNTANYITEY Lan wazane (13) mluwumﬂwwlmsulwmmu 150
un Suagasessladl AUC desnd 4.5 unwu/a. mnuuanssiioraidannidomnivesitasiid
SUNSANY (LT Lazwanin) LLauEJ’]"BL‘LJULWiW&‘,U’muﬂV}m’NﬂWUENQU’JUIﬂSIUﬂWiﬂﬂwW?JEJQ
Lan wazAne (13) mﬁﬁagwwaaﬁmﬁ'ﬂéﬂwﬁa 49 nn. uazyes Naiker uazAny (14) A 59.9
aEhﬂsﬁmw’jﬂaa‘LumsﬁﬂwwaqLsﬁﬁf’hﬁﬁﬂgm‘umﬁwﬁfﬂﬁa 57.2 AN.@enIN1sANYIVeN
Naiker uagnniz (14) 1antas

msfnwnsumiiinuitnslélswyiuaunn 150 un fuasadsufulafiundes/slmn
Fu$ annsaiiin AUC vadlsvihyiufiefesas 203 (7) msAnwweasmuinnislilafunies/sin
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wdgsTmiulsmyiu 300 un. auaswieduamianansali AUC veslswiyfugandn 150 un. Tu
avAsieforay 75.8 Yegaunnuazensduiusiunsiinadiaifes

wdvaaumansvadlanuIes/Anunies

n13ANIT8 Khachi wagamy (10) wuinmshilafiuies/Alnunies 400/100 un. Tu
azansnserufulsvhyiu 150 un. Juagads vilissdulafundesdnindnfuusindsio 5.5 «
4.0 uan./m. (19) atslsfimunsAnuiililduanssamendin lumsinwvessisnududy
dgauargegrogludfieiin@o 55 = 40 uaz 9.6 + 4.4 uan/wa. Muddy (19) Veiilden
l'iWW‘y,awumqaﬂiﬁaamﬁumwL%a‘mamegmﬁ’ﬂmawjﬂaUﬁ'ﬁ'mmsﬁnm AU aumans
?Jaﬂaﬁu']L?ﬂ%/%IwuﬁL‘iEJ%‘lumsﬁnmﬁlﬂé’ﬁmﬁﬂuﬁﬂ’aaﬁg\‘iaaqﬂzju%aﬂﬁﬁaﬁ'umsﬁnmdauwﬁﬂ
(13, 14) NamiﬁﬂmﬁﬁaL‘T‘Jumi?mE‘J’m'ﬂl’iWﬂyJﬁuﬁﬂfammmm’Luﬂﬁnsséjul,aulfzsﬁ cytochrome
P450 piputnasi (20)

wiansedlaineUszasd

A uveitis Fadunadrafesiigunsseslsyhyiusanuldvesiesas 6 fa 9 Tuffiae
Fsue 1) lumsdinuilfifine 2 aufidnnis uveitis voaosruldsulswiydu 300 un. aw
afatodumiilusuouiiiguan 1 aullen Cmax waz AUC #o 1.19 un./a. waw 20.2 un v /a.
puEduTsganinAfiuusit wideyaenfussiveilsvydutunisiin uveitis Ssfidrinusiann
MsAnwRuiwU IS fusuReiige (22) wagmsldFuenitanansafiuseiulsyiuly
on (23) flhevassmelumsinuvesmenmstaundmegnelswiyiudndneiuseagias
reunthil (20)

AsAnEIveNIINURATINABIBLTinuUB sy eade Au sushiavuaziindens
adefunsAnmneumi (21, 25) sgslsinunisinuvessmumgnailifieUssasdduqity
hypovolemic hypotension, appendiceal abscess ag endolphthalmitis filiunAgdeiu
lsvydu esnnuszrnslumsinuiiviinuiesenvasuldoiniiertunadnufssessn
sy
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uni 5
djluazdaiauauue

5.1 ayUnan1sidY

n1sAnwiliuzinanlsviydu 150 un.dusase ansaldsaudulaiuiesSnundeiauin
¥ a ¥ U l-!ll ¥ Y] A Y]
wasgulalugiieiae HV waginlsavnlneiemnlvandysaumaniimangauuazUaonsie
& a o ¢ a ¢ ) o ) s a o ed
yanand laRurdes/Alnudesauin 400/100 un. Juazanansaarunsaldseaulatuin) osamunseay
d 7 L e 5 [ n’.’l 5 1 o €
Wieldsuiulsvhyunaun 150 un. Tuazasauas 300 un. awasasiedUnm

5.2 UDLEUBLUL

\flos1ninfinisldien boosted protease inhibitor 1nTu Tnstawte lopinavir/r uazTolsads
Dulgmidrdglugihsieyle? Taslawigluaudiil CDA< 350 cells/ul ns¥irifampicin $3uRU boosted
protease inhibitor agviliiszduEboosted protease inhibitor anawNNI¥oEass0 Jevily flena
Aaevleinesuarnisinndumadldsn saiuussndlnomsesiinistunsdeen rifabutin 3ee1ia
nstunsfoululiily essential drug list vesasAnsousiolsauda uddsldfionlulssmalne uas
quIAesen rifabutin Muzthdmumilnedie 150 me Suazl ada

W&IIINNSIURE interim analysis 71 87 rifabutin 150 mg Juazl ase Tradna lnggUaesey
a90i HIV RNA < 50 copies/m(Iinafindniilowisuiu o1 rifabutin 300 mg dUnwiag3 asa figuasdes
ag 72.7 i HIV RNA < 50 copies/ml wagluauilifiu uveitis ha2au wanngu TnogUae¥esazood HIV
RNA < 50 copies/ml Mg 3dedswayflaseanisneunivun

5.3 Ya31NnvaIn1sAneil

Tasan153deiilasusuuszunaadudunan 3 Usausd 2558-2560 1Huduau 2,235,000 un

v d v o % = % o O
(@oedrudpsuauaInniuiivuuImdIu) a1nn19unulivsenan 3,000,000 U AetY
MIAMEIT AR owUVaIUaTuayuBuY dwmsua1ema Lab PK Blood Sample : Full PK w31

va ! a v ::'J’d o w S Y a ' v vo
AuzdITauiui tasensideiifianudrdguin Tassnsifinisléidunnninuvszuailddu sz
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CURRICULUM VITAE

Title

Dr.

Full Name

Weerawat Manosuthi

Gender, Marital Status

Male, Married

Year of Birth

1972

I' Current Position
(Job Title/Department):

-

Start date (Month/Year):

Infectious diseases specialist, Department of Medicine, Bamrasnaradura
Infectious Diseases Institute, Nonthaburi, Thailand

Clinical instructor, Division of Infectious Diseases, Department of Medicine
Ramathibodi Hospital, Mahidol University

06/2004

Current Work Address
(full address):

Department of Medicine, Bamrasnaradura Institute, Tiwanon Road
Nonthaburi, 11000, Thailand

Telephone:

+66-2-5903408, +66-2-5903409

Fax:

+66-2-5903411

Email Address:

idweerawat@yahoo.com, drweerawat@hotmail.com

Medical License number 21133
Previous Positions Institution Dates (Month/Year)
From: To:

Research fellow UCSD Center for AIDS Research (CFAR), 3/2008 3/2009
University of California San Diego

Clinical Fellowship of Division of Infectious Diseases, Department of 6/2002 5/2004

Infectious Diseases Medicine, Ramathibodi Hospital

Internist Bamrasnaradura Institute, Nonthaburi 6/2001 5/2002

Residency of Medicine Department of Medicine, Ramathibodi Hospital 6/1998 5/2001

Primary Physician Bamrasnaradura Hospital, Nonthaburi 5/1997 5/1998

Intern Prajuabkirikan Hospital, Prajuabkirikan 4/1996 4/1997
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| Academic Qualifications Institution Date Obtained

(Certificates, Degrees) (Month/Year)
“~
Research fellow UCSD Center for AIDS Research (CFAR), 3/2009
University of California San Diego

Diplomat Thai Board of Ramathibodi Hospital / Mahidol University 5/2004
Infectious Diseases
Diplomat Thai Board of Ramathibodi Hospital / Mahidol University 5/2001
Internal Medicine
Certificate in clinical science | Mahidol University, Bangkok 5/1999
M.D. Chiangmai University 5/1996

Societies, member of:

2009 - present  The International AIDS Society
o~

2005 - present  The Thai AIDS society

2001 - present  The Infectious Disease Association of Thailand

2001 - present  The Royal College of Physicians of Thailand

Postgraduate Training:

I
!

2008 - 2009 International scholar of the UCSD Center for AIDS Research (CFAR), University of
California San Diego

2002 - 2004 Clinical Fellowship of Infectious Diseases, Faculty of Medicine Ramathibodi Hospital

1998 - 2001 Residency of Internal Medicine, Faculty of Medicine Ramathibodi Hospital
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Awards:

2010  Outstanding civil servant 2010, Department of Disease Control, Ministry of Public Health, Thailand

2009  International scholarship award: the 5Sth IAS Conference on HIV Pathogenesis, Treatment and Prevention,
July 2009, Cape town, South Africa

2009 International scholarship award: the 16" Conference on Retroviruses and Opportunistic Infections
(CROI), February 2009, Montreal, Canada

2008  Trials from resource-limited settings travel award 2008: Current Therapeutic Research journal.

2007  Travel grant award: the 17" European Congress of Clinical Microbiology and Infectious Diseases
(ECCMID), March 2007, Munich, Germany

2006  Clinical research presentation award: Annual Scientific Meeting of the Infectious Diseases Association of
Thailand. October 2006, Hua Hin, Thailand

2006  Research highlight 2006: the 22™ Annual meeting of the Royal College of Physician of Thailand. April
2006, Ambassador City Jomtien, Pattaya, Thailand

2005  Clinical research presentation award: Annual Scientific Meeting of the Infectious Diseases Association of
Thailand. October 2005, Pattaya, Thailand

2004  Research presentation award: Annual Scientific Meeting of the Infectious Diseases Association of
Thailand. October 2004, Pattaya, Thailand

%

2003  Fellowship research presentation award (3): the 19" Annual meeting of the Royal College of Physician
of Thailand. April 2003, Ambassador City Jomtien, Pattaya, Thailand

Researches:

Publications:

1. Manosuthi W, Lueangniyomkul A, Mankatitham W, Chimsuntorn S, Tantanathip P, Thongyen S,
Suntisuklappon B, Nilkamhang S, Sungkanuparph S
Metabolic benefits of switching to tenofovir/lamivudine after long-term use of stavudine/lamivudine in

NNRTI-based antiretroviral regimens: a prospective study
J of Infection 2011; in press.

N

Manosuthi W, Prasithsirikul W, Tantanathip P, Chimsuntorn S, Nilkamhang S, Sungkanuparph S

Renal impairment in HIV-1 infected patients receiving antiretroviral regimens including tenofovir in a

resource-limited setting
Southeast Asian J Trop Med Public Health 2011; in press.

(93]

Mankhatitham W, Lueangniyomkul A, Manosuthi W

Hepatotoxicity in Patients co-infected with HIV-1 and Tuberculosis while receiving Non-nucleoside Reverse
Transcriptase Inhibitors-based Antiretroviral Regimens and Rifampicin )
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11,

Southeast Asian I Trop Med Public Health 2011; in press.

Kiertiburanakul S, Manosuthi W, Sungkanuparph S
Optimal Timing of Antiretroviral Therapy Initiation in Patients Co-infected with Human Immunodeficiency

Virus and Tuberculosis
Expert Review of Clinical Pharmacology 2011; in press.

Manosuthi W, Mankatitham W, Lueangniyomkul A, Prasithsiriku] W, Tantanathip P, Suntisuklappon B,
Narkksoksung A, Nilkamhang S, Sungkanuparph S

Renal impairment after switching from stavudine/lamivudine to tenofovir/lamivudine in NNRTI-based
antiretroviral regimens

NIDS Research and Therapy 2010;7:37.

Manosuthi W, ChimsuntornS, Thongyen S, Nilkamhang S, Sungkanuparph S

Single boosted protease inhibitor versus double boosted protease inhibitors for the salvage therapy in HIV-
infected patients

Journal of the International Association of Physicians in AIDS Care (JIAPAC) 2011, in press.

Manosuthi W, Tantanathip P, Chimsuntorn S, Eampokarap B, Thongyen S, Nilkamhang S, Sungkanuparph S
Treatment Outcomes of Patients Co-infected with HIV and Tuberculosis Who Received Nevirapine-based
Antiretroviral Regimen: A 4-year Prospective Study

International Journal of Infectious Diseases 2010;14(11):e1013-7.

Ridruechai C, Mahasirimongkol S, Phromjai J, Yanai H, Nishida N, Matsushita I, Ohashi J, Yamada N,
Moolphate S, Summanapan S, Chuchottaworn C, Manosuthi W, Kantipong P, Kanitvittaya S, Sawanpanyalert
P, Keicho N, Khusmith S, Tokunaga K

Association analysis of susceptibility candidate region on chromosome 5q31 for tuberculosis.

Genes Immun 2010;11(5):416-22,

.

Manosuthi W, Butler D, Chantratita W, Sukasem C, Richman D, Smith D

Patients infected with HIV-1 Subtype CRFO1_AE and Failing First-line Nevirapine- and Efavirenz-based
Regimens Demonstrate Considerable Cross Resistance to Etravirine

AIDS Research and Human Retroviruses 2010;26(6):609-11.

Uttayamakul S, Likanonsakul S, Manosuthi W, Wichukchinda N, Kalambhaheti T, Nakayama E, Shioda T,
Khusmith S :

Effects of C¥P2B6 G516T polymorphisms on plasma efavirenz and nevirapine levels when co-administered
with rifampicin in HIV/TB co-infected Thai adults

AIDS Research and Therapy 2010;26;7:8.

Manosuthi W, Butler D, Pérez-Santiago J, Poon A, Pillai S, Mehta S, Pacold M, Richman D, Kosakovsky
PondS, Smith D

Protease Polymorphisms in HIV-1 Subtype CRF01_AE Represent Selection by Antiretroviral Therapy and
Host Immune Pressure

AIDS 2010;24(3):411-6.

~

Manosuthi W, Kiertiburanakul S, Amomnimit W, Prasithsirikul W, Thongyen S, Nilkamhang S, Ruxrungtham
K, Sungkanuparph S :
Treatment Outcomes and Plasma Level of Ritonavir-boosted Lopinavir Monotherapy among HIV-infected
Patients Who Had NRTI and NNRTI Failure
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16.

17.

AIDS Research and Therapy 2009;6:30.

Chimsuntorn S, Sungkanuparph S, Manosuthi W
Successful Viral Suppression with Subsequent Efavirenz-based Regimen in HIV-1 Infected Patients Who Stop

Nevirapine Prior to Discontinuation of the NRTI Backbone
Journal of the International Association of Physicians in AIDS Care (JIAPAC) 2010;9(1):43-5.

Siripassorn K, Manosuthi W, Chottanapund S, Pakdee A, Sabaitae S, Prasithsirikul W, Tunthanathip P,
Ruxrungtham K

Effectiveness of Boosted Protease Inhibitor-based Regimens in HIV-1-Infected Patients who Experienced
Virological Failure with NNRTI-based Antiretroviral Therapy in a Resource-limited Setting

AIDS Research and Human Retroviruses 2010;26(2):139-48.

. Manosuthi W, Chetchotisakd P, Nolen TL, Wallace D, Sungkanuparph S, Anekthananon T, Supparatpinyo K,

Pappas PG, Larsen RA, Filler SG, Andes D

Monitoring and Impact of Fluconazole Serum and Cerebrospinal Fluid Concentration in HIV-Associated
Cryptococcal Meningitis Infected Patients

HIV Med 2010; 11(4):276-81.

Manosuthi W, Sungkanuparph S, Tantanathip P, Mankatitham W, Lueangniyomkul A, Thongyen S,
Eampokarap B, Uttayamakul S, Suwanvattana P, Kaewsaard S, Ruxrungtham K

Body Weight Cutoff for Daily Dosage of Efavirenz and 60-week Efficacy of Efavirenz-based Regimen in Co-
infected HIV and Tuberculosis Patients Receiving Rifampicin .

Antimicrob Agents Chemother 2009; 53(10):4545-8.

Tieu H, Ananworanich J, Avihingsanon A, Apateerapong W, Sirivichayakul S, Siangphoe U, Klonauakaxa S,
Boonchokchai B, Hammer S, Manosuthi W

Immunologic } Nlalkeis as Predictors of Tuberculosis- associated Immune Reconstitution Inflammatory
Syndrome in HIV and Tuberculosis Co-infected Persons in Thailand

AIDS Research and Human Retroviruses 2009;25(11):1083-9.

. Manosuthi W, Tieu H, Mankatitham W, Lueangniyomkul A, Ananworanich J, Avihingsanon A, Siangphoe U,

Klongugkara S, Likanonsakul S; Thawornwan U, Suntisuklappon B, Sungkanuparph S

Clinical Case Definition and Manifestations of Paradoxical Tuberculosis-associated Immune Reconstitution
Inflammatory Syndrome

AIDS 2009;23(18):2467-71.

. Manosuthi W, Sungkanuparph S, Anekthananon T, Supparatpinyo K, Nolen T, Zimmer L, Pappas P, Larsen

R, Filler S, Chetchotisakd P
Effect of High-Dose Fluconazole on QT Interval in Patients with HIV- Assocxated Cryptococcal Meningitis

Int J Antimicrob Agents 2009, 34:494-496.

Sungkanuparph S, Filler S, Chetchotisakd P, Pappas P, Nolen T, Manosuthi W, Anekthananon T, Morris M,
Supparatpinyo K, Kopetskie H, Kendrick A, JohnsonP, Sobel J, Larsen R

Cryptococcal Immune Reconsitution Inflammatory Syndrome after Antiretroviral Therapy in AIDS Patients
with Cryptococcal Meningitis: A Prospective Multicenter Study

Clin Infect Dis 2009, 15;49(6):931-4.

. Manosuthi W, Sungkanuparph S, Tantanathip P, Lueangniyomkul A, Mankatitham W, Prasithsirikul W,

Burapatarawong S, Thongyen S, Likanonsakul S, Thawornwan U, Prommool V, Ruxrungtham K, for the N,R
Study Team
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28.

A Randomized Trial Comparing Plasma Drug Concentrations and Efficacies between Two Non-nucleoside
Reverse Transcriptase Inhibitor-based Regimens in HIV-infected Patients Receiving Rifampicin (The N;R
Study)

Clin Infect Dis 2009, 48(12):1752-1759.

Pappas PG, Chetchotisakd P, Larsen RA, Manosuthi W, Morris M1, Anekthananon T, Sungkanuparph S,
Supparatpinyo K, Nolen TL, Zimmer LO, Kendrick AS, Johnson P, Sobel JD, Filler SG

A Phase Il Randomized Trial of Amphotericin B Alone or Combined with Fluconazole in the Treatment of
HIV-Associated Cryptococcal Meningitis

Clin Infect Dis 2009, 48(12):1775-1783.

Sungkanuparph S, Wongprasit P, Manosuthi W, Atamasirikul K,

Compliance with hepatitis B and hepatitis C virus infection screening among HIV-1 infected patients in a
resource-limited setting.

Southeast Asian J Trop Med Public Health 2008;39(5):863-6.

Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Piyavong B, Chantratita W.

Evaluating the role of etravirine in the second-line antiretroviral therapy after failing an initial non-nucleoside
reverse transcriptase inhibitor-based regimen in a resource-limited setting,

Curr HIV Res. 2008;6:474-6.

. Manosuthi W, Tantanathip P, Prasithisirikul W, Likanonsakul W, Sungkanuparph S

Durability of Stavudine, Lamivudine and Nevirapine among Advanced HIV-1 Infected Patients with/without
Prior Co-administration of Rifampicin: A 144-week Prospective Study
BMC Infect Dis 2008,8:136.

Sungkanuparph S, Anekthananon T, Hiransuthikul N, Bowonwatanuwong C, Supparatpinyo K, Mootsikapun
P, Chetchotisakd P, Kiertiburanakul S, Tansuphaswadikul S, Buppanharun W, Manosuthi W, Techasathit W,
Ratanasuwan W, Tantisiriwat W, Suwanagool S, Leechawengwongs M, Ruxrungtham K; Thai AIDS Society.
Guidelines for Antiretroviral Therapy in HIV-] Infected Adults and Adolescents: The Recommendations of the
Thai AIDS Society (TAS) 2008

J Med Assoc Thai. 2008;91(12):1925-35.

Mahasirimongkol S, Yanai H, Nishida N, Ridruechai C, Matsushita I, Ohashi J, Summanapan S, Yamada N,
Moolphate S, Chuchotaworn C, Chaiprasert A, Manosuthi W, Kantipong P, Kanitwittaya S, Sura T, Khusmith
S, Tokunaga K, Sawanpanyalert P, Keicho N.

Genome-wide SNP-based linkage analysis of tuberculosis in Thais.

Genes Immun 2009;10(1):77-83.

Sungkanuparph S, Sukasem C, Manosuthi W, Wiboonchutikul S, Piyavong B, Chantratita W.
Tipranavir resistance associated mutations in protease inhibitor-naive patients with HIV-1 subtype A/E

infection.
Virol 2008;43:284-6.

J Clin

Manosuthi W, Mankatitham w, Lueangniyomkul A, Chimsuntorn S, Sungkanuparph S
Standard-dose efavirenz versus standard-dose nevirapine in antiretroviral regimens among HIV-1 and
tuberculosis co-infected patients who received rifampicin

HIV Medicine 2008;9:294.9,

Avihingsanon A, Manosuthi W, Kantipong P, Chuchotaworn C, Moolphate S, Sakornjun W, Gorowara M,
Yamada N, Yanai H, Ishikawa N, Cooper D, Phanuphak P, Burger D, Ruxrungtham K
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Pharmacokinetics and 48 weeks efficacy of nevirapine: 400 mg versus 600 mg per day in HIV-Tuberculosis
co-infection receiving highly active antiretroviral therapy and rifampicin
Antivir Ther 2008;13:529-36.

. Manosuthi W, Chottanapund S, Sungkanuparph S
Mortality Rate of Early versus Deferred Initiation of Antiretroviral Therapy in HIV-1 Infected Patients with

Cryptococcal Meningitis
J Acquir Immune Defic Syndr 2008; 48:508,

. Manosuthi M, Prasithsirikul W, Chumpathat N, Suntisuklappon B, Athichathanabadi A, Chimsuntorn S,
Sungkanuparph S

Risk Factors for Mortality in Symptomatic Hyperlactatemia among HIV-infected Patients Receiving
Antiretroviral Therapy in a Resource-limited Setting

Int J Infect Dis 2008;12:582-586.

Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Saekang N, Pairoj W, Chantratita W

Prevalence and risk factors for developing K65R mutations among HIV-1 infected patients who failed an initial
regimen of fixed-dose combination of stavudine, lamivudine, and nevirapine

J Clinical Virology 2008; 41:310-3,

. Manosuthi W, Sungkanuparph S, Chottanapund S, Tansuphaswadikul S, Chimsuntorn S, Limpanadusadee P,

Pappas P
Temporary External Lumbar Drainage for Reducing Elevated Intracranial Pressure in HIV-infected Patients

With Cryptococcal Meningitis
International Journal of STD & AIDS 2008; 19:268.

Manosuthi W, Sungkanuparph S, Ruxrungtham K, Prasithsirikul W, Athichathanabadi C, Tantisiriwat W,
Bowonwatanuwong C, Chumpathat N, Chaovavanich A

Plasma Levels, Safety and 60-week Efficacy of A Once-daily Double-Boosted Protease Inhibitor Regimen of
Atazanavir, Saquinavir and Ritonavir

J Acquir Immune Defic Syndr 2008;47:127-128.

. Manosuthi W, Sungkanuparph S, Tansuphaswadikul S, Prasithsirikul W, Athichathanabadi C, Likanonsakul
S, Chaovavanich A

Effectiveness and Metabolic Complications After 96 Weeks of a Generic Fixed-Dose Combination of
Stavudine, Lamivudine and Nevirapine (GPOvir-S®) Among Antiretroviral-Naive Advanced HIV-Infected
Patients in Thailand

Current Therapeutic Research 2008; 69:90-100.

. Chottanapund S, Singhasivanon P, Kaewkungwal J, Chamroonswasdi K, Manosuthi W
Survival time of HIV-infected patients with cryptococcal meningitis
J Med Assoc Thai 2007;90:2104-2111.

. Manosuthi W, Chaovavanich A, Tansuphaswadikul S, Prasithsirikul W, Inthong Y, Chottanapund S,
Sittibusaya C, Moolasart V, Termvises P, Sungkanuparph S

Incidence and risk factors of major opportunistic infections after initiation of antiretroviral therapy among
advanced HIV-infected patients in a resource-limited setting

J Infect 2007:55;464-469.

. Manosuthi W, Sungkanuparph S, Tansuphaswadikul S, Inthong Y, Prasithsirikul W, Chottanapund S,
Mankatitham W, Chimsuntorn S, Sittibusaya C, Moolasart V, Chumpathat N, Termvises P, Chaovavanich A
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Incidence and Risk Factors of Nevirapine-associated Skin Rashes among HIV-infected Patients with CD4 Cell
Counts <250 cells/uL
International Journal of STD & AIDS 2007;18;782-786.

Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Chantratita W

Tenofovir Resistance among HIV-Infected Patients Failing a Fixed-Dose Combination of Stavudine,
Lamivudine, and Nevirapine in a Resource-Limited Setting.

AIDS Patient Care STDS 2007;21:711-4.

Manosuthi W, Sungkanuparph S
Role of Efavirenz in HIV-infected Patients with Preceding Nevirapine-related Skin Rashes
J infect Dis Antimicrob Agents 2007;24:89-93.

Sungkanuparph S, Eampokalap B, Chottanapund S, Bed ST, Manosuthi W

Declining prevalence of drug-resistant tuberculosis among HIV/tuberculosis co-infected patients receiving
antiretroviral therapy.

J Med Assoc Thai 2007;90:884-8.

. Manosuthi W, Athichathanabadi C, Uttayamakul S, Phoorisri T, Sungkanuparph S

Plasma nevirapine levels, adverse events and efficacy of antiretroviral therapy among HIV-infected patients
concurrently receiving nevirapine-based antiretroviral therapy and fluconazole
BMC Infect Dis 2007;12:14.

Manosuthi W, Chimsuntorn S, Likanonsakul S, Sungkanuparph S

Safety and Efficacy of a Generic Fixed-dose Combination of Stavudine, Lamivudine and Nevirapine
Antiretroviral Therapy between HIV-infected Patients with Baseline CD4 <50 versus CD4 >50 cells/mm®
f\IDS Research and Therapy 2007;4(1):6.

Manosuthi W, Kiertiburanakul S, Chaovavanich A, Sungkanuparph S

Plasma nevirapine levels and 24-week efficacy of a fixed-dose combination of stavudine, lamivudine and
nevirapine (GPO-VIR) among Thai HIV-infected patients

J Med Assoc Thai 2007;90(2):244-50.

Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Piyavong B, Chumpathat N, Chantratita W

Options for the Second Antiretroviral Regimen for HIV-infected Patients Failing an Initial Regimen of Fixed-
dose Combination of Stavudine, Lamivudine and Nevirapine

Clin Infect Dis 2007; 1:44(3):447-52.

Manosuthi W, Ruxrungtham K, Likanonsakul S, Prasithsirikul W, Inthong Y, Phoorisri T, Sungkanuparph S
Nevirapine Levels after Discontinuation of Rifampicin and 60-week Efficacy of NVP-based Antiretroviral
Therapy in HIV-infected Patients with Tuberculosis

Clin Infect Dis 2007; 44(1):141-4,

Sungkanuparph S, Eampokalap B, Chottanapand S, Thongyen S, Manosuthi W

rug-resistant Tuberculosis and Survival of HIV-infected Patients in an Area with High Prevalence of
Tuberculosis
IJTLD 2007;11(3):325-30.

Manosuthi W, Chottanapund S, Thongyen S, Chaovavanich A, Sungkanuparph S
Survival Rate and Risk Factors of Mortality among Co-infected HIV and Tuberculosis Patients with/without
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Antiretroviral Therapy
J Acquir Immune Defic Syndr 2006:43:42-46.

50. Manosuthi W, Sungkanuparph S, Thakkinstian A, Rattanasiri S, Chaovavanich A, Prasithsirikul W,

Likanonsakul S, Ruxrungtham K
Plasma nevirapine levels and 24-week efficacy in HIV-infected patients receiving nevirapine-based highly

active antiretroviral therapy with or without rifampicin
Clin Infect Dis 2006; 43(2): 253-255.

51. Manosuthi W, Kiertiburanakul S, Phoorisri T, Sungkanuparph S
Determinants of immune reconstitution syndrome of tuberculosis among HIV-infected patients receiving

antituberculous and antiretroviral therapy
J Infect 2006;53:357-363.

~
52. Manosuthi W, Kiertiburanakul S, Sungkanuparph S, Vibhagool A, Rattanasiri S, Ruxrungtham K,

Thakkinstian A
Efavirenz 600 mg/day versus Efavirenz 800 mg/day in HIV-infected Patients with Tuberculosis and Receiving

Rifampicin: 48 weeks Results
AIDS 2006;20(1):131-132.

53. Manosuthi W, Thongyen S, Chumpathat N, Muangchana K, Sungkanuparph S
Incidence and Risk Factors of Rash from Efavirenz in HIV-infected Patients with Preceding Nevirapine-

associated Rash
HIV Med 2006; 7:378-382.

54. Manosuthi W, Chumpathat N, Chaovavanich A, Sungkanuparph S
Safety and Tolerability of Nevirapine-based HAART Initiation in HIV-infected Patients Receiving Fluconazole

for Cryptococcal Prophylaxis
BMC Infect Dis 2005;5;67.

55. Manosuthi W, Sungkanuparph S, Thongyen S, Chumpathat N, Eampokalap B, Thawornwan U, Foongladda S
Fluconazole Susceptibility among Cerebrospinal Fluid Isolates of C. meoformans in HIV-infected patients who
did/did not Receive Fluconazole Prophylaxis
J Med Assoc Thai 2006; 89: 795-802.

56. Kiertiburanakul S, Sungkanuparph S, Rattanasiri S, Manosuthi W, Vibhagool A, Thakkinstian A
Virological and Immunological Response of Efavirenz-based HAART Regimen Initiated in HIV-infected
Patients at CD4 <100 Versus CD4 >100 cells/mm°®
J Med Assoc Thai 2006; 89 (9):1381-7.

57. Manosuthi W, Malathum K, Sungkanuparph S, Laothamatah J, Vorachit M, Nitiyanant P Chronic
Neck Ulcer in an Immuno-competent Host
Lancet Infect Dis 2005;5(3):190.

58. Manosuthi W, Sungkanuparph S, Thakkinstian A, Vibhagool A, Kiertiburanakul S, Rattanasiri S,
Prasithsirikul P, Sankate J, Mahanontharit A, Ruxrungtham K
Efavirenz levels and 24-wecek efficacy in HIV-infected patients with tuberculosis receiving highly active
antiretroviral therapy and rifampicin
AIDS 2005;19(14):1481-1486.
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59. Sungkanuparph S, Kiertiburanakul S, Manosuthi W, Kiatatchasai W, Vibhagool A
Initiation of Highly Active Antiretroviral Therapy in Advanced AIDS with CD4 <50 cells/mm3 in a
Resources-limited Setting: Efficacy and Tolerability
Internal Journal of STD & AIDS 2005;16:243-246.
60. Sungkanuparph S, Vibhagool A, Manosuthi W, Kiertiburanakul S, Atamasirikul K, Aumkhyan A,
Thakkinstian A
Prevalences of Hepatitis B and Hepatitis C in HIV-infected Thai Patients
J Med Assoc Thai 2004;87(11):1349-1354.
61. Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Chantratita W
Genotypic Resistance in HIV-infected Patients Failing a d4T/3TC/NVP Regimen
J infect Dis Antimicrob Agents 2004;21:61-67.
62. Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Vibhagool A,
Initiation of antiretroviral therapy in advanced AIDS with active tuberculosis: clinical experiences from
Thailand.
J Infect 2005;52(3):188-194.
o
63. Manosuthi W, Sungkanuparph S, Vibhagool A, Rattanasiri R, Thakkinstian A.
Nevirapine-based versus efavirenz-based HAART regimen in advanced antiretroviral naive HIV-infected
patients,
HIV Med 2004;5(2):105-9.
64. Sungkanuparph S, Manosuthi W, Sasisopin Kiertiburanakul.
Clinical Experience with High Success Rate of Antiretroviral Therapy in Elderly HIV-infected Patients.
Age Aging 2004;33(5):520-1. )
65. Manosuthi W, Thummakul T, Vibhagool A, Vorachit M, Malathum K.
Brucellosis: An Emerging Disease in Thailand.
Southeast Asian J Trop Med Public Health 2004;35:109-12.
66. Manosuthi W, Sungkanuparph S, Praneetvatakul V, Hongmanee P, Sornmayura P.
Concurrent Chromomycosis and Aspergillosis of the Maxillary Sinus.
J Med Assoc Thai 2004;87(9):1112-1115.
67. Manosuthi W, Vibhagool A, Sungkanuparph S.
Recurrence of Penicilliosis after Successful Highly Active Antiretroviral Therapy.
Intern Med J Thai 2003;19:270-73.
68. Manosuthi W, Vibhagoo! A, Sungkanuparph S.

Mycobacterium avium complex in AIDS and non-AIDS patients: Ramathibodi Hospital’s experience.
J infect Dis Antimicrob Agents 2002;19:14-21.

Abstracts (International Meeting):

Clinical characteristics and treatment outcomes of tuberculosis in hospitals of two large cities in Thailand
Manosuthi W, Kawkitinarong K, Suwanpimolkul G, Chokbumrungsuk C, Jirawattanapisal T, Ruxrungtham K,
Akksilp S

Abstract of the 44™ annual meeting of the 21% European Congress of Clinical Microbiology and Infectious
Disease (ECCMID), Milan, 2011 (oral presentation).
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Safety and immunogenicity of an inactivated pandemic HIN1 vaccine provided by the Thai Ministry of Public
Health as a routine public health service

Kankawinpong O, Sangsajja C, Chonlapan A, Manosuthi W, Thientong V, Noitung P, Puthavathana
Abstract of the 44 annual meeting of the 21 European Congress of Clinical Microbiology and Infectious
Disease (ECCMID), Milan, 2011

&

High rate of adverse events and serious adverse events after antiretroviral therapy initiation in a resource-
limited setting: preliminary data from a prospective study

Kiertiburanakul S, Rajatanavin N, Charoenyingwattana A, Rojanawiwat A, Wangsomboonsiri W, Manosathi
W, Kantipong P, Apxsarnthanarak A, Chantratita W, Sungkanuparph S

Abstract of the 44" annual meeting of the 21* European Congress of Clinical Microbiology and Infectious
Disease (ECCMID), Milan, 2011; (oral presentation).

Khawcharoenporn T, Apisarnthanarak A, Manosuthi W, Sungkanuparph S, Mundy LM

Isoniazid Preventive Therapy and Incidence of Pulmonary Tuberculosis among HIV-infected Patients on
Antiretroviral Therapy: A 4-year Study

Abstract of the 18th Conference on Retroviruses and Opportunistic Infections (CROI). Boston 2011; P1001.

Manosuthi W, Sangsajja C, Thientong V, Thongyen S, Noitung P, Puthavathana P
Safety and Immunocremclty of Monovalent Pandemic HIN1 Vaccine in Medical Personnel
Abstract of the 12% Western Pacific Congress of Chemotherapy and Infectious Diseases (WPCCID), Singapore

2010; P11.

Mankhatitham W, Lueangniyomkul A, Manosuthi W

HMepatotoxicity in patients co-infected with HIV and tuberculosis while receiving NNRTI-based antiretroviral
regimen and rifampicin

Abstract of the 10" International Congress on Drug Therapy in HIV Infection, Glasgow 2010; P70.

Manosuthi W, Lueangniyomkul A, Mankatitham W, Tantanathip P, Thongyen S, Suntisuklappon B,
Nilkamhang S, Sungkanuparph S

Metabolic Benefits after Switching from Stavudine/lamivudine to Tenofovir/lamivudine in NNRTI-based
Antiretroviral Reoxmens A Prospective, 120-week Study

Abstract of the 50 Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC), Boston

2010; H-223.

Manosuthi W, Tantanathip P, Chimsuntorn S, Eampokarap B, Thongyen S, Nilkamhang S, Sungkanuparph S
Treatment Outcomes of Patients Co-infected with HI'V and Tuberculosis Who Received Nevirapine-based
Antiretroviral Regimen: A 4-year Prospective Study

Abstract of the 18" International AIDS Conference, Vienna 2010; TUPDB305.

Prasithsirikul W, Manosuthi W, Paueksakon P, Eiam-ong S

Renal Lesions of’>9 Kidney Biopsies in the Era of Antiretroviral Therapy among Thai HIV-infected Patients
Abstract of the 18" International AIDS Conference, Vienna 2010; WEPE0159.

o

Manosuthi W, Amornnimit W, Chimsutorn S, Thongyen S, Nilkamhang S, Sungkanuparph S

Single Boosted Protease Inhibitor versus Double Boosted Protease Inhibitors for the Salvage Therapy in HIV-
infected Patients Abstract of the 18" International AIDS Conference, Vienna 2010; THPEO0136.

. Manosuthi W, Lueangniyomkul A, Mankatitham W, Prasithsirikul W, Tantanathip P, Narkksoksung A,

Nilkamhang S, Sungkanuparph S
Higher Rate of Renal Impairment in a Regimen of TenofowI/lamlvudme/newrapme Compared to

Tenofovxr/lamwudlne/efavuenz
Abstract of the 18" International AIDS Conference, Vienna 2010.

Manosuthi W, Kiertiburanakul S, Amornnimit W, Prasithsirikul W, Thongyen S, Likanonsakul S,
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Suntisuklappon B, Nilkamhang S, Ruxrungtham K, Sungkanuparph S

Treatment outcomes and plasma level of ritonavir-boosted lopinavir monotherapy among HIV-infected patients
who had NRTT and NNRTI failure: a pilot study

Abstract of the 12th European AIDS Conference/EACS, Cologne 2009; PE7.9/14.

. Manosuthi W, Mankatitham W, Lueangniyomkul A, Thongyen S, Prommool V, Likanonsakul S, Thawornwan
A, Buppi P, Tantanathip P, Sungkanuparph S
Serial monitoring of drug concentrations while on and off rifampicin between standard doses of nevirapine-
based and efavirenz-based antiretroviral regimens
Abstract of the 12th European AIDS Conference/EACS, Cologne 2009; PE4.6/1.

—
|93}

14. Wongprasit P, Manosuthi W, Sungkanuparph S
Hepatitis B Virus Drug Resistance in HIV-1 Infected Patients Receiving Lamivudine-containing Antiretroviral
Therapy
Abstract of the 49™ Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC), San
Francisco 2009; H-227.

15, Manosuthi W, Tieu HV, Mankatitham W, Lueangniyomkul A, Ananworanich J,.Avihingsanon A, Siangphoe
U, Klongugkara S, Thawornwan U, Suntisuklappon B, Sungkanuparph S
Clinical Case Definition and Manifestations of Paradoxical Tuberculosis (TB) Imimune Reconstitution

Inflammatory Syndrome (IRIS)
Abstracts of the 5th IAS Conference on HIV Pathogenesis, Treatment and Prevention, Cape town 2009; 911,

16. Manosuthi W, Sungkanuparph S, Tantanathip P, Lueangniyomkul A, Mankatitham W, Thongyen S,
Eampokarap B, Uttayamakul S, Buppi P, Ruxrungtham K
Body Weight Cutoff for Daily Dosage and 48-week Efficacy of Efavirenz-based Regimen in Co-infected HIV
and TB Patients Receiving Rifampicin
Abstracts of the 5th IAS Conference on HIV Pathogenesis, Treatment and Prevention, Cape town 2009; 418.

&
17. Manosuthi W, Butler D, Chantratita W, Chonlaphat S, Richman D, Smith D
Mutations Associated with Etravirine Resistance among Patients infected with HIV-1 Subtype CRF01_AE and
Failing First-line Nevirapine- and Efavirenz-based Regimens
Abstract of the 18" International Resistance Workshop, Fort Myers, Florida 2009.

18. Manosuthi W, Butler D, Richman D, Mehta S, Pacold M, Perez I, Smith D
Protease Polymorphisms in HIV-1 Subtype CRF01_AE: Selection by Drug and Immune Pressure
Abstract of the 16th Conference on Retroviruses and Opportunistic Infections (CROI). Montreal 2009; M-105.

19. Manosuthi W, Chetchotisakd P, Sungkanuparph S, Anekthananon T, Supparatpinyo K, Nolen T, Zimmer L,
Pappas P, Larsen R, Filler S, Andes D, for the BAMSG 3-01 Study Team
Serum and Cerebrospinal Fluid (CSF) Concentration Monitoring for High Dose Fluconazole (FLU) in HIV-
associated Cryptococcal Meningitis (CM) Infected Patients
Abstract of the 16th Conference on Retroviruses and Opportunistic Infections (CROI). Montreal 2009; P-175.

20. Sungkanuparph S, Manosuthi W, Wiboonchutikool S, Chantratit W
Comparison of Etravirine Resistance and Efavirenz/Nevirapine Resistance among HIV-1 Infected Patients Who
Experienced Virologic Failure with NNRTI-based Antiretroviral Therapy
Abstract of the 48 Interscience Conference of Antimicrobial Agents and Chemotherapy (JCAAC) and the 46"
annual meeting of the Infectious Disease Society of America (IDSA), Washington DC 2008; H-1224.

21. Sungkanuparph S, Kiertiburanakul S, Manosuthi W, Malathum K
Predicting Factors for Anemia after Initiation of Fixed-dose Combination of Zidovudine, Lamivudine, and
Nevirapine in an Asian Populations
Abstract of the 48" Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC) and the 46"
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annual meeting of the Infectious Disease Society of America (IDSA), Washington DC 2008; H-2295.

. Manosuthi W, Thongyen S, Chimsuntorn S, Sungkanuparph S

Immune Reconstitution Syndrome in HIV-infected Patients with Cryptococcal Menmoms A Prospective Stuc{i}y
Abstract of the 48" Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC) and the 46"
annual meeting of the Infectious Disease Society of America (IDSA), Washington DC 2008; M-2334,

Manosuthi W, Sungkanuparph S, Luengniyomkul A, Mankatitham W, Tansuphaswadikul S, Prasithsirikul W,

Ruxrungtham K; the N2R Study Team

A Randomized Control Trial of Two Non-nucleoside Reverse Transcriptase Inhibitor-based Regimens in HIV-
infected Patients Receiving Rifampicin

Abstract of the 48" Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC) and the 46®
annual meeting of the Infectious Disease Society of America (IDSA), Washington DC 2008; H-1237,

.
. Manosuthi W, Sungkanuparph S, Anekthananon T, Supparatpinyo K, Nolen T, Zimmer L, Pappas P, Larsen R,

Fillerh S, Chetchotisakd P

Effect of High-Dose Fluconazole (FLU) on QT Interval in HIV-associated Cryptococcal Meningitis (CM)
Infected Patients

Abstract of the 48" Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC) and the 46™
annual meeting of the Infectious Disease Society of America (IDSA), Washington DC 2008; M-2176.

. Sungkanuparph S, Manosuthi W, Wiboonchutikul S, Piyavong B, Chantratita W.

Resistance to unboosted atazanavir among HIV-1 subtype A/E infected patients who are naive to protease
inhibitor
Abstract of the 17™ International AIDS Conference, Mexico city 2008; WEPEQ0039.

. Sungkanuparph S, Kiertiburanakul S, Manosuthi W, Piyavong B, Malathum K

Comparison of tolerability and efficacy of a fixed-dose combination of zidovudine, lamivudine and nevirapine
between antiretroviral antiretroviral-naive patients and patients switching from a fixed-dose combination of
stavudine, lamivudine and nevirapine

Abstract of the 17" International AIDS Conference, Mexico city 2008; TUPEO0OQ95.

. Manosuthi W, Chimsuntorn S, Sungkanuparph S

Efficacy of Subsequent Efavirenz-based Regimen in HIV-infected Patients with Preceding Discontinuation of
Nevirapine
Abstract of the 17" International AIDS Conference, Mexico city 2008; THPE 0206.

Sungkanuparph S, Wiboonchutikul S, Manosuthi W, Piyavongl B, Chantratita W

Tipranavir Resistance in Protease Inhibitor Tipranavir Resistance in Protease Inhibitor-Na Nafve Patients vs
Patients with HIV with HIV-1 Subtype A/E Infection

Abstarct of the 44™ annual meeting of the 6 European HIV Drug Resistance Woxkshop, Budapest, 2008;

poster 62.

Manosuthi W, Tantanathip P, Prasithisirikul W, Chimsuntorn S, Sungkanuparph S

Long-term efficacy of nevirapine-based anti-retroviral therapy among HIV-1 infected patients with/without
previous rifampicin, and treatment outcomes of tuberculosis: a 144-week prospective study

Abstarct of the 44'™ annual meeting of the 18" European Congress of Clinical Microbiology and Infectious
Disease (ECCMID), Barcelona, 2008; (oral presentation).

. Sungkanuparph S, Wongprasit P, Manosuthi W, Atamasirikul P

Compliance with screening for hepatitis B virus and hepatitis C virus infection prior to initiation of
antiretroviral therapy among HIV-1 infected gatients in a resource-limited setting
Abstarct of the 44® annual meeting of the 18 European Congress of Clinical Microbiology and Infectious
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Disease (ECCMID), Barcelona, 2008; (oral presentation).

31. Manosuthi W, Tansuphaswadikul S. Mankatitham W, Lueangniyomku! A, Chimsuntorn S, Sungkanuparph S
Treatment Qutcomes of Tuberculosis in HIV-infected Patients after Initiation of Antiretroviral Therapy in a
Resource-limited Setting Abstarct of the 44™ annual meeting of the 18" European Congress of Clinical
Microbiology and Infectious Disease (ECCMID), Barcelona, 2008.

32. Tieu H, Ananworanich J, Avihingsanon A, Apateerapong W, Sirivichayakul S, Klongugkara S, Boonchokchai
B, Siangphoe U, Hammer S, Manosuthi W
Immunologic Markers as Predictors of Tuberculosis-associated Immune Reconstitution Inflammatory
Syndrome in HIV and Tuberculosis Co-infected Persons in Thailand
Abstracts of the 15 Conference of Retroviruses and Opportunistic infections, Boston 2008.

. Sungkanuparph S, Manosuthi W, Kiertiburanaku! S, Piyavong B, Chantratita W
Evaluating the Role of Etravirine (TMC125) in the Second-line Antiretroviral Therapy after Failing an Initial
NNRTI-based Regimens in a Resource-limited Settings
Abstracts of the 15" Conference of Retroviruses and Opportunistic infections, Boston 2008.

w
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~
34, Manosuthi W, Chottanapund S, Tansuphaswadikul S, Chimsuntorn S, Sungkanuparph S
External Lumbar Drainage for Reducing Elevated Intracranial Pressure in HIV-infected Patients with

Cryptococcal Meningitis
Abstract of the 11" European AIDS Conferences, Madrid 2007; P11.4/01.

. Manosuthi W, Tansuphaswadikul S, Mankatitham W, Prasithsirikul W, Aroon , Chimsuntorn S,
Sungkanuparph S
Efficacy and Safety of Efavirenz-based versus Nevirapine-based Antiretroviral Therapy among HIV-infected
Patients Receiving Rifampicin
Abstract of the 11% European AIDS Conferences, Madrid 2007; P17.1/38.

(93]
wn

36. Chottanapund S, Singhasivanon P, Kaewkungwal J, Chamroonswasdi K, Manosuthi W
Survival and Risk of Death among HIV-infected Patients who Diagnosed Cryptococcal Meningitis with/without

Antiretroviral Therapy in a Resource-limited Settings
Abstract of the 11" European AIDS Conferences, Madrid 2007; PS2/4 (oral presentation).

37. Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Malathum K, Piyavong B, Chantaratita W
Mutation Pathways of Thymidine Analogues Mutations (TAMS) after Virological Failure from an Initial
Regimen of a Fixed-dose Combination of Stavudine, Lamivudine and Nevirapine
Abstract of the 11 European AIDS Conferences, Madrid 2007; P3.4/11.

38. Manosuthi W, Chaovavanich A, Ruxrungtham K, Prasithsirikul K, Athichathanabadi C, Tantisiriwat W,

Chumpathat N, Sungkanuparph S
Plasma Levels, Safety and Tolerability of A Once-daily Double-Boosted Protease Inhibitor Regimen of

Atazanavir, Saquinavir, and Ritonavir
Abstract of the 47" Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC), Chicago

2007; H-362. .

. Pappas P, Nolen T, Chetchotisakd P, Larsen R, Manosuthi W, Filler S, BAMSG3-01 Study Team
Fluconazole Plus Amphotericin B vs. Amphotericin B alone for Primary Treatment of AIDS-associated
Cryptococaal Meningitis: Results of a Phase II Trial
Abstract of the 47" Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC), Chicago

2007; M-626 (oral presentation).

5]
\o

40. Manosuthi W , Sungkanuparph S, Prasithsirikul W, Chumpathat N, Suntisuklappon B, Athichathanabadi C,

Chaovavanich A
Mortality Rate and Risk Factors of Death in Symptomatic Hyperlactatemia among HIV-infected Patients

L2
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Receiving Antiretroviral Therapy
Abstract of the 47™ Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC), Chicago

2007; H-375.

Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Chantratita W

Prevalence and Risk Factor of K65R Mutation among HIV-infected Patients whose Initial Regimen of a Fixed-
dose Combination of Stavudine, Lamivudine, and Nevirapine Fails Abstarct of the 45" annual meeting of the
Infectious Disease Society of America (IDSA), San Diego 2007 (oral presentation).

. Manosuthi W, Chaovavanich A, Prasithsirikul W, Athichathanabadi C, Likanonsakul S, Tantisiriwat W,

Bowonwatanuwong C, Chumpathat N, Termvises P, Sungkanuparph S .

Once-daily Double-Boosted Protease Inhibitor Regimen of Atazanavir, Saquinavir, and Ritonavir: 60-week
Efficacy and Metabolic Effects

Abstracts of the 4th IAS Conference on HIV Pathogenesis, Treatment and Prevention, Sydney 2007; 1839.

. Manosuthi W, Chaovavanich A, Prasithsirikul W, Athichathanabadi C, Likanonsakul S, Inthong,

Sungkanuparph S :

Efficacy and Metabolic Complications after 96 Weeks of a Generic Fixed-dose Combination of Stavudine,
Lamivudine and Nevirapine among Advanced HIV-infected Patients

Abstracts of the 4th IAS Conference on HIV Pathogenesis, Treatment and Prevention, Sydney 2007; 2090.

Manosuthi W, Avihingsanon A, Kantipong P, Chuchotaworn C, Moolphate S, Yamada N, Yanai H,
Phanuphak P, Burger D, Ruxrungtham K

24-Week Efficacy and safety of Nevirapine: 400 mg versus 600 mg based HAART in HIV-infected Patients
with Active Tuberculosis Receiving Rifampicin

Abstracts of the 4th IAS Conference on HIV Pathogenesis, Treatment and Prevention, Sydney 2007 (oral
presentation).

Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Piyavong B, Chantratitra W

Tenofovir Resistance among HIV-infected Patients Failing a Fixed-dose Combination of Stavudine +
Lamivudine + Nevirapine in a Resource-limited Setting

Abstracts of the 14" Conference of Retroviruses and Opportunistic infections, Los Angeles 2007; 663.

Avihingsanon A, Manosuthi W, Kantipong P, Chuchotaworn C, Moolphate S, Yamada N, Yanai H,
Phanuphakl P, Burger D, Ruxrungtham K

Pharmacokinetics and 12 Weeks Efficacy of Nevirapine: 400 mg versus 600 mg per day in HIV Infected
Patients with Active Tuberculosis Receiving Rifampicin: A multicenter study

Abstracts of the 14" Conference of Retroviruses and Opportunistic infections, Los Angeles 2007; 576.

Manosuthi W, Chaovavanich A, Likanonsakul S, Inthong Y, Sungkanuparph S

Efficacy and genotypic drug resistance mutations after 96 weeks of a regimen of stavudine, lamivudine and
nevirapine amon§ HIV-infected patients with/without previously received rifampicin: a prospective study
Abstract of the 5" International Symposium on Antimicrobial Agents and Resistance, Singapore 2007; HVO06.

Manosuthi W, Chaovavanich A, Tansuphaswadikul S, Inthong Y, Chottanapund S, Sittibusaya C, Moolasart
V, Sungkanuparph S

Incidence and Risk Factors of Nevirapine-associated Skin Rashes and Hepatitis among Naive HIV-infected
Patients with CD4 Cell Counts <250 cells/ul

Abstarct of the 44™ annual meeting of the 17% European Congress of Clinical Microbiology and Infectious
Disease (ECCMID), Munich, 2007; P1909.

Manosuthi W, Chaovavanich A, Tansuphaswadikul S, Inthong Y, Chottanapund S, Sittibusaya C, Moolasart
V., Sungkanuparph S

Incidence and Risk Factor of Major Opportunistic Infections after Initiation of Antiretroviral Therapy between
HIV-infected Patients with Baseline CD4 Cell Counts <50 cells/mm® and >50 cells/mm’
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Abstarct of the 44™ annual meeting of the 17" European Congress of Clinical Microbiology and Infectious
Disease (ECCMID), Munich, 2007; P655.

50. Manosuthi W, Kiertiburanakul S, Chaovavanich A, Sungkanuparph S
Plasma nevirapine levels and 24-week efficacy of a fixed-dose combination of stavudine, lamivudine and

nevirapine (GPO-VIR) among Thai HIV-infected patients
Abstarct of the 44™ annual meeting of the Infectious Disease Society of America (IDSA), Toronto 2006; 954,

51. Sungkanuparph S, Kiertiburanakul S, Piyavong B, Chumpathat N, Manosuthi W
Options for The Second Antiretroviral Regimen for HIV-infected Patients Failing an Initial Regimen of Fixed-

dose Combination of Stavudine, Lamivudine and Nevirapine
Abstaret of the 44™ annual meeting of the Infectious Disease Society of America (IDSA), Toronto 2006;692

(oral presentation)

52. Manosuthi W, Chimsuntorn S, Sungkanuparph S
Safety and 48-week Efficacy of Newrapme-based Antiretroviral Therapy between HIV-infected Patients with

Baseline CD4 <50 versus CD4 >50 cells/mm°
Abstarct of the 44" annual meeting of the Infectious Disease Society of America (IDSA), Toronto 2006; 950.

53. Manosuthi W, Sirikwin S, Athichathanabadi C, Uttayamakul S, Phoorisri T, Sungkanuparph S
Plasma Nevirapine Levels and Adverse Events among HIV-infected Patients Concurrently Received

Nevirapine-based Antiretroviral Therapy and Fluconazole
Abstarct of the 44" annual meeting of the Infectious Disease Society of America (IDSA), Toronto 2006; 951.

54. Manosuthi W, Ruxrungtham K, Likanonsakul S, Inthong Y, Sungkanuparph S
Nevirapine Levels, Safety, 60-week Efficacy of NVP-based Antiretroviral Therapy and Treatment Outcomes of

Tuberculosis in HIV-infected Patients with/without Concomitant Rifampicin
Abstarct of the 44™ annual meeting of the Infectious Disease Society of America (IDSA), Toronto 2006; 949.

55. Sungkanuparph S, Eampokalap B, Chottanapand S, Thongyen S, Manosuthi W
Declining prevalence of drug-resistant tuberculosis among HIV/TB co-infected patients receiving antiretroviral

therapy
Abstarct of the 27™ annual congress of HIV-infected patients in an area with high prevalence of tubeculosis,

London 2006; P77.

56. Sungkanuparph S, Eampokalap B, Chottanapand S, Thongyen S, Manosuthi W
Drug resistant tuberculosis and survival of HIV-infected patients in an area with high prevalence of tuberculosis
Abstarct of the 27" annual congress of HIV-infected patients in an area with high prevalence of tubeculosis,

London 2006; (oral presentation).

57. Manosuthi W, Kiertiburanakul S, Piyavong B, Chumpathat N, Sungkanuparph S
Genotypic drug resistance mutations among HIV-infected patients failing a regimen of fixed-dose combination
of stavudine, lamivudine and nevirapine
Abstract of the 16™ International AIDS Conference, Toronto 2006; THPE0093,

o
58. Manosuthi W, Chottanapand S, Thongyen S, Chaovavanich A, Sungkanuparph S
Comparison of Survival Rate among Co-infected TB and HIV Individuals with/without Antiretroviral Therapy

Abstract of the 10™ European AIDS Conference, Dublin 2005; PE11.1/3.

59. Manosuthi W, Kiertiburanakul S, Phoorisri T, Sungkanuparph S
Paradoxical Reaction of Tuberculosis among HIV-infected Patients Receiving Antituberculous and
Antiretroviral Therapy: Incidence and Risk Factors
Abstract of the 10™ European AIDS Conference, Dublin 2005; PS2/4 (oral presentation).

60. Manosuthi W, Sungkanuparph S, Thakkinstian A, Vibhagool A, Kiertiburanakul S, Rattanasiri S,
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Ruxrungtham K
Efavirenz 600 mg/day versus Efavirenz 800 mg/day in HIV-infected Patients with Tuberculosis and Receiving

Rifampicin: 48 weeks Results
Abstract of the 10™ European AIDS Conference, Dublin 2005; PE4.3/6.

61. Manosuthi W, Sungkanuparph S, Thakkinstian A, Rattanasiri S, Chaovavanich A, Prasithsirikul W,
Likanonsakul S, Ruxrungtham K
Comparison of Plasma Levels of Nevirapine, Liver Function Test, Virological and Immunological Qutcomes in
HIV-infected Patients Receiving and Not Receiving Rifampicin: Preliminary Results
Abstract of the 45" Interscience Conference of Antimicrobial Agents and Chemotherapy, Washington DC
2005; H-414. (oral presentation)

62. Banpamai O, Malathum K, Domrongkitchaiporn S, Manosuthi W, Rattanasiri S and Thakkinstian A
Comparison of nephrotoxicity of amphotericin B deoxycholate infused over 6 hours versus continuous 24
hours: A randomized controlled trial
Abstract of the 45" Interscience Conference of Antimicrobial Agents and Chemotherapy, Washington DC

2005; H-1454.

63. Manosuthi W, Thongyen S, Chumpathat N, Muangchana K, Sungkanuparph S
Prevalence and Risk Factors of Rash from Efavirenz in HIV-infected Patients with Preceding Nevirapine-
associated Rash
Abstract of the 45" Interscience Conference of Antimicrobial Agents and Chemotherapy (ICAAC), Washington

DC 2005; H-343.

64. Manosuthi W, Chumpathat N, Sungkanuparph S
Safety and Tolerability of Nevirapine-based HAART Initiation in HIV-infected Patients Receiving Fluconazole

for Cryptococcal Prophylaxis
Abstract of the 7* International Congress on AIDS in ASIA and the Pacific, Kobe 2005; SaPB0049.

65. Manosuthi W, Sungkanuparph S, Thongyen S, Chumpathat N, Eampokalap B, Thawornwan U, Foongladda S
Fluconazole Susceptibility among Cerebrospinal Fluid Isolates of C. neoformans in HIV-infected patients who

did/did not Receive Fluconazole Prophylaxis
Abstract of the 5" International Symposium on Antimicrobial Agents and Resistance, Seoul 2005; MBOS5.

66. Manosuthi W, Banpamai O, Malathum K, Sathapatayavongs B
Streptococcus viridans Bacteremia: Low Virulence Bacteremia with Severe Complications
Program and Abstracts of the 9" Western Pacific Congress of Chemotherapy and Infectious Diseases,

Bangkok 2004; FP-F-15.

67. Manosuthi W, Sungkanuparph S, Kiertiburanakul S
Hyperthyroidism Presented with Progressive Weight Loss after Successful Highly Active Antiretroviral
Therapy in HIV-infected Patients
Program and Abstracts of the 9" Western Pacific Congress of Chemotherapy and Infectious Diseases, Bangkok

2004; FP-F-13.

68. Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Chantratita W
Genotypic Resistance in HIV-infected Patients Failing a d4T/3TC/NVP Regimen
Program and Abstracts of the 9" Western Pacific Congress of Chemotherapy and Infectious Diseases, Bangkok
2004; FP-F-11.
“& 3

69. Manosuthi W, Sungkanuparph S, Kiertiburanakul S, Ruxrungtham K, Prasithsirikul W, Thakkinstian A,
Rattanasiri S, Vibhagool A
A randomized controlled trial of efavirenz 600 mg/day versus 800 mg/day in HIV-infected patients with
tuberculosis to study plasma efavirenz level, virological and immunological outcomes: A preliminary result
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Abstract of the 15" International AIDS Conference, Bangkok 2004; Mo0OrB1013 (oral presentation).

70. Sungkanuparph S, Vibhagool A, Manosuthi W, Kiertiburanakul S, Atamasirikul K, Aumkhyan A,

Thakkinstian A
Prevalence of Hepatitis B Virus or Hepatitis C Virus Co-infection with I—Iumanlmmunodeﬁmency Virus in Thai

Patients: A Temax?/ care-based Study
Abstract of the 15" International AIDS Conference, Bangkok 2004; TuPeC4682.

71. Sungkanuparph S, Kiertiburanakul S, Manosuthi W, Vibhagool A, Rattanasiri S, Thakkinstian A Initiation of
efavirenz-based regimen in HIV-infected patients at CD4 <100 versus CD4 >100 cells/mL in a resource-limited

setting: toler abiht?f and efficacy
Abstract of thel5" International ATDS Conference, Bangkok 2004; TuPeB4517.

72. Sungkanuparph S, Kiertiburanakul S, Manosuthi W, Vibhagool A, Rattanasiri S, Thakkinstian A.
Ipitiation of efavirenz-based regimen in HIV-infected patients at CD4 <100 versus CD4 >100 cells/mL in a
resource-limited setting: tolerability and efficacy
Abstract of the 15" International AIDS Conference, Bangkok 2004; TuPeB4517.

~J
(95

. Sungkanuparph S, Manosuthi W, Kiertiburanakul S, Vibhagool A.
Antiretroviral therapy in advanced HIV-infected patients with active tuberculosis  Abstract of the 15"
International AIDS Conference, Bangkok 2004, (oral presentation)

74. Sungkanuparph S, Vibhagool A, Kiertiburanakul S, Manosuthi W, W Kiatatchasai.
Initiation of HAART in Advanced HIV-infected Patients with CD4 <50 Cells/mm’ in a Resource-limited
Setting: Efficacy and Tolerability.
Abstracts of the 11" Conference of Retroviruses and Opportunistic infections (CROI), San Francisco 2004;
587.

Previous studies (principle investigator):

1. A Multicenter, Double-Blind, Randomized, Active-Controlled Study to Evaluate the Safety and Antiretroviral
Activity of MK-518 Versus Efavirenz in Treatment Naive HIV-Infected Patients, Each in combination with

Truvada

|8

A Phase II Randomized trial of amphotericin B alone or combined with fluconazole in the treatment of AIDS-
associated cryptococcal meningitis (BAMSG 3-01)

Previous studies (co-investigator):

3. High-Dose versus Standard-Dose Oseltamivir for the Treatment of Severe Influenza and Avian Influenza: A
Phase IT Double-Blind, Randomized Clinical Trial

4. Open-label safety trial of enfuvirtide (T-20 / Ro 29-9800, HIV-1 Fusion Inhibitor) in combination with free
choice antiviral regimen in Thai patients with advanced HIV-infection).

5. A Randomized Trial of Two Types of Treatment Interruption, Compared to Continuous Treatment, for HIV
Infection: STACCATO.

6. FThe TREAT (Therapeutics Research, Education and AIDS Training) Asia HIV Observational Database
(TAHOD).
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7. A Multicentre, Double blind, comparative, Randomised study to evaluate the efficacy and safety of Micafugin
(FK463) versus Liposomal Amphotericin B (Ambisome®) in the treatment of Invasive Candidaemia.

8. An International Observational Study Among Sever Sepsis Patients Treat in the Intensive Care Unit.

9. Atazanavir [BMS-232632] for HIV-Infected Individuals Comipleting Atazanavir Clinical Trial: An Extended
Access Study) Al 424-077.

Peer reviewer:
1. Southeast Asian Journal of Tropical Medicine and Public Health: April 2011
2. Future virology: March 2011
3. Journal of Medical Case Reports : February 2011
4. Linfect Dis Antimicrob Agents: January 2011
5. Jinfect Dis Antimicrob Agents: January 2011
6. AIDS Research and Human Retroviruses: December 2010
7. I infect Dis Antimicrob Agents: December 2010
8. AIDS Research and Therapy: November 2010
9. Expert Opinion on Drug Safety: November 2010
10. Clinical Infectious Diseases: September 2010
11. Journal of the International Association of Physicians in AIDS Care: August 2010
12. AIDS Research and Therapy: August 2010
13. AIDS Research and Therapy: July 2010
N
14.7J infect Dis Antimicrob Agents: June 2010
15.7J infect Dis Antimicrob Agents: May 2010
16.] infect Dis Antimicrob Agents: March 2010
17. Journal of Medical Case Reports: January 2010
18. International Journal of Tuberculosis and Lung Diseases: December 2009
19. Clinical Infectious Diseases: June 2009
20. Journal of the International AIDS Society: March 2009

21. Expert Review of Respiratory Medicine: January 2009
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2. Clinical Infectious Diseases: October 2008

[\

3. BMC Infectious Diseases: October 2008

24. BMC Infectious Diseases: November 2008

25. AIDS Research and Human Retrovirus: January 2008
26. International Journal of Infectious Diseases:2007

27. International Journal of STDs and AIDS: 2007

28. International Journal of Tuberculosis and Lung Diseases: 2007
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Name Opass Putcharoen, M.D., M.Sc.

Address 79/360 Patumwan resort, Prayathai Road, Rajadhevee, Bangkok 10400 Thailand
USA address: 279 Harvard street, apartment 33, Cambridge 01239, Massachusetts

Telephone 66-2-653-9825, 1-617-8991087 (USA)

Current position Instructor of Medicine, Division of Infectious Diseases, Department of
Medicine, King Chulalongkorn Memorial hospital, Chulalongkorn university, Thailand
Nationality Thai

Email address opassid@gmail.com, ocarchi@hotmail.com, oputcharoen@hsph.harvard.edu
Office address 65 Lansdowne Street, Cambridge, Massachusetts 02139, USA

Education and training
1989 Triam Udom Suksa School (Obtained academic examination to skip one grade)

1995 Doctor of Medicine, Khon Kaen University, Thailand

1998 Certificate of attendance - “Introduction to Clinical Infectious Diseases” - Case Western
Reserve University, Cleveland, USA, under guidance of Prof. Kieth Amitage

2000 Residency training, department of medicine, King Chulalongkorn Memorial Hospital
2002 Diplomat, Thai board of Internal Medicine, Thai Medical Council

2005 Clinical fellow in infectious diseases, Department of Medicine, Faculty of

Medicine, Chulalongkorn University, Thailand

2006 Visiting fellow at Virology Research Laboratory, VA medical center, University of
California, San Diego, CA, USA, under guidance of Prof. Douglas Richman (basic research on HIV
drug resistance)

Visiting fellow at Partners AIDS Research Center at Massachusetts General Hospital,
Harvard University, Boston, MA, USA, under guidance of Prof. Bruce Walker (basic research on
HIV immunology)

2007  Master degree of science, Chulalongkorn University, Bangkok, Thailand

Diplomat, Thai board of Infectious Diseases, Thai Medical Council
2008  Postdoctoral fellow, Department of Immunology and Infectious Diseases, Harvard School

of Public Health, Section Retroviral Therapeutics, Partners AIDS Research Center, Brigham

and Women’s Hospital, Harvard School of Medicine
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Professional Development
1995-2001 General practitioner in a community hospital in southern part of Thailand

2001-2005 Internist in Panusnikom District Hospital (200-bed community hospital), Chonburi,
Thailand

Attending physician/volunteer, the implementation program of antiretroviral
therapy for terminally ill HIV-infected patients at AIDS treatment center/hospice, (Wat Pra Bhat
Nam Phu, Lop Buri), Thailand

Consulting physician on a team to design and implement a comprehensive
antiretrovirals program in eastern provinces of Thailand

Consulting physician/instructor on implementing an antiretrovirals program in
Bhutan

Consulting physician, Lorenzzo home for HIV-infected orphans, Chonburi, Thailand

Chief of Patient Care Team (PCT), Medicine division, drug monitoring team and
infection control, preparing for hospital accreditation, Panusnikom hospital, Chonburi, Thailand

Co-advisor of master course student, Brurapa University, Chonburi, Thailand

Medical volunteer of mobile medical service team under patronage of Princess

Srinakarin foundation

Membership
® Thai AIDS Society (since 2003)

® nternational AIDS Society (since Oct 2006)

Scholarship
® Scholarship from Case Western Reserve University for short course training in

“Introduction to Clinical Infectious Diseases”

® Fogarty training awards year 2008-2011 from National Institution of Health (NIH), USA and
Harvard university, Cambridge, Massachusetts, USA

Awards
® Excellent Medical Service Award from Panusnikom Hospital (2003)

® Award for selected high-quality abstracts in 17" European
Congress of Clinical Microbiology and Infectious Diseases and 25"

International Congress of Chemotherapy Munich/Germany
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Royal decoration

® Commander (Third class) of the most noble order of the crown of Thailand (2003)

Invited speaker

An update on antiretroviral therapy and management of opportunistic infections, Annual
meeting of Thai AIDS Society (TAS), Eastern chapter, year 2002, 2003 and 2004

Invited international speaker

Melioidosis: A Hidden Infection in Returning Travelers, 6" Asian-Pacific Health

Conference, 29 November-1 December 2006, Bangkok, Thailand

Abstracts

ESBL producing and nonproducing bacteremia from enteric bacteria in an institute
without routine reporting- clinician’s utilization of disc susceptibility patterns in
aritimicrobial decision-making. The 31" Annual Meeting of The Infectious Disease
Association of Thailand, 15-18 October 2005, O Putcharoen, C Unhasuta, A
Chongthaleong, W Kulwichit. :

Immune Restoration Syndrome (IRS) as a surrogate marker for immunologic response to
a generic, nevirapine-based V.S. to an efavirenz-based antiretroviral regimen. The XVI
International AIDS conference, Toronto, Canada, 13-18 August 2006. O Putcharoen, W
Kulwichit,

Significance of Streptococcus bovis biotype lI/2 bacteraemia in patients with chronic liver
diseases, Poster presentation in Pathogenesis of Gram-positive bacterial infections
session, 17" European Congress of Clinical Microbiology and Infectious Diseases and 25"
International Congress of Chemotherapy Munich/Germany, 31 March - 3 April 2007, O.
Putcharoen, G. Suwanpimolkul, M. Pongkumpai, S. Nilgate, W. Kulwichit, T.
Tantawichien, M. Hanvanich, C. Suankratay

Brucellosis in Thailand: emerging and enigmatic, Poster presentation, 17" European
Congress of Clinical Microbiology and Infectious Diseases and 25" International Congress
of Chemotherapy Munich/Germany, 31 March - 3 April 2007, W. Kulwichit, B.K. De, O.
Putcharoen, S. Nilgate, N. Hiransuthikul

Renal dysfunction associated with tenofovir disoproxil fumarate. The 33 Annual
Meeting of The Infectious Disease Association of Thailand, 19-23 October 2007. K
Woratanarat, O Putcharoen, C Suankratay.

Utilizing clinical parameters to differentiate mycobacteraemia from Mycobacterium

tuberculosis v.s. from Mycobacterium avium complex on the day of blood culture signal
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detection, 18" European Congress of Clinical Microbiology and Infectious Diseases,
Barcelona/Spain,19-22 April 2008, O. Putcharoen, N. Udomsantisuk, W. Kulwichit

® (Changes in lipid levels and incidence of rash in HIV-infected Thai patients after switching
antiretroviral therapy to nevirapine-based regimen. XVl International AIDS Conference
Mexico City, 3-8 August 2008, O. Putcharoen, S. Satitthummanid , A. Avihigsanon

® Vicriviroc-resistant HIV-1 Clinical Isolates Depend on the Second Extracellular Loop of
CCR5 for Entry and Demonstrate Delayed Entry Kinetics that Correct in the Presence of

Drug.18th Conference on Retroviruses and Opportunistic Infection, Boston, USA, 27
February -2 March, 2011. O. Putcharoen, T Henrich, S Lee, N Lewine, J Vanichanan, S
Rao, R Gulick, W Greaves, D Kuritzkes, and A Tsibris.

Oral abstracts
® Presence of dengue virus genome in the bone marrow of asymptomatic adults in a

dengue-hyperendemic country: implication for complicated dengue pathogenesis. Oral

* presentation in Tropical medicine session: from basic science to fieldwork. 17" European
Congress of Clinical Microbiology and Infectious Diseases and 25" International Congress
of Chemotherapy Munich/Germany, 31 March - 3 April 2007, O. Putcharoen, S. Krajiw, V.
Nilratanakul, P. Rojnuckarin, P. Bhattarakosol, A. Nisalak, C. Pancharoen, U. Thisyakorn,
W. Kulwichit

® A comparative study of treatment outcome in cryptococcal meningitis in HiV-infected
patients during period before versus after implementation of treatment guidelines for
management of increased intracranial pressure. Oral presentation in Rare fungal
infections session, 17" European Congress of Clinical Microbiology and Infectious
Diseases
and 25" International Congress of Chemotherapy Munich/Germany, 31 March - 3 April
2007, O. Putcharoen, W. Kulwichit, T. Tantawichien, M. Hanvanich, C. Suankratay

® |ncidence and predictors of nevirapine-associated rash in experienced HIV patients who
switched from other antiretroviral regimens to nevirapine-based regimen, 18" European
Congress of Clinical Microbiology and Infectious Diseases, Barcelona/Spain,19-22 April
2008, O. Putcharoen, S. Satitthummanid, A. Avihingsanon

Publications
® Metabolic Complications of Antiretrovirals. O. Putchareon, T Sanubboon, V Khovitoonkit,
M Hanvanich.Update in Emergency Medicine. Department of Medicine, Faculty of
Medicine, Chulalongkorn University, Chulalongkorn Publishing, pp246-53 (Book chapter in
Thai)
® Salmonella Gas-forming Femoral Osteomyelitis and Pyomyositis: the First Case and

Review of Literature. O Putcharoen, C Suankratay. J Med Assoc Thai 2007;90:1943-7
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® |t is time to change the starting point of initiating antiretroviral therapy and to advocate
more active HIV testing. O. Putcharoen, Asian Biomedicine 2008;2:245-6

® Assessing Adherence in Thai Patients Taking HAART. Stephen J Kerr, Anchalee
Avihingsanon, O. Putcharoen, P. Chetchotisakd, Maneerat Layton, S. Ubolyam, K.
Ruxrungtham, DA. Cooper, P Phanuphak, C. Duncombe, Internal Journal of STD and AIDS
(in press)

® Vicriviroc-resistant HIV-1 isolates exhibit delayed entry kinetics that correct in the
presence of drug, O.Putcharoen, DR Kuritzkes, AMN Tsibris. Antiviral Therapy2010;15
SupplZ;A75

® (CCR5 Antagonist-Resistant HIV-1 Entry Kinetics as a Function of CD4 and CCR5 Surface
Expression O.Putcharoen, DR Kuritzkes, AMN Tsibris. Antiviral Therapy2011;15 Suppl1:A64

Current studies
® Characterization of the entry kinetics of HIV-1 resistant to vicriviroc, a HIV-1 coreceptor

antagonist, by a new sensitive virus-cell fusion assay (manuscript in preparation)

® Efficiency and fusion kinetics of different HIV-1 subtypes in peripheral blood

mononuclear cells.

Compartmentalization and viral dynamics of HIV-1 in selected reservoirs detected by

ultrasensitive, high-throughput pyrosequencing techniques.

72



U5ed8 9.a9.05.u378 Jgygyrynin
Curriculum Vitae

Baralee Punyawudho, Ph.D.
Instructor

Department of Pharmacy Practice
Faculty of Pharmaceutical Sciences
Chulalongkorn University

Bangkok, Thailand

Education:
2003 - 2008  Ph.D.

Department of Experimental and Clinical

Office: 662.218.8409
Fax :662.254.5195

Email : pbaralee@yahoo.com

Pharmacology

College of Pharmacy, The University of Minnesota,

Minneapolis, Minnesota, USA

Dissertation title: Pharmacometrics of Antiepileptic Drugs: Modeling

and Simulation-Based Studies of Lamotrigine and Carbamazepine

Pharmacokinetics

Advisor: Associate Professor Angela K Birnbaum

1993 -1998  B.Sc. in Pharmacy (Second Class Honors)
Faculty of Pharmaceutical Sciences
Chulalongkorn University
Bangkok, Thailand

Present Position:

- Instructor (2000-present)
Department of Pharmacy Practice
Faculty of Pharmaceutical Sciences

Chulalongkorn University

Experiences:
- Research Assistant (2004-2008)
Epilepsy Research and Education Program
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Department of Experimental and Clinical Pharmacology
College of Pharmacy,
The University of Minnesota

- WinNonlin Hands-on Training (September, 2007)
Burbank, CA

- Teaching assistant
College of Pharmacy, The University of Minnesota
PHAR 6123: Pharmacotherapy Il (Spring 2003)
PHAR 6181: Pharm.D. Paper and Seminar (Fall 2003)

- Pharmacist (1998-2000)
Pharmacy Department
Health Center 61" of Bangkok Metropolitan

Awards and Honors
- The Thai Royal Government Scholarship (2003-2008)
- Travel award for the National Epifellows Foundation Scientific Forum (2006)

- Second Class Honors, B.Sc. in Pharmacy (1998)

Selected Publications and Presentations:
= Punyawudho B, Lertdumrongluk P, Somparn P, Kittanamongkolchai W, Traitanon O,
Avihingsanon Y, Vadcharavivad S, Population Pharmacokinetics of Mycophenolate
Mofetil in Thai Lupus Nephritis Patients (Submitted to Int J Clin Pharmacol Ther)

- Chaemchoi T, Srimahachota S, Punyawudho B, Prediction of Contrast-induced
nephropathy after percutaneous coronary intervention: Role of contrast
volume/body weight ratio. Chula Med J. 2011:55(4):341-354

- Punyawudho B, Cloyd JC, Leppik IE, Ramsay RE, Marino SE, Pennell PB, White JR,
Birnbaum AK, Characterization of the time course of carbamazepine
deinduction by an enzyme turnover model, Clin Pharmacokinet.
2009;48(5):313-320
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- Punyawudho B, Ramsay RE, Macias FM, Rowan AJ, Collins JF, Brundage RC,
Birnbaum AK; Population Pharmacokinetics of Lamotrigine in Elderly
Patients, J Clin Pharmacol 2008; 48(4): 455-463

- Prasittisopin B, Cloyd JC, Leppik IE, Ramsay RE, Pennell PB, White JR,
Birnbaum AK, Characterization of time course of the enzyme de-
induction of carbamazepine by a population pharmacokinetic approach,

Poster presentation,
American Association of Pharmaceutical Scientists (AAPS) Annual Meeting,

San Diego, CA, United States, November 11-15, 2007

- Kijsanayotin P, Cloyd JC, Oetting WS, Birnbaum AK, Ramsay RE, Rarick JO,
Prasittisopin B, White, JR, Pennell PB, Leppik IE, Association of
Variants in SCN1A and CYP3A with Carbamazepine Doses: Racial
Differences,
Poster presentation, 27th International Epilepsy Congress, Singapore,
July 8-12, 2007

- Prasittisopin B, Cloyd JC, Marino SE, Brundage RC, Ramsay RE, Pennell PE,
Oetting WS, Rarick JO, Mishra U, Beattie J, Leppik IE, Birnbaum AK, Genotype-
phenotype associations of CYP3A5 polymorphisms on carbamazepine
pharmacokinetics in the patients, Poster

presentation, 59th American Academy of Neurology Annual Meeting, Boston,
MA, United States, April 28-May 5, 2007

- Kijsanayotin P, Cloyd JC, Leppik IE, Birnbaum AK, Prasitisopin B, Ramsay RE,
Rarick JO, Mishra U, White JR, Marino SE, Conway JM, Oetting WS, Effects of
Mutations in CYP2C9 and CYP2C19 Genes on Phenytoin Dose, Poster
presentation, 59" American Academy of Neurology Annual Meeting, Boston, MA,
United States, April 28-May 5, 2007

- Prasittisopin B, Ramsay RE, Macias FM, Rowan AJ, Collins JF, Brundage RC,
Birnbaum AK, Population Pharmacokinetics of Lamotrigine in Elderly Patients,
Poster Presentation, 60" American Epilepsy Society Annual Meeting, San Diego, CA, United
States, December 1-5, 2006
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Professional License:

- Licensed to practice as a pharmacist in Thailand

Professional Membership:

- The Association of Hospital Pharmacy (Thailand)
Research of Interest:

- Pharmacometrics/ Population Pharmacokinetics

- Pharmacokinetics/Pharmacodynamics modeling and simulation
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HASTURANLA

1. Avihingsanon A, Suankratay C, Tantawichian T, Nuntapisut P. Two cases of Streptococcus
suis endocarditis. Chula Med J 1999; 43(5):317-325.

2. Nagy GS, Tsiodras S, Martin LD, Avihingsanon A, Gavrila A, Hsu WC, Karchmer AW,
Mantzoros CS. Human immunodeficiency virus type 1-related lipoatrophy and
lipohypertrophy are associated with serum concentrations of leptin. Clin Infect Dis.
2003; 36(6):795-802.
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10.

A Avihingsanon, Y Avihingsanon, P Darnpornprasert, S Kerr' C. Ungsedhapand, C Duncombe,
S Ubolyam, K Ruxrungtham, P Phanuphak and HIV-NAT study team: High Prevalence of
Indinavir-associated Renal Complications in Thai HIV-infected patients. J Med Assoc Thai ;
2006; 89:521-527.

S. Kerr, C. Duncombe, A. Avihingsanon, J. Anaworanich, M. Boyd, B. Sopa, D. Cooper, J.
Lange, P. Phanuphak, K. Ruxrungtham, and HIV-NAT Study Group. Dyslipidaemia in an Asian
Population After Treatment for 2 Years with Protease Inhibitor-containing Regimens. J Int
Assoc Physicians AIDS Care 2007, 6(1):36-46.

Van der Lugt J, Autar RS, Ubolyam S, Fernandez Garcia E, Sankote J, Avihingsanon A,
Chuenyam T, Cooper DA, Lange J, Phanuphak P, Wit F, Ruxrungtham K and Burger D on
behalf of the HIV-NAT 019 Study Team: Pharmacokinetics and short-term efficacy of a
double-boosted protease inhibitor regimen in treatment-naive HIV-1-infected adults. J
Antimicrob Chemother. 2008; 61 (5):1145-53.

Avihingsanon A, Manosuthi W, Kantipong P, Chuchotaworn C, Moolphate S, Sakornjun W,
Gorowara M, Yamada N, Yanai H, Mitarai S, Ishikawa N, Cooper DA, Phanuphak P, Burger D and
Ruxrungtham K. Pharmacokinetics and 48 weeks efficacy of nevirapine: 400 mg versus 600
mg per day in HIV-Tuberculosis co-infection receiving highly active antiretroviral therapy and
rifampicin. Antiviral therapy. 2008; 13(4):529-536.

Matthews GV¥*, Avihingsanon A*, Lewin SR, Amin J, Rerknitmitr R, Petcharat P, Marks P,
Sasadeusz J, Cooper DA, Bowden S, Locarnini S, Ruxrungtham K, Dore GJI. A randomised trial
of combination Hepatitis B therapy in HIV/HBV coinfected antiretroviral naive individuals in
Thailand. Hepatology 2008;48(4):1062-9

Preiss S, Littlejohn M, Angus P, Thompson A, Desmond P, Lewin S, Sasadeusz J, Matthews G,
Dore G, Shaw T, Sozzi V, Yuen L, Lau G, Hui CK, Thio C, Avihingsanon A, Ruxrungtham K,
Locarnini S and Revill PA. Defective HBV DNA is not associated with disease status, but is
reduced by HBV polymerase mutations associated with antiviral resistance. Hepatology.
2008 Apr 21;48(3):741-749.

Srisawat N, Avihingsanon A, Praditpornsilpa K, Jiamjarasrangsi W, Eiam-Ong S, Avihingsanon
Y. A prevalence of posttransplantation cancers compared with cancers in people with
human immunodeficiency virus/acquired immunodeficiency syndrome after highly active
antiretroviral therapy.Transplant Proc. 2008 Oct;40(8):2677-9.

Crane M; Oliver B; Matthews G; Avihingsanon A; Ubolyam S; Markovska V; Chang J; Dore GJ;
Price P; Visvanathan K; French M; Ruxrungtham K; Lewin SR. Immunopathogenesis of hepatic
flare in HIV-Hepatitis B Virus (HBV) co-infected individuals following initiation of HBV-active
antiretroviral therapy. J Infect Dis. 2009 Apr 1;199(7):974-981.
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11.

. Cooper DA, Phanuphak P, Burger DM, Ruxrungtham K. A Low Dose of Ritonavir-Boosted

12.

13,

14.

15.

16.

17.

18.

Avihingsanon A, Van der Lugt J, Kerr SJ, Gorowara M, Chanmano S, Ohata P, Lange J,

Atazanavir (200/100 mg) Provides Adequate Pharmacokinetic Parameters in Thai HIV-1
Infected Adutlts. Clin Pharmacol Ther. 2009 ;85(4):402-8

Lewin SR, Ribeiro R, Avihingsanon A, Bowden S, Matthews G, Marks P, Locarnini SA,
Ruxrungtham K, Perelson AS, Dore GJ. Viral dynamics of hepatitis B virus (HBV) in HIV-1-HBV
co-infected individuals: similar anti-HBV efficacy of lamivudine, tenofovir or combination
therapy. Hepatology 2009;49:1113-1121.

Walmsley S, Avihingsanon A, Slim J, Ward D, Ruxrungtham K, Brunetta J, Bredeek UF,
Jayaweera D, Guittari CJ, Larson P, Schutz M, Raffi F. Gemini: a non-inferiority study of
saquinavir/ritonavir vs lopinavir/ritonavir as initial HIV-1 therapy in adults. J Acquir Immune
Defic Syndr. 2009 Feb 12

Chang JJ, Sirivichayakul S, Avihingsanon A, Thompson AJ, Revill P, Iser D, Slavin J,
Buranapraditkun S, Marks P, Matthews G, Cooper DA, Kent SJ, Cameron PU, Sasadeusz J,
Desmond P, Locarnini S, Dore GJ, Ruxrungtham K, Lewin SR._Impaired quality of the HBV-
specific T-cell response in HIV-1-HBV co-infection. J Virol. 2009: 83(15):7649-58.

van der Lugt J, Gorowara M, Avihingsanon A, Burger D, Ananworanich J, Sringam K, Kerr S,
Wit F, Lange J, Ruxrungtham K. Reducing the boosting dose of ritonavir does not affect
saquinavir plasma concentrations in HIV-1-infected individuals. AIDS. 2009 Jun 1;23(9):1176-9
Li AH, Phanuphak N, Sahasrabuddhe VV, Chaithongwongwatthana S, Vermund SH, Jenkins
CA, Shepherd BE, Teeratakulpisarn N, van der Lugt J, Avihingsanon A, Ruxrungtham K,
Shikuma C, Phanuphak P, Ananworanich J. Anal squamous intraepithelial lesions among HIV-
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Chulalongkorn University, 2002
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Meevootisom, Nongluksna Sriubolmas (2010) Mycoepoxydiene production by endophytic fungus
Phomopsis sp. Hant25 with fed-batch fermentation. The 36" congress on science and
technology of Thailand (STT 36). October 26-28, 2010. Bangkok International Trade and
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