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{Notes and Disclaimers>

* This report is produced by the trust corporation based on the contract with JICA. The
contents of this report are based on the information at the time of preparing the report
which may differ from current information due to the changes in the situation, changes in
laws, etc. In addition, the information and comments posted include subjective judgment
of the trust corporation. Please be noted that any actions taken by the users based on
the contents of this report shall be done at user’ s own risk.

« Neither JICA nor the proposed corporation shall be responsible for any loss or damages
incurred by use of such information provided in this report




D o i
B R 2+ o ettt ii
3 3
Lol AR D 3
L 2. AR D ot T 3
L3, RO BB, B 3
LA AR D I N 3
L. AR DR R 4
1.6, BLEEBEICISIT A B U R AR BB A, 5
L7, BEURRABBIAZOBEIBARIL ... 5
1.8, EUVRAREBACHITIEGRE L RS « HEh 5
1.9, A%OE YR AR 25 . 5
1. 10. ODA HFZE & I TR I DU o 5
2 B AR D o 7
P B N L7 7
2.2 EHRXIG LT LN, ROBRRE~OBEBATEEME. ... 7
2.2. 1. TG T A B DR 7
2.2. 2. BT A~ D B R A R e . 11
B 3 B R DR T 12
3.l AR HI R O R 12
3.l L AR D H I L 12
3.1.2. AEHEOERHAL GHRE - Hull - HTTORRBRE~OEM) ... 12
313, AHEDZEMHAE (B VR AT ottt ettt et et e 12
3.2 AR D I T « et 13
3.2. 1. B AT ¥ I 13
3. 2. 2 R e 13
3. 2. 3 R T o 15



%4 E AR R D R T 17

4.1. Phase 1 (2016 4 10 A ~2017 F- 12 H )\ttt e e e 17
4.2. Phase 2 (2017 4212 H~2018 - 12 H) ottt e 28
4.3. Model project (2018 4F 12 H~20194F 10 ).\ it 39
5 KHEORIE ERRERICHT DRI o 45
5.1, ARFEHEORE GRHRE - Hullk - TWHT~OFEM) ... 45
5.2. AHEEORE (EVRAM) . LOFEMREEZOMRITE ..o 47
5.2.1. ARHEDEE (EVFRAM) oottt et ettt 48
5. 2.2, B R T B 48
6w ARFEEEMGZOEVRARBBDFE ... 49
6. 1. B R AR D B O R o 49
6.1.1. EURAZE U CTHIFFSNDME CFRIE - Hullk - otk - RERFE~OF#R) ....... 49
6.1.2. EVRZREZBUTHIFESNDME (EVRAM) ot 49
6.2, EURRIEBHGIE ... 49
6. 2. L. B R AR D L 49
6.2.2. EURADZ =0 N 50
6.2.3.  EURADIERRE .o 50
6.2.4. EURARBAID AT T o b 51
6.2.5. BB FHE L O AR ] . o 51
B. 2. 6. T O R« 51
6.2.7. EBEURREB EOBBE LR ITEE 51
6.2.8. EURREICEELIBEISNDY A7 EZORIGHR. ... oo 52
6.3.  ODA HFZE & OB R L . 52
6.3. 1. B Dl 52
6.3.2. A AL D A T i 52
6.3. 3. P D R 52
B R e et 53



P ILHHY
BT E R



H1X

DOH —

9
!

N

O
vﬁ‘}. ,‘;"\“j%

—— NTRL-RITM

http://www. sekaichizu. jp/



&=
!

W& =8 IEXA TR H AGEA PR

CE-IVD Conformité Européenne - in vitro diagnostic WICOPN 8 5 185 O AR A 2 W F 1E 3R 5
Co—1 Co—Investigator LFMFSE B

DCPB Disease Prevention and Control Bureau PTG - EER

DOH Department of Health 74U B R

DOTS Directly Observed Treatment, Short course PR T S s

DST Drug Sensitivity Test HRAN ez PR

FIND The Foundation for Innovative New Diagnostics | FFETHID> D 7= 72EIE DB IL S
FQ Fluoroquinolone Jndux/ar

GDF Global Drug Facility QR SN oy S

INH Isoniazid A =7 K

JATA Japan Anti-Tuberculosis Association NG AR NS T2

KM Kanamycin Bl

LAMP Loop—mediated isothermal amplification Jb— T R RS T R
LPA Line Probe Assay FA LT =TT vkA

MDR Multiple Drug Resistance A

MGIT Mycobacteria Growth Indicator Tube PRSI A o ¥ — 2 — i & AR ES
MOP Manual of Procedure FIEE

NGO Non-Governmental Organization FEBURF A%

NPV Negative Predictive Value PR H R

NTM Non Tubelculosis Mycobacterium FEREREME DR T

NTP National Tuberculosis Control Program PRIEB FREERIR 7 0 75 A
NTRL National Tuberculosis Reference Laboratory ENFERE Y 7 7 Lo AWFSERT
PBSP Philippine Business for Social Progress ARV S el R A

PI Principal Investigator TEMEE

PPV Positive Predictive Value Bt

PURE Procedure for Ultra Rapid Extraction (e PGS e raumarittIantey

PZA Pyrazinamide 7R

QOL Quality of Life AIEDE

RHU Rural Health Unit iR = > b

RIF, Rif Rifampicin PR SV

RIT The Research Institute of Tuberculosis FEREAFST AT

RITM Research Institute for Tropical Medicine B SRR

TB Tuberculosis bR

ToT Training of Trainer f—F—hLb—=7

UHC Universal Health Coverage I N—HP AL AT N Y
WHO World Health Organization AR AR
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(National Tuberculosis Reference Laboratory — Research Institute for Tropical Medicine) % 43
DI B—s— K& L, WiEOMENRE, B CoOEMMAEZF T, NTP-DOH (National Tuberculosis
control Program — Department of Health) 23ATT DA T A N T A » ~Of AT, HAEHITIE,
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TB-LAMP & Genoscholar Z#lAIAA T2 7=72 7 02 X (Proposed Algorithm) DEEAM % 3kt L 7=,
Proposed Algorithm TIZZEESIC 5 fiiz% > RHU |2 T TB-LAMP % Efi L. BAMKEEMA & Of5E#H HPERE
g L7z, ZORER, RHU T% Phase 1 & [FEkOMHMEREZ R L, 23>, #EiCoOM & B0 AR5
Z o, TB-LAMP 23 RHU CTiEMRIRETH H Z L3RS T,

TB-LAMP {2 TRAME & 72 > T2 MRIZ DUV T, Bl & HiX . Genoscholar & %fE L7=f5 %, 133 7 A O HH
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L. #i7c7e7 3V XA TOREREZENINOFRZIERIEEE ICAR, BEEZIND 5720 OIEE) %2 Flii L
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Model project

20184E12 7 725 20194E10 A &% T3 L 7zModel project TiL, Phase 1} U2 R4 & &2, NTPAITB-
LAMP % [Fl[E DFERERA T A KT A AU, IV E TONTP Algori thn®D BHMBIMRA 2 TB-LAMPIZ & X #2
RTZBT22 7 T Y AL TOEM %, s BREIZ THEME L7z, 201942107 25 H (ZStakeholders forum
ML, [FEOEERIEEE I Yproject DFEREAEXRT H L EHIT, TD%A » FTHRES
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ML TWDEPL L, FETORIRBETH D Z LIV AR, £7-. EECERAIMERE S o
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S 512, AR OSSE T O L 0 I ERNEHOOLTIEAR L, 1B LIZSEE T BRI
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%o FEREEE OFEFIMEALI TR E O R L 0 A U 5720, WURIEEAZIT I 121, . AOIEFNmHE
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a) TB-LAMP
FHHMEEOMBHEM TH D, HiRE S HEERAMT O LAMP 152 (85445 : Loopamp MTB detection
kit &, JEIRED S O DNA 2 5 (2 FTBE 7R PURE (Procedure for Ultra Rapid Extraction)yk ¥
(#fh4 : Loopamp PURE DNA extraction kit) % #lA&b7-fiil « Ml ekitadin i ik ",
2016 42 WHO X v | BAMESIMRA I 2 & 2 WIS A 2 iR 9 oM & U CHER 2 B33 Cb
v 9. 2017 #-1Z1% GDF (Global Drug Facility) & v ZUN#EHE CTh b, i, UM Ik (8l
ih4 : Loopamp = e N AHEIRIEE  LF-160 / HumaLoop T) DA T, & COEMELZ EiEn[iETH
Do



Sample Processing : PURE method (Procedure for Ultra Rapid Extraction)

. ﬂ 0

Sputum transfer Heat

The use of loop-mediated isothermal
amplification (TB-LAMP)
for the diagnosis of pulmonary tuberculosis

RAPID MOLECULARTEST DIAGNOSIS .

/ Amplification (LAMP) LAMP Machine (LF-160) \ POLICY GUIDANCE

Te-LAMP YTUBERCULOSIS

M.TUBERCULOSIS

COMPLEX

L
! -

8-

0

e

I

LAMP reaction (40 min.) Judgement )

g-

[X|. TB-LAMP O#:fE~7" 1 k=)L (J£) & WHO F&{TD policy guidance

b) Genoscholar

Genoscholar (X, A hVU w7 ETT A IRICEA Sz 7 1 —7 & PCRIEIC THENE S V=i s 1 & SOt
SEDHZ LT, EIIEHOEAMEREEEE T AR T 2N TH D, IRBEFHRICE RSB E
NIRRT IUTHRIR OB FRANIE AR TH O | RMEFEANEZELHESND, —F, MBI
’ﬁﬂﬁﬁﬁﬂj SNAUTIREDBIRFRSNIERTH Y | FRIEFNHE & HE SN D, YRAILH AR

# (B4 Multiblot NS-4800) ZfEHT 22 LIk o T, K48 T A FOUSEETEZ B8 LT

Z.) EWXTE D, Bk, BERIETITON CTWIC AR MR IL 2 » H O 224 2 DIlx L,
Genoscholar TlX, MARMEN 1 HTHLIZ LN TX D,

SFHE LTIIREH SRV SKAI if***’a’:ﬂ,ﬂﬁ CHRETHZLIZLY, HFET AR AR L, it
FHA~ORBGTEIEB L OB OEHREN /RIS /2 b, £, MR ER OB G2 X, Fiiz om0
HE<ZEntks, BARENICEWTIE, k3 Oﬁ’ﬁi/\l:f?ﬁ?“\ T AR R OB JauE, E
BoOABECE TS 1 H &;7‘_ D OEFREIL 34,904 [ (3490.4 51) ThH D, KFBIEIC K DR DOHERESZ
PERRAECIE, ZOHIEIZ3 — 6N D ESD, Vo ) AHT— %Hﬂb\’(%ﬁﬂf‘ﬁﬁ PERR AT A& S i
L. 1 H CIHEAIMH i*f***%:*ﬁﬂj ABENERI 2 4 0 HEEME T X 72 LUE L7t SRR 2R
1 ABHTEY . BEE 140 T HOBEFEE OIS RiAD L Z LT 5,
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a)
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C)
a)

b)

Colonng control pioba av
Amplification control *
=5 e o probe int The wse of molecular bre probe assays
TRV T2 ATy R~ LIRS robe kan for the decection of resisance
AMNLTRTEDY o8 locus control ~ z'm s 0 sonazd and fampcin
Eparirp-n o8 probe S1
PFF
W b —— i s 7po8 probe S2 — po8 probe R2
o8 probe S3 1008 prove Réa DIACNON
1poB probe S4 o8 probe R4b n—
P08 probe S5 pvaaar YNl  POLICY UPDATE
ket inkA locus control inhA probe RSa "'
inkA probe S6 —Z~ nhA probe REb
/7n-7'$§£‘xl~') w7 NhA probe Réc
katG locus control inhA probe Réd
katG probe S7
katG probe S8 katG probe R8a
kalG probe S8 katG probe R8b
kaiG probe S10

: LPA (Line Probe Assay){EDIEAJEI (/) & Genoscholar NTMAMDRTB II A kU » 7Hpk ©

FR¥ (A, 594)

TB-LAMP

s EE L TUTD S migia st LTHETFLND,
OBEMER B ENAREL, o, FiRZ2 BHHIET D720, BT RRARER A AT < b S nl BE,
QOFRFEMAENFRETHALZ MDD, a—)L RF =2 — U ROBRBEE COBBIRE DAL,
@1 [ DO THKA 14 A ZFRFHIE TX 5720, 1 NS BEORKE RS 5 2 & 2N AlHE,
@FERZEE OFR HPERE 1T 0E R O B SR AL & 0 BUREE, 7o, REEEHE & R AR AT RE,
O Ak (LF-160/HumaLoop T) (Xm/ N2 k. 23, FFHIEONATHE,

LRI BESEERAE LT 2720 E O R EEOHTRER CTHLHEMN AL E X b D,

c A AERE O E FERICRE T 2 HIETH 0 . EHIMEE ORHIT TE 220,

Genoscholar
< R —EEIC A8 MR A E T D Z & A AR IRAIM MR B s AR Z MM T 2 EINTH Y . HEH
FEEECTH D RIF, INH, PZA (Pyrazinamide). FQ(Fluoroquinolone). KM(Kanamycin) % %&F&#) & L
TW5D, BRI K DEANEZHRAETIX, BRMIELNDETITBLZ 2 7 AWM 22T 5 Dioxt
L. Genoscholar TIIMEREN 1 HTHDIZ LN TE S0, ArEEMEICB WL TEEIZ XL 5 3HA)
TSR (LR R E B2 AT 5,
c A B O S T REE TORBBMEFEE L2 SHEICENTWDH D, b L—=2 7 B o il
DENET DHMENRDH D,
ARy
TB-LAMP
YR IR R A R RN FTRE Ch D, 7o, £ ORMEE IO OFEER TR x v
R ERSEDEZ R L YD GO 1 REEA Y7 V —=0 7R THLBMERE LY L@, BREN»D
FrB P ELETH D,
Genoscholar

FANMER B 2R T AN TH Y . XIHIANT RIF, INH, PZA, FQ, KM O EEHFEZIETH
50



D) [E
a)

b)

E)
a)

b)

F)
a)

b)

G)
a)

b)

1)
a)

b)

[E NS D e S

TB-LAMP

E - RN WTEE & U CROEARGE GRS 3 7~ PRERIGEL, 300 faak LA B CHEMK) 16 57 Ak oOfii
FENR DD, £, BHlEROFIZIE, TN E TR FRELZINEL, BB RoOER
BRI R N S BAFAET D,

ES4h : RE, @E, ¥4, A1 R, A RRTT, XhFA FrEeT, A= TRliEE s LT
| B G I, CE-IVD (Conformité Européenne - in vitro diagnostic) H OB & &

Genoscholar

[EN : 2002 4 1 0 (RIVZIIEE & U CRUSIGEAGEEUSE 2, PRGN,

EFh 2013 -2 A T, 20184FIZ7 4 VY, XM F A A2 KRR T TRRWEE L U TR BT A,

flfik
TB-LAMP : FIND (The Foundation for Innovative New Diagnostics) Negociated Price
Loopamp™ MTBC Detection Kit (REF 972000) : € 352.50

Loopamp™ PURE DNA Extraction Kit (REF 970000) : € 298. 20
Pipette—60 Set (REF: 971000) : € 44. 10

HumaLoop T (REF: 961000) : € 2, 450

Genoscholar

Multiblot NS-4800 : 250 5 H

Genoscholar NTM+MDRTB II 8,500 /7 A b

R I

TB-LAMP

WHO policy guidance®”. 7=, 77 VU H LW T 7 TOHD TB-LAMP & Xpert MTIB/RIF @ =t & | ki
Bon ﬁ%éﬂfkw\PTH%‘BLWP@%MuZE@%n%@ZXFﬂMMtWWNF_%A
Th7enWEER E 725 TN D,

Genoscholar

JEME7R DNA 25 B HH TR 2 A @k L7- Multiblot NS—-4800 1%, —JEIZ 48 Yo F a2 Efitik s, —FE
(ZAVER SR D MR BN N T2 D, A v—Ty RARE, £, EHNMMERE L, @ ORI 0 T
FNRENORZ LT, IHEMANE L, B A M@, SEAIMHERZE ORI, E@Y)7RE8 0%
it FrRE & L, IR O®EHE, = &2 MEBIZE5- L, ZHIMMEEZ O 2R HIZEN 5,

el D2 ek

TB-LAMP

TR RN a— &2 7722 Lidan,
Genoscholar

RN a— L& fTo7- 2 iR,

BRI~ DR E

TB-LAMP

ARRIE AR T D PURE OV LAMP (3N b i CORGENATRER L Th 5, - T, W AZED
FREOBEIZT— NV R TF=—2 %, Fio, MTRAERIC TERBRE: EOREEZ LI E LRV,
Genoscholar

A TH D Hainth (KA ) @ LPA LS O—F5 253 THE 2 LN H 5 DI L,
Genoscholar 1T E& THE CIRE FRETH 5,
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1) XRENZBT DA & D kbig

a) TB-LAMP
AT ISR A & Xpert MTB/RIF 285, b 27EE DHEIZHOWTIX, Ttz U B
ELIAAD 17 23 ENCTEE L, WHO policy guidance® ZZDFEENHE I N TWD, SEMICIX, TB-
LAMP OfEtze H# 36 L OV S 13 Xpert MTB/RIF &[R4, F7-. BAMGEEMRA| ﬂbfﬁﬁ R R
MEWZ ERBHLMNERS>TWS, > T, Eid guidance Tid., BABEREOMRE D A W ILBEBERT
D7 xu—7T 7L LTOIB-LAWP I OWTHEIRR S LTV 5,

b) Genoscholar
FEHITHPEREAZ O s vl Re 72 AR I DWW TR, RRE K OVELETIL, Cepheid fHH &% O Hain fH-5dfif
MR WO AFERE N H D, D OBWEECHIE AR 72 Mt OFESEIX. Cepheid #LZMIEK T
iMFWiFHi@& Hain B2 3E Tl RIF M OY INH MBI ONT FQ M ONKM i THERE Td 5
Genoscholar 5L HEIX RIF « INH iR~ R, PZA ¥~ b, FQ - KNP F » FTh 5, K2 PZA
MEREEE S v b BEFRE) 1[CoW L, R THEET 28N R Y7620 Enn, 8RB
BT D,

2.2.2. PBAEBE~DOEBRIEENE

AREEIZTHR L WO HM L, YBREHEICH LU TORICTHEBMTE 2 b0 E#fF S5,

a) TB-LAMP
74 VO 1 IR AR C, BEMBERA NS TB-LAMP ~DE XX I2 LD | i@y<@%&%
FrmcExrbntEXOND, —F T, [FETIIBEZ Xpert MTB/RIF DM ARE L, AWK,
DHED SN TND A, UREEITZERHERME DN LB, FHERRARA, 1 b oREc ED#%%
R EDHIRENH D, $E- T, Xpert MIB/RIF 2NiR & CTE R\ L 9 RiElgEih, BEEH 50T, alo%
WRHEDRR S COER NS5,

b) Genoscholar
YL LT AERZ R DS SRR MR T D2 ofE CRANRSZMEER) 1%, 16k, BRIEICTIThbil Tl b,
2~3 r AOWIMZE 45, ZhIZk L. =72 ® Genoscholar (ZfFE % 1 H CHERIZT A 72, Hidta
kL U CREOFTEREME I CREREBMEEZ AT 5, 7o, 20X ) 2R 3EAIMERSE: O M aTHE
BT RELEOVEZETIE, 7 A Y B Cepheid #:8L, FA Y Hain tHEEEZEEK GBI FHE)
ODTmﬁHS%%meéO TS OZWIFRIZIS T 2 HE FTRE 7R M B O FEFAIX, Cepheid fEDFWIFE CIX RIF
MR O A, HAIN fEOZWIZECIX RIF « INHTHERE & 720, b0 LD L =T atto
Genoscholar IX PZA, FQ. KM Z&¢e X U MEIAWTHPEEEOH ENFRETH D, £7-. TV TITBWT
1%, HAIN #0Z Wk L v & =7 1 4D Genoscholar (2 & % INH i O R AN E O R S A TE O BN
D—2THh b, Genoscholar (TfEEZEEH OMIEAL A7 V—=" 72131 S 72 )3, TB-LAMP, Xpert
MTB/RIF EHlAE D Z & THEEMIENG, LD EUREEEDREE CLitMicEETcEx b &
E2bND,
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FIE AFEOHME
31, AEZoOBWNEKROBRE
3.11. XEEDHH

REETIE, £7. 74V ECEHICBT DEEMRET VT Y XL~ TB-LAMP & U* Genoscholar ZE AT 5%
OB AR A VEREREAM . G HFEAN M OB R E 0T 25 & & b, BIiE IR EE ~ D BE,
R ~OEIFEIC L DAL — 3 VAMOF &\@5wi&m%§¢ﬁ%ﬁﬁﬁéo%®if\ﬁ
7B —%— K Td D NTRL-RITM %38 U C NTP-DOH (2 & 250 T, EEICH A RT A o ~DE A% FEi Lz
e, WP R EESEL 2 EEHBET D,

3.1.2. AFEDEREE GHEE - #ik - HTHORREBRE~DOEM)

EREWIRIZ G 34FE 4 X HRIOARFHEMAZ B U CUUTOBEEZERT D, B, KFEEIT 2 SOFHMITE
#E (Phase) & MBSO 7 4 U EENELEZ HEE L= Model project IZX - THE SN TRV, & H
1% LU NIZRE T,

Phase 1 : NTRL-RITM Z# 3l v o # — %— k & LT, TB-LAMP )2 T® Genoscholar MOYERE % 3840
S LD, (EkEL OHEGHERER 21T 9,
Phase 2 MBI A Ui e v Y Ak FEBRIS NTRL-RITM S OV D J& 30—k

R CEM L. kDT T XA A B A FEIE L. B%iIcIE
NTRL-RIT™M & U M{EDFEZMRAENEREm I IZ 1T DRl 2 g7 5,

Model project - NTP-DOH ~FAT T HFEEME T A RT A o ~OWEDIEZ BIET L & I, i
it %
W2 CEBICHEIC L AR a2 £t 5,

3.1.3. AEEOEREE (FEVXRH)

AFEETIL, WS OREZHONCT D2 EICk Y, OGO T7 4 UV TORMELZHIT D Z
L. MRERAGA~OARYLOREZ, EOFRAmMCTOREETSH, ED7DIZ, TB-LAMP & Genoscholar
LTI RLAOFRMEEZEF L, BIEDO 7 4 U B2 TORBEMRAEOFI (BMSHRA +Xpert
MTB/RIF) ®H1Z TB-LAMP & Genoscholar Z#lx AT Z 2L > TZ DV AT A Zfised 5 Z L 2 Rald
Bo IHIZ, NIPEITOTZ 4 U EUEERET A 74 L ~OREOIE 2 4, AR iR C R IZE
a5 T, BROMBERNT 4 U B2 TORZEE OFR RO &) 725 L FEEICH 535
Tl FEOBERRICERT 22 812 b 2D, LI OEBNE, MARYER)D, 7 V7T 58
@ UHC (Universal Health Coverage) DZ72 53, FAEDFELER R A~OEBICHEND Z LIS
Do
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3.2. AEXOEBAE
3.21. EWEARAF T a—)b

REEOEMBIEIL 2016 4= 10 236 20194 12 H £ TC, 11 [HOHMIEEIC L0 E5 %2 Ehi L7,

T 1 AT 5 I TEENA
%1 m 2016 410 A 11 H~15 H « WEEOHM Kick off ceremony BAfE
« Phase 1 it Y&
- BUHARSEACHLE AZ 3. NTRL-RITM 38R E g & ~D
HiBE (=7'1)
55 2 [ 2016 4F 11 }] 24 A~25 [ - Phase 1 ¥fi K OBLHIARGERERE RS (=7 m D &)
55 3 [a] 2016 4F 12 1 19 A~21 A - Phase 1 ¥fi K OBLHIARGERERE S (=7 m D &)
% 4 1A 20174E3 A 12 H~14 H - Phase 1 HRIHHEL CGRIFD &)
% 5 [ 201745 A3 H~5H - Phase 1 HRAFIZR Cetff o )
55 6 [a] 20174E5 A 15 A~I17 A - Phase 1 PMEEE, BIHIBGEREIERZW (=7 a0 H)
%7 (5] 201747 H 20 H~22 H * Phase 1 H[E]#2% & (X Phase 2 SEifi (i
% 8 5] 2017 4£9 H 26 H~28 H * Phase 1 H[E]#23 & Of Phase 2 SEifi (i
- REYERW (=7 1)
%59 [a] 2017411 H30 H~12 A 1 H « Phase 1 Stakeholder forum Bi{&
- NTP, RITN-NTRL & @ TB-LAMP %% 23 CEBMET)
- REYERW (=7'1)
%10 [A] 2018412 H 3 H~8 H + Phase 2 Stakeholder forum BRfE
* Model project FEfEHE(H (ML)
- REYERW (=7 1)
%11 [H 2019410 A 25 H * Model Project Stakeholder forum B/t
3.2.2. EhEAH]
1) ¥EBMEFEHEOREISH
Sty EEREELLCS F4rAMEZBLU CAREED TR EZIH S, 72, TB-LAMP OE A, F
AR —F — BRSO EGREE M O, B AM 2R U, #BRE B8k, M IREREUL ONE
WEBZIT O,
=7n : NTRL-RITM ~® Genoscholar O A K OMABEESE A O 24T 5, F 7=, Genoscholar
Z 7z Phasel BRO7-DICHHMAM ZJEH L, RBRICHLE R RADRE], HEREICX D
HAN s PR ER A i35,
RITs 74V ECTORBOT T FaREEOT —F v Rx—U A MIBELTT R, X&1T
Do
JATA** 74 UV EMIEORBEOE L TRREBm LY AR — 21T, RS, 74 UV ECDOEFE

MERRT 0 7T L THD NP RFEITT D7 4 ) OMBRET A N7 A >~ WiED
I R— 2175

* RIT : The Research Institute of Tuberculosis, ** Japan Anti-Tuberculosis Association

2) FEHEREE O IRAKA
Tl D FEREL THLHRMMEFIT, TNETIZ, AT, A= 7p EHREHTO TB-LAMP DOF
lisBR, EEEOBKBIG~OEALZFEML TEY |, @mOBREZRSTTWD, TOBRICERBRE S &I,
WpphE Y, ~—7 T 4 RO Z DL L LN BRI 2R LT, 72, =7 allo
WTh JICA HEITTA > KR T TD Genoscholar M KiEEN 24T > 7= FEREN B 0 . 4oy Atk Sz A
EHL TS,
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3) HiM T AR H
RELEOHMA 72 —r3— NI, 74 U IR D BEERERE G CTH 5 NTRL-RITM Th
%o, AFHELMED D ETNIRL-RITM DY R — MIMETH Y, BEIZ, KHMLY, =7 v JATA X RfEE
Z hitl UIRIER. 2> B ORI et I ORI AT £HF T b, £z, EFMiE% Td 5 NTRL-RITM 2> 5 D1
N3 BT OIZHE 2 DO 20 B b ARFRIRIN X2 4GR & ) ORI G BEICHUGHE A TH B,

bl T E T
MEHER
(RITHA—F)
e
[ *ﬁ_@f ] — [ NTRL-RITM ]
e
LR Phasel. 258HEICPRL.
- AR SEHEICE3 IRBEEEHS
BEh - RSt B ARE - iR e
(JATAHR-}) -EREROMIRSLUAT
FEERE.
NTP-DOH
-MEREEAHERSRELLICUR
HA ESA AR~ En
-EERE A ESA > Anin

-LSEEMRTOModel project5EHE
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3.2.3. EEAR
F o RFEOEMANE BEE) &k A

# fxi - THEhEHE (4 CHHIEE)) FEHNZ H A%
£ egE
Bz T m & Bl Bl Bl B BB BB B (%%%@TH#@%F&)
FENIC 1j2i3}t4is5iei7isioijiin
Effi & B G W G e E | E
HH
< RHU %, + % Phase & Ut Model project (=T RHU HiJ5 & #5514,
« NTRL-RITM & >, 7 ¢ U B> EHNTO TB- TB-LAMP EfBREE 2 A L, REISER AR TH D
LAMP. Genoscholar M1 HIEDE SR, Ff L EMHERT D,
2, Xpert MTB/RIF & D% RE 2L E DI + TB-LAMP (FH1 5 /NG R AL i 3% C D3 23 "I RE C do
it LA ERAET LY X AOHEE FEhi, DM, Xpert MTB/RIF & OFEAMN TARS =%,
U s —x memmmmn| - DOH NP & TB-LANP BRI 1A o hi, Model project SEffiiC &k ¥\ Xpert MTB/RIF 23 A0
e BT A R A ~OULfk & Model Project A IRV HLE T o TB-LAMP JE A FEM &2 1TV, 32
" [2ES BXUCEATHE CH D 2 L 2 MRS 5.
+ Genoscholar MO%t4: & 72 2 ffRi%, TB-LAMP &
Genoscholar J2 U Xpert MTB/RIF TGtk & 2 &
T2b DT D72, RITM KO RIT™ & [RIFRE OB
FERIC ORI AT 9.
+ % Phase & U Model project $& THFD + % Phase & U Model project #& TH§(Z, NTRL-
itk I I Stakefolder formun FEffi, RITM D¢, Stakefolder ceremony %P, 7
Wt o+ 3 - BRLS O AK, # ) ECENEREEE D0H KB, EH. R
T4 fifi%%) % #iFF L TR DA A Elii,
2| mEmieE Sl L LL R B R OV DB R TR L
R YA O T AR A T 5
* TB-LAMP 2 U} Genoscholar O#fE h L—=27" + NTRL-RITM 2 % v 7 K OBLHiUg: A £ fifi~ 0> TB-LAMP
FZhiti (NTRL-RITM A & 7) RO} Genoscholar HfFEIGDBD N L—=2 7 24
« [AIE T TB-LAMP i h L—=2 2 3 2 F A FEBRMfE, LAMP A L—& —Z 8 4, hlL—=
DHEEE, VT B ORBREME T certificate #5715,
R3] « BELEIRIE, NTRL-RITM 2 &% v 7 1 4% LAMP |k
3 FAL - L—F—L LTHK (certificate #5%) . Zh
a vy Mo mm e XY BIMUZ T LAMP AR L— % — 2 BT 5
AR AT B A,
« NTRL-RITM 2 % 7 4 £~ Genoscholar £ b L
—= T EERT b,
- RBHEF  BUHRERE R E R, ARERIE OB < RHE AR F LA B RPEE  (Labmate £1)
B < — | THEHILA, MPTEH, Labmate FFREIZ, 7T A ~_— MEFHE
F—tn7 c=7m s BUHRERERE FRA~ LAMP BE2HE TS E) 2 K ffi .,
1] 54702 =T r L ERGFECBOTERREL LTV H
BE FATF v RIRT )=tk 7 4 VELTO
EREEHERERENRSREERRERREUEE NN Genoscholar 5 OARIEAERE A LW,
+ BLHC 0> 28 ek 90 FARAT SRt « TB-LAMP D#EREMRA L FIRH DT DV T, BLHo
it FEHIINC TR & FEh L AR T D,
5 LSk nENEE
< SERHMES:. =7 1O Phase 1 2 TX Phase2 D75 « Phase 1 : 2016 4F 10 H ~2017 4 12 H
Jarp Jihi, + Phase 2 : 2017 4F 12 H ~2018 4 12 A
KEED « SERHESE D Model project 353272 Fhii, + Model project : 2018 4 12 H~2019 4 10 H
6| s EENEEEEEEpEENEEEEEEREEEnEE PAEDBIRNC TR T
+ NTP ~0 LAMP OFERRAE LT A KT A IR + Phase 1,2 OfEfZz b L2, 74V EVEANOKRE
sy S AT A T A A WHA 2 I, .
Az « TB-LAMP {Z- 2Tl Model project (& THEEEDFER
T | 2 bon ~o TELL BRAIH.
L <2017 HEDH A KT 4 2BV T, Genoscholar @ X
5 72 LPA LD I A HERE S du e,
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. B Y 2
Hebt 44 T LS | Bk WA H Bdies
i=:N

1 Multiblot NS—-4800 95-046 250 7 H 1 Genoscholar | 201745 H 16 H NTRL-
S RITM

2 Loopamp a7 5 - 1H iR 241 LF-160 Serial No. € 2,450 1 | TB-LAMP 2017 411 H 20 A NTRL-
15CE233 eyl RITM

3 Loopamp 8% & &6 f-H1E IR 2 & LF-160 Serial No. € 2,450 1 | TB-LAMP 2017 4511 A 20 H NTRL-
15CE234 S RITM

4 Loopamp 8% 6 & 618 1B 45 & LF-160 Serial No. € 2,450 1 | TB-LAMP 2017 411 H 20 A NTRL-
15CE235 S i RITM

5 Loopamp 8% {7 &6 f-H1E IR 25 & LF-160 Serial No. € 2,450 1 | TB-LAMP 20194F 1 H 18 | NTRL-
17CE367 It 1 RITM

6 Loopamp 8% 6 & 6 1E 1B 45 & LF-160 Serial No. € 2,450 1 | TB-LAMP 201941 H 18 A NTRL-
17CE368 I i RITM

7 Loopamp 8% I & 6 f-H1E IR 25 LF-160 Serial No. € 2,450 1 | TB-LAMP 201941 A 18 H NTRL-
17CE369 It 1 RITM
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BAE  AEEOERMER
4.1. Phase 1 (2016 4 10  ~2017 4E 12 A)

7K Phase T,
« 74 VECEICBIT AREREDO T TEH S NTRL-RITM (2, TB-LAMP % (X Genoscholar DA MERE A 58
FITAE IEE) (¥ A7 #2, 3 KTN6)
- EEEOREBSG A L, TB-LAMP Off HEREEZ T2 & L HICBi=— X2 MR35 (¥ X7 #1)
- BiHRFE LAY (X A 7 #4)
X HIEENE U CER LT,

1) Kick off ceremony

AFEEIRESR D 2016 410 A 11 HIZ, BAKR O 7 4 VBV ORBEERIEFEEZ 7 4 U B AED, AF
H#D Kick off ceremony % Bt L7z, BAMEMEEIILA T 0@ THDH, MEELLFIZEET,

- B

RITM : Dr. Socorro P. Lupisan (Director)

NTRL-RITM :Dr. Ma.Cecilia G. Ama (Head). Ms. Alma G Palparan (Principal
Investigator: PI of TB-LAMP)
Mr. Dodge Lim (Co—Investigator: Co-I)

DOH : Dr. Mario Baquliod (Director of Disease Prevention and Control
Bureau :DCPB). Dr.
Gerardo V. Bayugo (Undersecretary)

HARMERE i —HELE

RIT D HFRER ek

JATA AR e

JICA FEERE T4V ECREEITRE, i

Kb SRR, BT, LARR], EHR—

=7n D EHEE, EEOEE, AR, fEED

DA : DOH, J&YE . NTRL-RITMIRE., 7« U B U [EEEHFE K604

BE  Kick off ceremonyZN#
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F it N A

MBI =T DT T T LELFICHEET 5,

PHILIPPINE-JAPAN RESEARCH COLLABORATION PROGRAM

TB DIAGNOSTICS TECHNOLOGY DISEMMINATION

OFFICIAL LAUNCH

The Bayleaf Hotel, Intramuros, Manila, Philippines

October 14, 2016

TIME
PROGRAM OF ACTIVITIES
8:30
9:00 AM Registration Secretariat
9:00 . ;
9:05 AM Invocation AVP
9:05 Philippine National Anthem AVP
—9:10 AM National Anthem of Japan AVP
9:10 . . B
9:15 AM Welcome Remarks Dr. Mario Baquilod
i Director, DCPB-DOH
9:15 Dr. Hiroshi Yoshida
-9:20 AM Message 1 General Manager. NIPRO Corp
9:20 - Dr. TsugunoriNotomi
-9:25 AM Message 2 Executive Officer, Eiken Chemical Co.. Ttd.
. Dr. Tomoyo Sato
9:25 Tec : .
. r Message 4 Second Secretary. Health Attaché
—9:30 AM T )
Japanese Embassy in the Philippines
9:30 Mr. Susumu Ito
—9:35 AM Message 5 Chief Representative, JICA Philippines
9:35 Usec. Gerardo V. Bayugo
—9:40 AM Message 6 Undersecretary, OTS-DOH
9:40 Presentation 1: Dr. Shalala Ahmadova
—9:55 AM WHO Policy Guidance on TB-LAMP and Genoscholar Medical Officer on TB/Leprosy, WPRO
9:55 Presentation 2: Dr. Satoshi Mitarai
—10:40 AM Sharing of use and best experiences in other couniries Chief. Bacteriology Division. RIT-JATA
10:40 Presentation 3 Dr. Ma. Cecilia G. Ama
—10:55 AM Outline of the TB-LAMP and Genoscholar studies Head. NTRL-RITM
10:55 Product Demonstration 1 Dr. Yasuyoshi Mori
—11:10 AM PURE-TB-LAMP Gen. Manager . Eiken Chemical Co.. Ltd
11:10 Product Demonstration 2 Mr. Toshio Matsumoto
—11:25 AM Genoscholar Gen. Manager. NIPRO Corp
11:25 3
T 11:50 AM Open Forum
11:50 - | Dr. Socorro P. Lupisan
~12:00 PM Closing Remarks Director. RITM
12:00 .
—1:00 PM LUNCH
Mr. Joseph Edwin L. Bascuia
Ms. Alma G. Palparan
Masters of Ceremonies

Y ceremony T, BIMFEEZEWNEEH . BAMIZIL, DOH Z4h8 & 2 BUNBEIFRE 2> DA £ T, 18
JEUW AR 60 £ 12BN - 72 % . TB-LAMP J2 O® Genoscholar Mt « FHEENIRI A TEE V- 722, Y
ceremony |, BIHIFH TH D, ~=FFHR., 7 VTRE==2—A2 (WTHLEEY A ) IZEHSTE
D, BFEXZ2EmETHET, 740V EVENICBITS2YFEHXD
BREINE T, TB-LAMP fE IR IS 31T 2 IEE ~ DRI D ) A 7 IZHOWTEM A H 0, &KL LT,
FEEI TR RIS OFENER SN T A, 20N TEBS N D720, FEEERY Y 2 7%, TB-LAMP
NE X B D FIETHHIEROBEMBRE LV 07| BREMEITPMEIRE L R%SENZNLL T TH D LR

LT,
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BERE
BB HMIBOEFERTHRER 2, SXRER

287 L TR ER
[ 5077 | 2016.10.23 | o | £ ]
NNA ASIA DATA BANK NNAfL# @IIIM I NNA EUROPE
FRE) 00:02 (BE5HE) B% o~n7
What's New
NNA ASlA (o 1Rm ForRERRSERRI
FIOFRES » (1258 ) 2017F PP SERRE
T T
rout > 54023 > B3R > rormagsEEoEn

EZ0 O Ex sxeyxaE |
B snsagrmovk B

T T (N X
= - Cnltids DA FaE e
BOPHEBASHADER HME=TI. RIGRET =
EAOEREHLHES LECEALLD L TERDMHIRATIE, BEE - BEEEOR = e
P ERRBO IO, AR SRBAROREESE 7 ) ORI AT, 2
o — S > WHRSAPLEIES
UL =R

sl s DU x > B-EROTRARTES

p—ET. [BEREFILTY —
- CCRBHOGHNTRICBNETY.,
& 28=nT! Leﬁ . EEEHC aaﬁ. &@0J1>) ns0d1>2.
zHaInT hf) [22:BRANRH S PILECHRATEE.
CORBRREMETY. B
EFMCRRT S LRAEBRIVLLENET. S
Eim. o= = e ——— 2
http://www. manlla shimbun. com/20161023. html http://www. nna. jp/articles/show/1520506

2) HLHL AM ~ i firiEiE
1A OV 2 (RIS E) 2 oD S B A~ Tl H i Fies 2 30 L 7=,

[ s k5]
TB-LAMP {22\ T, BHIEBIBIAARTORGRIC T, BEIC NTRL-RITM A ¥ v 7 1 £ ~DOHEHFEEEZ K T LT
W5, 1 EIEHEENC TIHEME L7- NTIRL-RITM & D —F 4 > 71T, hb—= 735 Ch 5 NIRL-
RITM @ Ms. Alma X U JIEEZ OFBIEHERIICOWTHRENRH V| BIER R DERIESIRHERF STV D
REMER LT,

[=7"rm]

Genoscholar |2 DWW Tk, &5 1 [BIHHIEEIR AT (2016 4 10 A 12-13 H) . NTRL-RITM (Z5F LFefiT
P8 A L7-, RITMIOSINEIZILL FOMEY : Michellin Roxanne S BAJE, Maria Zahra R

Almadrigo, Alma G Palparan, Angeli Mae Borbe—Reyes ™ 4 4, RITM H>5 DENNE L Genoscholar D Eia
i CH D Hain AL fEH L= NH 0 . T, B{ED b L—=1_7%i# U Genoscholar MM
EBFTH-oT-, BENL—= 27 Tlik, RINM2DSHE L7 REOWEREBRIR 4 iR 2 L, e Sk
ENELN, £2ME ORIERBIIIREN W R 2GR LT, JEFETOMBME L EGD, RITM A X v 7~
OEANEE 252 T Uiz &k Lz,
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‘BB Phase 1 TOHffiigiE
o TB-LAMP h L —=>7"_ 45 : Genoscholar h L —=217

PLEDORER I | i b L—= 0 TEBINE~FINBITE T 250 L7z Certification (GRIEIR) D523,
RIT, #FPEHAE L VITHONT,

HH. Certificate #%5-
72 TB-LAMP (ZE &k V| SfHb¥ R, RIT_HFUSEA. NIRLMs. Alma, =7 = _t&@H)
4 : Genoscholar certificate %5 (/£X V. RIT, #FpeseA. NTRL Ms. Maria, =712 fHAK)
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3) Phasel CTOMRIKREREUIERR G

% 48], 555 AR EIREC, 24 Phase DIFENO—BR & LT, 7 4 U B EOHS BFMEREIEZR TH D
Health center ZGhffI L, TB-LAMP Z 8 A7 2 EEEOMAfR Zi0& L7z, 7238, & 4 FIEBLHYEH)IHF D 2017
3 13 HITIZJICA 7 4 U B HEBITO A X v 7124 Health center ~FYTIEHX . #EOMAE B % 152
L. AEWNIZET 2BLROFEERE L AFEOHEME RO T2 2t e L,

- BINE
JICA 7 4 DV HFEFT  RE#GKE). Flerida Chan (Section Chif) | JIIFI3ERE
NTRL-RITM :Ms. Alma G Palparan (PI of TB-LAMP). Ms. Rosarie Gabuya (Coodinator)
Kb D SRR
saolih TR (BEEE/Z T a JEEERR)

9 U 7= Muntinlupa health center main {%. Muntinlupa fiPNIZHI 20 #» TS 1ET 5 Health center MO
DRIRIEE CTh D . HEE, YEEE. wiEH, HIVRERRELZ A L TR0, #Z% < OERERN G MiEE T
HbH, 2. FITE D Ms. Rosarie 1. X4 center N DOTS Jiz% 2 T, AZEZD TB-LAMP Phase 1 FRERIC
SN T2 HEBRF DR, WEHRRIRER IR Z FEhi L T\ D,

Z OFMITIX, center WHiik & R Lizth, JICA 7 4 U BV HBHAY v 7~ 74 U EVENICEIT
BB OBUROARFEE TOEBEOIERIZONT, 2D L) 7RHiak~? TB-LAMP EAIZE Y, 0% D
FZREERATHZ ENAREL 72 5 RIZ O W T 21T 5 72,

HBE JICA 74 VEVHEBEHT AL » 7 &0 Muntinlupa health center main 5
£ v A — IR O, A : DOT fisk i C oA

Phase 1 TOMKEREUfiF%IE FFED Muntinlupa health center main (Offi, NTRL-RITM OVTRIZALE T 5
Arabang Health center & Tunasan Health center DEf 3 AT T D0, HEIRRE AX—R | FEIFO A
DS, BMSIMAEOBIZIRIED G, KL FO 2 E TOWSMIE ORI Z B E 2. TB-LAMP Z#EH
T DD TH D & R b,
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B . Phase 1 3R COMIRIEN
FB% : Muntinlupa health center main, " : Arabang Health center, FE¥ : Tunasan Health center
H MRk, A BERE ~ OB - [FEBSS. WEREREUR
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4) BIHCPRIE A2 PR
BHOEEZ LTI T, RNEINIX A7 NOBMAN— " F—L DT T4 T L AEGEICK I FE# LT-,

[ b7]

WML, YEZELIETO 2016 4F12 K> Human Gesellschaft fir Biochemica und Diagnostica mbH
(Human #:) & LAMP /5 (B4 2 RGEERM & Mt i CTd> 5, Human 4L 7 « U v ENZ THMARFEEBLE &
L T Labmate Phama Inc. (Labmate #t) LHEELTEY . & 5 [FRHMIEENZ BT, Human £ Mr. Eric
Vergara & Labmate £1:00 Mr. Don Thomas & [k Z 1TV, S 1%. KO KT mT 7=, TB-LAMP £ 81T
EETHOZETEE L,

[=7=]

=7k, ERLFECBWTEBREEL LTS 23 ATy R IRT M) =Xt (2=FK) 12k
7 4V ¥ TO Genoscholar L DOHREA TE L TW5D, EARAIZRAHIE 2016 45 10 A 11 A2HBME S
o, BRI T B Al TR E 2RISR O W T DR BIMA T D Z Lo Tz, TDHK%, =
=TARMNG 20174 12 H 1 BOSFHITE W T, BERFEORIEGRIL JICA 7'u ¥ =7 FORERZ 7T 6
L7=WEDEERNH-T-, 7277 L. FODMEIZ Genoscholar DFEAZFLL TWAH T 4 U B OEERIZXT LT
T2 =T RPNEA TR E K OCENEEOY R — 352 L1220, =7 v, 2=F KM TRELE L
(2018 -3 H 18 H) .

F 72, Gensocholar U Multiblot MEFRIZEI L, £ DK R Tl Certificate of Exemption & HfFd 4L
I, BEAELDZ L THo=DT, =7, =7 RMETRIGEY K (License to operate) |[ZET 5
B v P> (Registration Agreement) Z#ffh L. Certificate of Exemption Z#HEif5L7-, (20184E5 H 8
H) ZDtk, ==7 R M» 6, Genoscholar rFEIZEIT 2 FHMARFHE N EEEDO IR EIZ =T R > T#
DF24TH D UNIVaccine AT H Z L ICR ST BEDOHEERH Y . 5% OHED IFIZHONT 2018 412 H 3
Hizz=74" (UNIVaccine ff) ¢ WiEziT-o7-, A7y =7 FOKTIZfE- T, UNIVaccine fh& 7 4 U
B TORIMRGEICE L TREDWHi#ELZITO TETH D,

5) Phase 1 Stakeholder’ s forum

%9 [MIEHVESE) (2017412 A 1 H) 12T, 74 UV ECENORZERNESEE & ORBIEROILE, Wik
OB A LV IED TV FHA B E L, NTRL-RIT™M &2 k. 5 Stakeholder’ s forum ZBAfie L7-, #%
Ea LI FIZRET,

- BINE
NTRL-RITM : Dr. Ramon P. Basilio (Deputy Head). Mr. Joseph Bascuna (PI of Genoscholar) .
Mr.Dodge R. Lim (Co-I). Ms.Marianette Inobaya(Co-I)., Ms. Alma G Palparan (PI
of TB-LAMP). Ms. Rosarie V. Gabuya(Coordinator) . Ms. Chona Mae Daga
(Epidemiologist). 1t

DOH : Dr. Mormantala

PBSP : Mr. Reno Carter Nalda . Mr.Arnyl Atraneta

RIT DEFER e

JATA R dek

JIcA CHEE T4 U EUEBETR, il

R C REE. KEER

=7n CEBOEE, AR, BT

Z DA, : DOH, NTRL-RITMEEE. 7« U B EHRIEFEE K60 4
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B Phase 1 stakeholder forum ZINE (F{EELEE G EH)

EhENE
WMIT =Tl T7 LN FICEFE L, VT, Stakeholder’ s forum® 4t v > 3 VINEZ LT

o

AKFHOLDERS FORUM

PURE-TB LAMP and Genoscholar Phase I Study: Findings and Update:
The Bayleaf Intramuros, Manila, Philippines

December 1, 2017,

8:00-1:00 PM
PROGRAM
8:00-8:30 Registration
8:30-9:00 Invocation
National Anthem

Opening Remarks

9:00-9:10 Overview of the Studies
Dodge R. Lim
Head. Policy and Research Unit
National TB Reference Laboratory

9:10-9:40 Genoscholar Study: Updates and Prelimenary Data
Joseph Edwin Bascufia
Principal Investigator
National TB Reference Laboratory

9:40-10:00 Usefulness molecular test for PZA susceptibility :
Genoscholar PZA-TB2
NIPRO Corporation

10:00- 10:20 Sharing Good Practices and Experience of TB-LAMP
in Afghanistan

Eiken Chemical Company. Ltd.

10:20- 10:40 PURE TB-LAMP Cameroon Study
Eiken Chemical Company, Ltd.

10:40-11-10 NTRL- RITM PURE-TB-LAMP Study:
Findi and Rec dation
Alma G. Palparan, RMT
Principal Investigator
National TB Reference Laboratory

11:10-11:45 Open Forum

11:45-12:00 Closing Remarks

LUNCH
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@D TB-LAMP

NTRL-RITM ® Ms. Alma X ¥ . Phase 1 T® TB-LAMP D FE{fifh B DWW THRAETE X . TB-LAMP DS EZHR HiMk
REIXBRBMBER A L 0 & <. Xpert MTB/RIF & [RIZETH V| FRiC, BERBAMBIRA & TB-LAMP & O H
X, MEFEAFEICTCHER THRBRICEDRD N2 Ehv6 . WHO policy guidance $gk DG RS FHHL S
NofER Lo T,

. KRR Z 2, BASEEM AL, Xpert MTB/RIF & TB-LAMP & 0D#%

sensitivity Specificity PPVx* NPVx* Case number
PR B 66. 3% 97. 9% 93. 4% 86. 6% 277
TB-LAMP 86. 1% 95. 7% 90. 2% 93. 8% 274
Xpert MTB/RIF 93. 0% 95. 8% 91. 0% 96. 8% 274

PPV: Positive Predictive Value, NPV: Negative Predictive Value

F 72, TB-LAMP MR D#EENE (S ME, ) BT, BEZ I — 13RO oo Tz e HfETAR N
7= THIZBHL T, BEEEE LV . Health center TOEHMIRZ A "B ME, AL —7 v R EWEZAE
L. Xpert MTB/RIF 23 T 22 WEHE COMFICHIE, L nol-a Xy R EELNT,

@ Genoscholar

Principal investigator Td % Joseph FK2Y, Genoscholar Phase 1 FBRIZ THEENE H7= 165 FlizD
WT, WA L7, FRIC, RIF OFRFEMENES (FRA) | 64.29 %&WOHFRERTH -7, TORREXZIT
=7 a A MEITICI W T DNA > — 7 = AT 2 580 U7-, Z ORGSR, fEFR Tl U 7= B R 0 Bk 1
disputed mutation GEiGN 0N A 8L, RIFIZHFMMEEZ R L. MGIT Mycobacteria Growth
Indicator Tube) T® Drug Sensitivity Test:DST DFERNED Vo VY) & LT, HE, HEOBENH
DIEBITHD Z ENHER ST, £EOTIEL, 23 F Tdisputed mutation [ZE LVVEFI THDH EEZH
NTEN, 740V BTk, £ < ff?‘éﬁﬁ'é‘fiﬁibél s,

Genoscholar® NTM+MDRTB Line Probe Assay @ Q @ 4
Rifampicin Resistance Detection Performance (n=165) Points to Consider -
Culture DST (n) Further discussions are necessary about the discordant
RIFRes RIFSus samples, treatment outcome, MIC, etc.
Genoscholar® RIFRes 108 20 - M tubemuf?sfs izolates \-.."rth dizputed rpoB r!1utatiun5 had poorer Uutcume..
NTW-MDRTE (n)  RIFSs 1 3 e s s e
and phenotypic tests.

— Therefore, in cazes found to be RIF-resistant via genotypic tests and RIF-susceptible
via phenotypic tests, treatment options other than the standard first-line anti-TB

DIAGHOSTIC PERFORMANCE PARAMETERS (%, 95% CI) regimens should be considered.
Sensitivity Specificity Positive PV Neqative PV . . ]
Although disputed rpoB mutations have previously been
99.08 64.29 84.38 97.30 idered 1o b i 1o b _
(99.02 - 59.14) (63.85.-54.89) (84.17-54.58) (97.13-97.48) COI’jSI QI"E 0 Devery rare, it may not 1o be rare in
Philippines. reranences:
Agreement: 87.27% | Kappa: 0.68 (Substantial agreement) s 2o, e T R s rmeay Sai7, Sy
I70-276.

RESEARCH INSTITUTE FOR TROPICAL MEDICINE = RESEARCH INSTITUTE FOR TROPICAL MEDICINE =

Genoscholar Phase 1 iRBRODEEIZAFERIL, 2018 43 A 15-16 HIZ RITM TR 4172 [RITM
Postgraduate Laboratory Conference| TCTLLF®DI@Y 5 X7-, DNA > — 7 = o A M & Genoscholar @
HEMBRIITROLIICREF—EE R L, ZOMFEETOFMERE R & R B2k Re R LT,
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DIAGNOSTIC PERFORMANCE
COMPUTATION USING COMPOSITE
REFERENCE STANDARD (MGIT DST AND
SEQUENCING ANALYSIS)

RIFAMPICIN RESISTANCE DETECTION

ISONIAZID RESISTANCE DETECTION

(95%C]. 04.22-09.12)
SENSITIVITY

F7-. =72k Genoscholar PZA-TB 11 OFHEICOWT VBT —v a3 21772, AAREN®
BEIR 3 BERR CRlli 2 320 L. H AR TORNZWrEE O AT 4 S L2 BROFHIRE R, L O-L X —TOFElfS
B WNZT AV D ERAT =2—FT O _ HEERTITo 2 MlifE R (FXZAEA) % Tl Genoscholar PZA-
TB 11 @ PZA Mt AFRRAES v & LCoR AL/ L7,

Evaluation in Belgium Evaluation inCDC and PHAS
Institute for Tropical Medicine supported by FIND
« A comparative study on DST using 87 Mycobacterium

tuberculosisisolates used in a World Health
QOrganization (WHQ) drug resistance survey.

* Sensitivity and specificity of this assay were
evaluated in two independent laboratories usingin
total 249 strains with mutations in pncA and its

+ Genoscholar PZA-TB 11 showed 97.6% (80/82) promoter as well as 21 strains with wild-type pncA.
or 94.3% (82/87) overall accordance with the * The assay showed high sensitivity (93.2%) and
Composite Reference, excluding orincluding moderate specificity (91.2%)

heteroresistance, respectively.

Detection of Mycobacterium tuberculosis pncA mutations by the NIPRO
Genoscholar™-PZA-TB Il as compared to conventional sequencing.

key drug used for tuberculosis treatment. Willby M et al. AntimicrobAgentsChemother. 2017 Oct 30. pii: AAC. 01871-17.
DriesenM et ai. Clin Microbiol Infect. 2017 Jun 3. article in press, open access. “Centers for Disease Control and Prevention, The Public Health Agency of Sweden, FIND

Evaluation of a novel line probe assay to detect resistance to pyrazinamide, a

18 17

®@% it

% ceremony TIXENERGESRH ~OMIA, HHEO—HE LT, Genoscholar T, Fi@=7mfhiz &
% PIA ¥ v NOHRMECOWT, E72, TB-LAMP Tlt, JATA O thseE Lk ) 7 7 =2 % o TORIAE, %
WL & 0 91 2 o= CORBBIAHIT Sz,

VL EOERAE L Y. Phase 1 Stakeholder’ s forum OBEIZ T, 7 4 U VU ERNOREERESE I
mFC
« Genoscholar @ Phase 1 3L ONPZA v FOAHMEIZHOWTHENT S Z & NSk,
- TB-LAMP @ Phase 1 #5:RZ#AE L. WL LV 5% D Phase 2, WRIZTITEHEALERM, ZEREZWE
72 EMTET,
Tz, MMETORNEOEBEORHFIEZOWTHEIRH YD, 7 1 U B ENOREEEERNEEE ~O
RANCEBRT b0t Bbni,
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B E Phase 1 stakeholder forum
o 2T ORR, A RIEE ~D TB-LAMP #4F34

6) Phase 1 BRI OINIBAF

Phase 11231 ATB-LAMP, Genoscholar®#EHIC2>\ T, 2017411 H23H ~25H O, ~=7 THfe X
N7-%2=Th D, 2017 Annual Convention of the Philippine Society of Microbiology and Infectious
Diseases (7 ¢ U EUVHIRERIMETS) . £2. M E S 0N EEENIE D BIC T AR KOFEED—>
T 5., %490 Union conference on Lung healthTORA X —FREDOFTESLHEINTZ, ZHDOIEENC
FU, FEOAHAL LT, HHF~7 0 U B TCOYFEEFEHNL ARINT,

PERFORMANCE VALIDATION OF THE GENOSCHOLAR" NTM+MORTS BE&
ASSAY FOR SCREENING OF RIFAMPICIN AND ISOMIAZID RESISTANCE &5 -

Iotop® G . Beacan, Anget Maw 0. Ruyes, As O Prparan,Docia R Ui, W Gectha G Arwe §g

BUACHORYIC PERFORVANCE
coupaRISON

S—— . pavnac ogren oy | A
o 4 110 s 4 :{'- ¥
LTI GAEIMIIHEL Qe gt | P ITINE | B OITPY G ep
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4.2. Phase 2 (2017 4F 12 A~20184 12 A)

X Phase TlZ,
* NTRL-RITM & & ©IZHRETE ZAHLAAATEREIRET VT AL EZHBETH (X ATHLD)
BT AU RAEDOBERIC LY . P T AT XAOEMRFMEAZET S (¥ ATH6)
+ Phase 1 L[RIER., 2 E TEETREZIZE A EE L2 FOR2WBEAMBERA T ~O TB-LAMP H1lits
M (Z 2 7#3) KON, BEMEEMRERR COREOERRRAFTE TS (X2 741)
- YRBRAE TIFIC Stakeholder forumZ L, 7« U U ERNICET 2 M FEORME N L2X 5
(% 27 #2)

I E-AHIEENE L CE LT,

1) fEEZK T LI Y XA HONT

W7 B OV 8 IO B MIEE) Tk, NTRL-RITM, 2eWHbY. =7 v o 3 FHRIC T, TB-LAMP KX
Genoscholar ZHHAAA T F - 7o Em 7 L2 ) XA (Proposed Algorithm) ZH5EE L, BRIk O M
7Y XL (NTP Algorithm) & DI TRl A2 Eiid 25 Z & & L7z, NIP Algorithm D ERfRE 7 &
—id, BSSEREIC TR 1 IRAZ UV —= 0 7R E Lo, BBt L 7o 72 BFIZ OV T Xpert
MTB/RIF Z %425 & W o =i & 72 5,

—7J5. Proposed Algorithm Ti%, 1 RAZ V—=2 712 TB-LAMP £ L. BEBEIC >\ T
Genoscholar, F&EMEREIZ OV TIE Xpert MTB/RIF 2 “WRAICE I DAL & 72D, 728, TB-LAMP |
Health center |2 Ci#EM L. A% NTRL-RITM ~#1% L7-1%. Xpert MTB/RIF & Genoscholar % FEfid 5 =
e Lz,

PATIENTS with
PRESUMPTIVE
DRUG-SUSCEPTIBLE TB*

1

SMEAR MICROSCOPY

PATIENTS with
PRESUMPTIVE DRUG-5USCEPTIBLE or DRUG-RESISTANT TB

|

i t+,’ e [+]'
RIF Res RIF 5us

BACTERIOLOGICALLY
CONFIRMED T8 and

1
1
1
1
1
1
1
(2 SAMPLES — SPOT-SPOT or SPOT-MORNING) : ORE TB.LAMD
L
{1 SAMPLE)
Smear (+) for Smear (-) for : T 1
AT LEAST ONE SAMPLE BOTH SAMPLES
1 | PURE TB-LAMP (+) ‘ XPERT MTB/RIF
l l p PURE TB-LAMP (-) e
_________________ I
BACTERIOLOGICALLY If able to produce i 1
CONFIRMED TB sputum and with | I v
access to Xpert | 1 | GENOSCHOLAR NTM+MDRTE  |¢ TR .
_________ l________l 1 RIF Res
BACTERIOLOGICALLY - 1
CONFIRMED T8 and XPERT MTB/RIF* PATIENTS with 1 ' ]
MDRTB INFORMATION @sameie) ¥ PRESUMPTIVE 1| MTBE, || MTBE), || MTB () MTB [+),
DRUG-RESISTANTTB®* | | | ‘pipped e e RIF Sus
1— ._1 .
' (o2 f—H
1
1
1
1

MDRTB INFORMATION

M. FEgmET LT Y XA
£ o NTP Algorithm, 45 : TB-LAMP & Genoscholar % #7487~ Proposed Algorithm

28



TB-LAMP S ifi 5% |2 -2\ Y C 1% NTRL-RITM D3®E 2T, Antipolo City Health Office, E. Aldana Health

Center, Almanza Uno Health Center. Santa Rosa Laguna City Health Office 1 K& (X, Phase 1 TO{K
EeRUEEY Td 5 Muntinlupa health center main @ 5 HipR 3P E I 3177,

2) TB-LAMP k L —F—FERK

7 4 U EUETORNRRZ TB-LAP EHICIE, XL —F —DBFROL2 5T, E LW+~ —%
—CEHEESEDLDD ML —F—OFR L 1M ETH D, NTRL-RITM (TFEE FRESCIBHEOL TH
L, ENOBREER~OREEHIFOBE 2 O MEE ChbdH 54, FUHMLTFIL, [FlEio Ms. Alma |2 b
L—F =LA T D ToT (Training of Trainer)Z 2018 4E 1 H 29 H (H&EEH) ICEm L7T-, =
DOFER Ms. Alma OFEE F L—= Z13IEHEITTENOIEM, 7>, TB-LAMP OFREN 145 Th 5 L BlE &
e, bL—F—atEigto &l L, S#HMEF XD certificate 225 L7z,

G, Ms. Alma lZX% TB-LAMP hL—=172"
£2 : TB-LAMP #RBA, 45 : TB-LAMP i

3) BB KT AT A TO TB-LAMP A= L — % — &%

Phase 2 Tl%. Health center OEAMEEMEFENCEE L T2 < 728, Phase 2 HifE 9™ 2018 4E 1 A
29H~2H2H, 3HSH~6 HD 2[EIZ4F T, Ms. Alma (2L 2 TB-LAMP #1E h L—= 725 BHfE S
Tre FU—=U Vi BIT 104, RAUMEFEA S v 7 E s, Alma OV R— K& & Bz, bL—F—RKRBRDY
ELTBIEZTo 7o, TReRICSINEL ERBRER (O A8, A RE. ) . £, REICEL TI3EH
HERFL, DD HETOBRMEOEEITMZ ., Ms. Alma 235800 b L—=2 7 ROBRBRZ#HO E, 2EEGK L 72

277,

- BINE

NTRL-RITM :Ms. Alma G Palparan (PI of TB-LAMP). Ms. Rosarie Gabuya (Coodinator)
g e D SEIRFE
Z DAt D NHAET (JEEE/ X T v JEEER)
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BEL TBLANP AL — & — h L—= 7
7o b VR IR, A5 E : TB-LAMP #:/E
ETF  HEROBMEBLE, AT bb—=2730E

. TB-LAMP A2 L — & —i Bkt 5

A4 il Pt I * fEk | CHIERH

Mina N. Telebrico Muntinlupa AN AREIZ DNA VB 24 U &8 9 A EL ki
Nonette B. Guerrero Muntinlupa AN AREIZ DNA VB 24 U &8 9 A E4A ki
Erika M. Petel Muntinlupa O

Editha Aguilar E. Aldana O

Alyssa K. Butigan Almanza O

Marivic Batallones Santa Rosa A BREIIZ DNA 5% 4 U &8 9 5 #lE% Fhi
Mariane R. M. Bautista Santa Rosa O

Mariza B. Garing Santa Rosa AN ARHIZ DNA VBYL A48 U &4 9 2 8E% ki
Louis A. M. Olazo RITM-NTRL O

Ryan V. Castro RITM-NTRL O

#* Muntinlupa: Muntinlupa health center main, E. Aldana: E. Aldana Health Center, Almanza: Almanza Uno Health
Center, Santa Rosa: Santa Rosa Laguna City Health Office 1
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4) 7 4 V) B UENOMIT R RS

2018 4E3 H 7T H~9 HIT, HHMELFEAZ v 7N, N —= U V%O I~ L —Z —OHE 2 OV, TB-LAVP
EHBREOMIRAZ B E LT, 550 Health center ZFHRI L7, 245 5 MigRIZERNTEANRH Y |
Muntinlupa M O Aldana (XBESSEEMRAE DA% LT 2 sk Th > 7= DIkt L, o> 3 fii%ix Xpert MTB/RIF
WAMEE L, EHRREOENH TN, WIThOlix b, D7 & QBEMEREITEML TND I LD,
ZORFELETH D TB-LAWP OEMILAHETH D & flr S 47z, F£7-. Antipolo (FE LXK OFEZMRA D H
DIERX TH Y | KRTREE D KRN <. 1 HOBEMBEMREIC TETORKERE TEX 20 & o 7 RREA
Not-, FNDZ., EMMCHRERM LY, @AL—7"y k2D EE D TB-LAMP O FNCHIfE L T &
DaRA NEIEVZ,

B E. Santa Rosa Laguna City Health Office 1
7 b REERERRE, A5k Xpert MR, AT WEIRIRIRERIBUAT., AT : TB-LAMP FEffifiti sk
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FH, Muntinlpa health center man
2 MEERANA A TB-LAMP Efah o 7 U — = Vs (RBITBIMERA TR ST, LU 7 ICTAT A N7 T A% Yefh LA OB T8l
£)

SATELL, .
CENTER AND
GENE XPERT SITE

BB, Almanza Uno Health Center
ek iRk E, A E RERBRE, £ TB-LAMP Ehifti%, A T : Xpert
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BE. E. Aldana Health Center
Ao EERAE, A TB-LAMP MgRakiE (Rch. P & 2 I L BB R A R %)

- == =
DENTAL Health Bus

. |

B, Antipolo City Health Office
fe b MRk, AR Xpert, £ BRAERER, BMEER T A MERERE (EO/NENOERPM R I D) | AT - TB-LAMP BEaRaRE
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5) Phase 2 Stakeholder forum

2017412 H 7 BT, 74 U B VENOREEEREEE & ORBEROILT . WiEOBEEZ LD IED TV
7777 LA HBYE L, NTRL-RITM F=4#12 T, Phase 2 3BRFE R OB # 4 ATHEORELITH) 74—
LB LT,

3 J)IE

NTRL-RITM :Dr. Ma. Cecilia G. Ama (Head). Dr. Ramon P. Basilio (Deputy Head ).
Ms. Alma G Palparan (PI) Mr. Joseph Bascuna (Co—I1). Mr.Dodge R. Lim (Co—1). Ms.
Rosarie V. Gabuya(Coordinator) fii

WHO : Dr. Shalala Ahmadova (WHO Western Pacific Region)

DOH : Dr. Mar Wynn Bello (Director of DCPB)

PBSP : Mr. Reno Carter Nalda. Mr.Arnyl Atraneta

RIT DEFER e

JATA DR dek

JICA PR 74 U EUEBITR., M

b D RIS, MR

=7n CEBOEE, AR, mET

Z DAt : DOH, NTRL-RITMHER. 7« U BV EREFE F804

STAKEHOLDERS' FORUM
PHASE 2 EVALUATION OF THE

‘G.H. Phase 2 stakefolder forum &I

34



O e it

Fi N
T —ob07a T LELNFICHEFE L, iV T, Stakeholder’ s forum® 4t v a3 VINEZHET

8:30
9:00-8:45 AM

9:45-10:15 AM

10:15-10:45 AM

10:45-11:15 AM

11:15-11:30 AM

11:30 AM

STAKEHOLDER'S FORUM:

DISSEMINATION OF THE FINDINGS AND RESULTS OF PHASE 2 STUDY

CENTURY PARK HOTEL, MANILA
DECEMBER 7, 2018

PROGRAM

Registration
Invocation
National Anthem

Opening Remarks

MAR WYNN BELLO, MD

Director, Infectious Disease Office

Disease Prevention and Control Bureau, DOH

Message

CHIKA ASAKAWA

General Affairs Group,

Japan International Cooperation Agency, Philippines Office

Milestones of the Research Collaboration
JOSEPH EDWIN L. BASCURNA

Co-Investigator, TB-LAMP- Genoscholar Study
National Tuberculosis Reference Laboratory
Research Institute for Tropical Medicine

Efficient collection of sputum specimen:
Maximize the sensitivity of TB-LAMP
SATOSHI MITARAI, MD

Research Institute of Tuberculosis,

Japan Anti-Tuberculosis Association

TB-LAMP- Genoscholar Study Phase 2 Data
ALMA G. PALPARAN, RMT

Principal Investigator

TB-LAMP- Genoscholar Study

National Tuberculosis Reference Laboratory
Research Institute for Tropical Medicine

Open Forum and Synthesis

Closing Remarks

MA. CECILIA G. AMA, MD

Head, National Tuberculosis Reference Laboratory
Research Institute for Tropical Medicine

Lunch

Merc Emil Matienzo
Masters of Ceremony
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@ Overview of the Research Collaboration Milestones
Phase 200Co-1T&H 2, Mr. Josephdk ¥, ZHE TORFEDTEFEHNE & A5H D TEIZ DOV TREEN
oo TEEIHE & LT, AFETORBER, MALAI~OHEIN N L—=22" TB-LAWP, Genoscholarff
O, 49 Union conference on Lung health TORA X —FEFIZHOWT, £/-, 5HDOTESE L
T. TB-LAMPIZ DWW T, ARFHEHM A IER L CTModel projectZ FEhi L. FEICEIT A EEROMEEZH~
DEANTHZ & HARTANT,

®@ Efficient collection of sputum specimen: Maximize the sensitivity of TB-LAMP
RIT #FUE BaeA LV TEEHA WIS | fimARIA L LT S 28 KRIADE & . TB-LAVP
RRAFE R & OBMRIEIZ SOW TR W T2 720 iz,

@ Finding from the Phase 2 evaluation of TB LAMP and Genoscholar NTM+MDRTB
WIEE I, Phase 20PITdh AMs. Almak V. Phase 2 CORBRMER & 72 5. O 7/ NIRRT i 5%
(231 H TB-LAMPD ERIR MEREREA . @Genoscholar TOIEAIMIPERSEL D2 W G-I 2 DUV T W 72 720
77

1. TB-LAMP
W7 TY XA TR SRS EFIEIC S TlE, NTP Algorithm T, BAMEEMA & Xpert MTB/RIF
D2 DFEESRE R 2 8 CL285EMIIZ % L. Proposed algorithm™GiZ, TB-LAMP1[B]D#EALIZ T 133JEH] & [F
FEORMEE R LT,

! CASE DETECTION (NTP ALGORITHM) ! CASE DETECTION (PROPOSED ALGORITHM)

CASEFINDING RESULTS FROM DIAGNOSTIC TESTS IN DISEASE DETECTION IN
CURRENT ALGORITHM PROPOSED ALGORITHM
1 9 5 54 smear positive for at least 1 33 TB LAMP posttive

one sample 5 1 1
smear negative for both
smear microscopy

141 samples TB LAMP
examinations tests

62 MTB positive, 2
3 1 6 RIF susceptible 8 MTB Peasitive,
1 2 MTB positive, 1 2 6 RIF susceptible
Xpert MTB/RIF tests RIF resistant (RRTB)
242 MTB not detected Xpert MTB/RIF tests

RESULTS

376 TBLAMP negative

RESULTS

specimens rejected

RESULTS

0 MTB Positive,
RIF resistant

RESULTS

118 MTB not detected

TOTAL CASEs DETECTED: 128 TOTAL cAses DETECTED: 141

I = senci wtmure ron roricat weocwe @) @) @ @ @ I ::scxcv s ron horicas weocne ) @) @ @ @

F 72, TB-LAMPIE., MABRELDEE - 7ZNTRL-RITMIZ T L 7= 1ERE & #i 5 dDHeal th center T 3EHH T &
%5, & 51T, Phase2ll BN EN-MAETAT (End Use) 726 DOTB-LAMPO#/E 715 IC R4 5 B & B v
FHAE R LA S, EHFE & L CTB-LAMPIZHealth center THIE L < HAERIRETH U | FEREMRAIC
o EHARETH D ERE T,
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B ASSESSMENT OF CONCORDANCE Bl
— P ichoii i o END-USER ASSESSMENT OF TB LAMP

ttems User Rafna o)) £d users of PURE-TB-LAMP
n= -1B-
TB LAMP ) ease in pipetting Agree appraised the test as hlghly
Xpert MTb Negative TOtaI ease in assessing Strongly Agree acceptable and applicable i
sufficient sample volume
T time requirement for Strongly Agree peripheral laboratories, citing
MTb 58 (18.35) | 16 (5.06) | 74 (23.42) spuumianstersenough similar reasons for their
Negative | 7(2.22) |235 (74.37)| 242 (76.58) e _______| ment as with phase one:
processing time suitable | Agree ; Strongly |
Total 65 (20'57) 251 (79'43) 316 f;;;i?ﬁél."?ﬁi”‘a N A§§§Z . + Ease in pipetting and
" . " . test not complex and Agree specimen transfer
Both Xpert and TB-Lamp agreed on a “positive” result in :Zbor:;:t'eor:ss:ss s + Ease in interpretation of
18.35% of patients, and agreed on a “negative” result in 74.37% contariatin — results
ease in reading results ree
of the cases. The probability of agreement is 92.72% (293/193). dficty compecable®s | Disagres + Ease of use compared to
Cohen’s kappa = 0.7881 which is interpreted as “Substantial E,if:ﬂssmg e Disagree SMEArmICroscopy
agreement” according to Landis and Koch. e s P Srongiy Ares

T p——— Y Y Y R [ Y Y Y Y
2. Genoscholar

TB-LAMP T Y & 7= MR 12kt L T, Genoscholar Z3EMi L7z, 1337 2 )5 RIFHAIRM:
16, INHEAFImHE 5 6], mANZmHE O ZAImER 2 86 H L7z, Xpert MTB/RIFCIdfiH HiK 727>
o T2 INHEEAIME 2 T & . WWUIRIRENIE S D EI08H > 1=, A EOiRER CTldGenoscholarz Fu>,
RIFR A Y =7 2 Rl 2 B 1L ICWHO= > R — R A v FIF DT — % LIZIER U H DRSS
I, AkdHB)TH HTB-LAMP, GenoscholarZ HW/=2ZWr7 L= X ADOFRHMEIZOWTCIEFEHTE 72
LofEwmTh o7,

HEAD-TO-HEAD COMPARISON OF DIAGNOSTIC YIELD OF THE . SUMMARY OF FINDINGS
-

-TWO AILGORITHMS
» Genoscholar FL-LPA provided additional RIF
Total cases detected: and INH-resistance information for patients
Total cases detected: 1 33 that would have been given standard treatment
regimen after testing positive to smear
1 28 RRTE cases detected: microscopy.

1

INH-RTB cases detected:

12 °

MDRTB cases detected:

8

Y . v on . wacne @) @ @ @ @ Y v ron o oo @ @ @ @ @

RRTB cases detected:

@ BEILE
FE7 2 7F ADOpen Forum and Synthesis®e, ZDHOMBBEMIC T, 7+—T 2HEH LV kit
FRATN AR DB BEISE DT,

1. TB-LAMP
TB-LAMPIZAR A E S Tld., FIZ. Phase2d AL — & —OBIHIARFREH Y ICEIEF L 7o TV
X, EBIEH LA FR Z22NE TR AW TZIE W,

Ql. TB-LAMPZFEMET DR ED L 5 REMD N A —T T 4 — LUV RRE)?
Al. TB-LAMPZEJ | XBAMEEMRA & RO L~LTHhYy,  (EIZ#E : Ms. Alma, PI)
Q2. TB-LAMP CDNAVEYITIRAET D002 Tz, REBENAD THL L2 XD LI ITHEBT51?
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A2. RETIHETCRIST AT/ ZHTF 47 ar ha— A5 ELTEY ., BEMIC BEERD) 74V
FA4—F v ETAHILENAHE, F7o. TB-LAMPIZHSE SRSy N THEHZ Lanb, IR
AT OB ERCMAEREICE L END Z L1TRV, - T, TB-LAWPIZ K EDHMIAZ AT 5 X 9
R —A, HHWIL, EEEAHORERZR COFEAICBD THE T boEE 26N, (R
# 'Ms. Christine Suarez, City Health Office of Antipolo)

Q3. TB-LAMP® HALHIEIZHEE L < 72 2 HIERE 72 E ORI S > T2h 2

A3. FEBIKTOTB-LAMPIR & 2 520 L7273, #7102 2 R OMIE DA ITIXRBE R D> 72,
FVEET— I KRBEORIE 2 T X 2 O THEEEMA L 0 HTB-LAMPOME A £ LU,

(1% :Ms. Editha Aguilar, Health Office of E. Aldana in Las Pinas)

Q4. TB-LAMPHIEMIRDF ¥ VT L— g & AT F L2

Ad. BERSER TR MR BV, E— N TRy VDA TF AL XY ) T L— g VO VUEREN L
vt LIV WA, LabmateftbD = =7 Nxfii a8,  ([FI%&%: Mr. Dhon Tomas, Labmate)

Q5. LAMPIEE DELHMEIZ->UWT (Dr. Sala, WHO)

A5, BRIEIZH IR ¥ U 7 — A CE AR, BAFESFELL ERGE L 7e AR RS O IT Y, (R

2. Genoscholar

=71 V., ¥Y¥Genoscholars v F TNTM(Non Tubelculosis Mycobacterium)., MDR(Multiple Drug

Resistance) ~TB, PZAMMIMERE OMIMNFRETH D Z EHEFIT LTz, SFAI Tk L, WHODDr. Shalala?»

>N

1. FEWHO N B3 T2 LY A TITKMIEE £ TV 28, Genoscholar FQ+KM TB T11EFQ & KMol 5
DIEEZRETE D, TORIZONWTEDLIITEZTNDDMN?

2. PZATMMED BEMNEIEHEH SN TSR ZIZOWNWTIIE 9 EZEZ 52

3. MEIE, fENTIZCOWVWTED L S ki EE L TNDH 0 ?

D3IODERMNH 72, L, =7 ahrbolEE LT,

L. KMAWHOD L AN BN TWAD Z EF&m L Tnad 2 &, B4 1XGenoscholar FQ+KM TB 11 CTH 5
23, Haintbd % b & [RSEOREENG B 5 S &5,

2. Bilt%63 S 7-Genoscholar PZA-TB ITIZEH3 2 iiim LOMRAZB L CIFLWEEIBA T, Y7 4+
— 7 L#& T, WHO Dr.Shalala I, Genoscholar PZA-TB ITZEAflifs 5 3 #i& 64T L7,

3. A~¥—hr7x 77V TdhDGenoscholar Reader Z#EI L 7=,

6) Phase 2 FRABRGE RO ATE

20194E10H30A ~11H2AIZA ' K « NAT T 3— R CRfE & 7=, F50[H] Union World Conference on
Lung Health (FMifREFE) OFRRA X —& > 9 2 C, Phasel L2005 R 2 AF LT,
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4.3. Model project (2018 4F 12 H~20194F 10 A)

1)

2)

NTP #ERZARAE T A KT A 2 ~@ TB-LAMP U

M HZE Phase 1 2O Phase 2 slialBRifsE R4 31T, TB-LAMP /L NTP 3 FATT 57 1 U ¥ D2
LY ZAANEENDZ & &Aoo (2019 FEESE T F5E. Manual of Procedure :MOP i]\%/)"(;ﬁ{ﬁﬁ
FE (12 A RIAL) TAHERIBIR) o 72770, Y7 43U X AT, OTB-LAMP (XBEMEE M DL T
XH D H DD, Phase2 TO Proposed Algorithm & E/A b 5 L LT, TB-LAMP (B & 7 o 7=k, HH W
1%, TB-LAMP i Bl SN MHPEREAZ ~ DKL 2 S o D BB IZ DWW TIE Xpert MTB/RIF & 95 /5.
@Model project TIL 6 JER[BETOEMEITH . L WVo - MAEHF LTV 5,

Model project D 3FEjfi

NTP f5tZtds 7L 2 Y X L~ TB-LAMP UN# 2% 15, 2018 4F 12 A /25 2019 4 10 H O, “FED
EANEE) & LT Model project Z 3206 L7, NTP I C®RE S/ 6 Mgk, Z iV E CHEMEEMRAE DL HE
ML CX7- RHU T& 5% E. Aldana Health Center, RHU & L TITH#HIZ < O EBE RN 5
Antipolo City Health Office 27X Sant Rosa Laguna City Health Office., ~ = &HRE T .OERICNLE
T 5 KBERE T 5. Commonwealth Health Center M TR San Lazaro Hospital, # LT, Xpert
MTB/RIF 3 FH 256 T A #E 72 B 538 RHU @ San Jose Rural Health Unit (BT 34K, mo 7oy
) Lo,

F7-. Y4 Model project EEIZHEEL T, 42 TB-LAMP 25 6 5 M OFRIK 4,000 7 A ~ % 2019 4F 1
A 21 HOFMEAMZ TDOH IZFHE Lc, £0%., o Ofss 2 H L, NTRL-RITM® R L—F—I|Z &
% TB-LAMP kL —=2 7 AFE~D certificate I HZ R T, Kk TCOREBRNBESL ST,

B EL. DOH T TB-LAMP ZFiE= it
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BE. San Jose Rural Health Unit
e Wig%. A5 TB-LAMP N L —=1 271 ® certificate ¥ 5-

i

BE. San Lazaro Hospital
FE MRk A, A TB-LAMP b L—= 1 Z A,

‘BB, Commonwealth HC
e M= 7EEE . A TB-LAMP h L—= U F R
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3) A MEHT

De La Salle K% (Manila, the Philippines) @ Dr. Tiongco ~, = A k7= V) OEEFRIEAMEIC
K AR R AR LT, MFENT Tl 2 507 LT R ATESRI 72 L IRA 7 ) —=
E. TR LIEMERA L TB-LAWP O &6 5 &2 H LIZGA & A RN mmn, &0 ) B TRbT
BIToTCW=72&, ZOfEE., NTP Algorithm ZEk~X Proposed Algorithm TOZEARIENEFH LS
WRAES, 2B, YRR L TiEDe La Salle KF XV, EWNAOFEBIESS £ 72135050~ DO B
TEL TS,

X BT, RHUMEFTHIM A IZ Phase2 OFERZ Az 2 2 MENT 2 5206 L, fER 425 60 [0 B AZVE [R5
DRBNTTHE Lz, YMRIETIL, 100 5 USD O PR ZHE LIS A0 BER LR TIHMO L, O BEiMdE
FRAT M BE X LC TB-LAMP 2 7 U — = 7 CE xRN L35 48, @ MDR-TB(+) 2R D
50%LL FOEGE . Xpert &V H I TB-LAMP TAZ U —=2 7 % Fhid 2 HFRNEEREHIR E 72D D2 5
DR E L TORENT, BERIZOWTIL Dr. Tiongeo IZ L B a—TAE | FEROZYMR L 5F 3 H O
BETELTND,

4) Model Pilot Stakeholder’ s forum
2019410 A 25 HiZ, 74 U BV ENOREERIESEE LT A 1y MR RO @Eo
A2 LD D2 L2 BB E L, NTRL-RITM =12 T, ARBAE R N BET A HEO R L EZTo 72,

- BN

NTRL-RITM : Dr. Ramon P. Basilio (Deputy Head). Mr. Joseph Bascuna (Co-1I).
Mr.Dodge R. Lim (Co—I). Ms. Rosarie V. Gabuya (Coordinator) fii

WHO : Dr. Shalala Ahmadova (WHO Western Pacific Region)

H A KA AE C HEER —SELE
i A aw:iinn :Human > MU —< 3% ¥ —1 4, Labmate #+F « #HYEFH 4 4

F Dt : DOH, USAID, FHI 360, NTRL-RITMFEE. 7« U VU EREFE K804
JICA : Ms. Gladys Ann Rabacal, Ms. Chan Flerida
Kb CE—. REHR. KIEEIG., AR
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FEhE N2
WMT =TT LELNFICHEE L, VT, Stakeholder’ s forum® 4t v > a3 VINEZHET
Do

V /4
X TB-LAMP PROJECT STAKEHOLDERS® FORUM:
TOWARDS STRENGTHENING TE CASEFINDING IN THE PHILIPPINES
October 25, 2019,
Diamond Hotel Manila
Roxas Bbed. cor. Dr. J Quintos St
Errnita, Manila 1000
8:00 Registration
9:00 OPENING PROGRAM
Invocation
MNational Anthem
Opening Remarks MYRNA C. CABOTAJE, MD, MPH, CESO IlI
Undersecretary,
Public Health Services Team, DOH
MS. FLERIDA CHAN
Section Chief
Environment and Social Development Section
Human Security Group
JICA Philippine Office
915 Topic1:  Overview of the Project RAMON P. BASILIO, MD
and Madels of Implementation Deputy Head, NTRL RITM
9:30 Topic 2:  Sharing of Practices ELEUTERIO €. MAGTANGOB, MD
of the TE- LAMP Pilot sites E. Aldana Health Center, Las Pinas City
COMCEPCION G. LAT, MD
Antipolo City Health Office, Rizal
RHEY IAN M. BULUAG, MD, MPM-HSD
San Jose Rural Health Unit Romblon
DORCAS V. UMIPIG, MD, FPSP
Pathologist, San Lazaro Hospital
10030 Topic 3:  Results of the Pilot Implementation ROSARIE VILLABITO, RN, MHSS
TE-LAMP Project Coordinator
10:45 Topic4:  Sharing Experience of using TE-LAMP SEIN SEIN THI, MD
Test for the Diagnosis of TB TE Inmovations & Health Systems Strengthening
Project, FHI 360
11:00 Topic 5. Cost Effectiveness Analysis MARITES TIONGCO, PHD.
Of TB-LAMP Consultant
11:30 Open forum
LUNCH
1:00 Mes=age from Partners and Stakeholders
1:30 Awarding and Recognition of Parnners
215 Closing Remarks CELIA C. CARLOS, MD, CESO IV
Director IV, RITM
MERC EMIL P. MATIENZO
Emcee
| Ay /
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FETEM =,

D Overview of the Project and Models of Implementation
RITM @ Dr. Ramon &V, 71U B> TORBXIRDEN L TB-LAMP D 3 5D 7 = — ADIFEITHONT
FHIEOHPF T, Manual of Procedure 6'" Edition & Laboratory Network Strategic Plan

2018-2022 Z —#5 | L. M7 TB-LAMP NNE SN A EHH TH D Z & ZAKTEN -,

@ Local Evaluation for TB LAMP

86.1 95.7

(78.7-93.4,95% C) (62.998.6, 95%C1)

PHASE 1
+ TB-LAMP performed at central level
laboratory

+ Diagnostic performance evaluation
and end-user appraisal

SENSITIVITY
SPECIFICITY

» Total participants = 279

+ More sensitive than smear microscopy
(66.3; p<0.001, McNemar X test)

+ Similar sensitivity to Xpert (93.0;
p=0.109, McNemar X? test)

+ Similar specificity to both smear
microscopy and Xpert (97.9 and 95.8)

+ Received positive feedback from end-
users (n=2), citing ease of use and
shorter time to obtain results

reseancH instrue For TropicaL meoicne @) @ @ @ @

© Local Evaluation for TB LAMP

CONCLUSIONS AND RECOMMENDATIONS

* TB-LAMP has good diagnostic performance both in a
central laboratory setting and local field conditions

+ Intended users gave positive feedback on the test and
found it easy to use

= The technology could be integrated into the country
diagnostic algorithm following further assessment
covering cost effectiveness and once logistics are in

place

L S —— Y '

Integration into the TB Control Program e

SYSTEMATIC SCREENING FOR PTB IN ADULTS
>15 YEARS OLD WITH UNKNOWN HIV INFECTION STATUS

START HERE

FIHDINGS.
SUGGESTIVE

I NFERT NITR/RF 13 NOT
ACCESSSIDLE, USE DTHER

4o

i | couscr

If one o more T
_>| vEs ‘* ﬁ

L0 R T L OWING
wotas

o] s

LASTING FOR > 2 WEEKS

REQUEST
FoR SMEAR
MICROSCOPY

XPERT
mTB/RiE

couaH

™
ame

= UNEXPLAINED FEVER

= UNEXPLAINED WEIGHT L0SS

'DRERCHING NIGHT SWEAT

o -

VERIFY RISK
FACTORS.

| RISKFACTORS

|9 e B0 yewrs old
| O Dlabetes

{0 SmokersiAlcohalics
fician

5/5in high risk group, collect

um sample o the spot and

for Xpert or DSSMITE
LAMP if igert is not available,

> 2
(S G
CONSULTATION FOR 1 in pragnant women
o | CIREETEES no | i

[ ———— Y Y Y Y

© Local Evaluation for TB LAMP

PHASE 2

« TB-LAMP performed at peripheral
level laboratories (n=5)

+ Diagnostic performance evaluation
and end-user appraisal

97.1

(94.7-98.6, 95%CI)

(735

(66.1-80.0, 95% CI)

SENSITIVITY
SPECIFICITY

« Total participants = 507
+ More sensitive than smear microscopy
(65.8; p=0.0013, McNemar X2 test)

+ Similar sensitivity to Xpert (68.9,
p=0.4545, McNemar X2 test)

+ Similar specificity to both smear
microscopy and Xpert (97.4 and 94.7)

+ Received positive feedback from end-
users (n=10), citing ease of use and
shorter time to obtain results

Y cscivci wsrmure ron rovicaL meoicwe @) @ @ @ @

Integration into the TB Control Program 9

TB-LAMP proposed to be
included in the revised TB
diagnostic algorithm as an

National Tuberculosis Control Program: alternative primary diagnostic
Manual of PR test in settings where access
6" edition

to Xpert is limited*

Pre-final Text

“Subject to change depending on the policies to
be adopied by the Philippine NTP

SOURCE: National Tuberculosis Control Program — Manual of Procedures 6% Edition,
Pre-Final Text (September 27, 2019)

[ p————— Y Y Y )

‘ Integration into the TB Control Program e

SYSTEMATIC SCREENING FOR ACTIVE PULMONARY TB FOR PLHIV

AT TIME OF DIAGNOSIS OF HIV AND
ANNUALLY
ScaEEN FORTE

=
$1GH5 AND &= % REQUESTFOR
cHesTxRAY

SYMPTONS. =a=

EVERY VISIT
(IF NOT ON TB TREATMENT)

G

SCREEN FORTE:
SIGHS AND
SPuPTOMS

G

YES IF 21 CRITERIA
PRESENT

SUGGESTIVE OF
FTe

e ot
e
REQUEST é wean
fan
nequst " ® | e @ | mesoscors
seuTm @ | wcnascorr MTB/RIE
SAIPLE KFERT ™
, TR m . o

[ —— Y ¥ Y )
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® Sharing of practices of the TB-LAMP pilot sites
ETNANA By MIBIILTe AR, MisRiEE D 5, /N 1y MEHHORE, £l 6 O#E
PE BISHET 4 — Xy 7 A% 0O TB-LAWP SEIGEH 7T 2 LA THV -,

© HELISE

Q1.
Al-1.

Q2.
A2-1.

A2-2.

Q3.
A3.

Q4.
A4.

Model Pilot 2™ ~7"Z 1% ? (San Lazaro Hospital Doctor)

TB-LAMP 3R3E3 72 72 5 72 DT Xpert 71—~ U w PABMIEA LTz, BIEEDBZ W2 D2 W
FET D iAF, /A vy METH 1000 7 &2 MENEEAZLZ U 7 =X ks L1z & 2 A NTP IEE 727
7Emn ERD G oTon, Fe HIBIEADGF ] S/ (BIAFE, NTP 13K 4000 7 A MEA %
¥t ) (San Lazaro Hospital)

L BWHIRDR H > THEBIO 7T 3 g Bl 2 72, Bk THERRERM 2 ZF 2 720y (Antipolo

City Health Office),

. FHI360, PBSP, izt AT > ¥ /D& A NGO (Non-Governmental Organization) [HARICEREZER 2 Hf

HLHNT TS, LAy L TB-LAMP [ZNTP @ 2020 4 FHEIZA B o7z, CEA, 6 %A FORER%
Ho T Z T HRE

B A DB ORIE T 2 ML ?

1500PHP/test (7 A F¥7= 03200 ) 7272 L., EEMNIAA GRIEY —R) 2»OPC, NCIZX 5D
72 & AR % & 1900PHP/test (K9 4000 ) M 14 BIA CTREISE 5 L% R Y720 84 A
ZWiATBE (Ms. Rosarie, NTRL-RITM) .

L [BlOMA OFTERE, BB SINk L7z CEA 23R, BHOZUMEERIET &, Bodixs
WL SN EORE R cost benefit analysis” % R A~ x, HHIZ case
findings 2ME X D8N0 5 L OITHGET D, £727 4 U B IE S EEE O -9, FIND itk
~DT 7+ At A[BE (Dr. Ramon, NTRL-RITM) .

fiigME Rz (VIR LIS ORR) ~0> TB-LAMP 3 FH 1L AT BED> 2

JifiZh TB 13 = &7 v A AL T WHO HESEHEPHAN D 7= 6, BIFED A Vv— 0 CilliakBR i t, 72721 H
AENTIIBECERH STV D, BARTOIEE FFT 572 G TE 203 WHO HELEN ISR
WZHED I DX EIEHESE T 22y CRIMES)

RN % < &5 DO TRIFLFEIEZ Lo\, SRBHIILFEMIZEO FTREME 2 Mgt L T %03 2

AR & I2HFT 5 CRBHMET)

3 Results of the Pilot implementation
NTRL-RITM @ Project Coordinator T 5 Ms. Rosarie 236, @ik DET /L34 1 v EGERE AR
& B T AR EE OB 2 F6 R TH V-,

@ Sharing experience of Using TB-LAMP Test for the Diagnostics of TB

8 i

T L LRI S e Y = 7 N &2 BALA L7 FHI360 @ Dr. Sein Sein Thi KV . MEFOER L 7 ¢

— RNy 7 G TEVW

(® Awarding and Recognition of partners

TB-LAMP F2E I I W=7 W88 A b AT — 27 RV E — | ZEHNR I S 7=,

® Message from Partners and Stakeholders
ARFEETH I LI — M —H - RENOBRENRH ST,
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5) Model Project skl R D AERATR
20194 10 A 30 H~11 A 2 HIZA & K« AT F 38— R TR & 417z, %5 50 [2] Union World
Conference on Lung Health (AR F2) OV T T4 I ART 7 AT, Model project OFfEH %
KR LUz, THIZRY YEEEDOFEROBRNAK SNz, £lo, RITENTRL KV 5 51 [A/i
AR S22 CTO Model project & A ME O REZRNA X —RBETATFTELRESIN TV A,

6) MFFEILEFE 7% ORHE rTREERR T

WEEIREE TR ORI 2 G 210 h 720 . B O FEERER & OB 2l ni-, £
FE8L. Family Health International 360 (TB Innovations and Health Systems Strengthening) D7 4
U HEEHT EREAMA L, 2019 42 8 A X 0 BIHARELE 208 U7 iSRRI COGERBR 2 Bt L 7=, K
7u Yz MIBMIASE « FANLIERE TO case finding BN Z WI4F L TB-LANP 238 A LR A2 HFET 5
DT, 2020 4F 6 A F THlkise L T TB-LAMP 251& 3 B2 EMA T 2, MIEDO72DDFIEGH 7,000 7 2 43I,
B RBERNE 208 U TSN b, ZofERIE, 7« U B2 TO GlobalFund T4 HIGE DOEE > TB-LAMP £
TETFUAREE LTUERAEINS,
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BOE AFEOMRME (K RISk 5 )
51 AFEORR HERE - Hik - HH~ORR)

Phase 1

Phase 1 TlZ. NTRL-RITM (2 CHEZEM AR 205 ) L 7- MERESEAMABR 2 F506E L. TB-LAMP T OD#SELR =N
86. 1%L . BAMGIRA (66.3%) LV LG FAICAHEICE S, Xpert MTB/RIF (93.0%) & A EZEILRD
DALRWEER & 72 0 TB-LAMP [ IBAMEIMRA L W & <. Xpert MTB/RIF & [RI%E OFAMERE & VY5 . WHO
policy guidance |[ZF0#k S 7= AL HTOREN & RIZEDORE AR ST,

Genoscholar {Z-DUNT i, NTRL #iifiE 4 4 ~OHEH b L—=2 7 %47V , certificate 5 1L 7-,
Genoscholar Phase 1 TIX 7 4 U BV EWN THEE S AT RIR 0 BERE 2 x50 il 2 5206 L 7=, fRIFS T
W Z AR EZE (n=154) K OVRIRAES MR (n=77) ZEIERR L, 855812 X 2 38R MR
S & L C. Genoscholar OFFAMEER 2 Fhi U7-, £ 7Bk B3 TEE L 7= L CIL DNA > —
T AT RS L. F DRGSR & Genoscholar D5 R & Lhik U7z, 55282 X 2 FANES MR & o b
Tl, RIF TORKEE 100 %, HFHEEE 61.43 % . INH TORKE 96. 55 %, HFHAE 91.80% & W\ ) fiE G S
7o F7-. Composite Reference Standard (5582 L A FHAIKZMERER & DNA o — 7 — o A M OFE R %
A DETZE D) OFER L Genoscholar & OFERZ L35 & | RIF CTIIEE 100 %, FFEEE 100 % |
INH CIEHREE 96. 67 %, FFERE 100%E WIHFERTHH-T2, I HT—HIXWHO policy guidance ~®
FLE D 7= DI D P CHHE S N FEHERBR OB R RS THY . 74 U B ERNICBW TS, LAl
MR ORI FHETH D Z LIRS T,

Phase 2

Phase 2 i, TB-LAMP & Genoscholar Z#HA& b7/~ 7o 7 v 3 Y X A (Proposed
Algorithm) ZHEEEL ., kD7) XL (NTP Algorithm) & Hb#k L7=f55. NTP Algorithm O EAMMEE
FAr (PS54 M) 12 THIK L, Xpert MTB/RIF T THylE L 7=k (B 74 #2{K) 2. TB-LAMP1 [l D& AT
TIRIEE TR G 133 MR) 5 2 &N TE e, Fo, YUMAX, RHU THEMBLTRBY, ZNETHE
hﬁﬁ?ﬁ%;@ﬁm L7-#RER D 72\ MR A BT C £ BR D #7372 NTRL-RITM R & 7 & [Gl4EIZ TB-LAMP % FZHa ]

BETHY., TG ELIEFITIERNE VI FHMETH 7272, ARIEIE, PERER &K OMEH HE 2\ Tt
&@EYwﬁUXA®1&X7U~:Vﬁ@§&&Lf#ﬁmﬁmﬁhé:kﬂréhto

TB-LAMP THEH S 7=t 133 i1l L T, Genoscholar & AV \/=iRER A2 Fhi L7=, 133 Bl Hi)s
O, RIF BAMmYE 1 F1, INH BAmE 5 61, mANTTEO 2 A TER % 8 M L7z, Genoscholar T
I% Xpert MTB/RIF “CHRHHINE 72\ INH BAFIMHE 2 M N T 570, %J@Jtt/“ﬁﬁﬁﬂ}m ENDBNRH-T, L
[5] Genoscholar % AV NZ#BR T RIF J OV INH (it 12 569~ 2 B 1342 WHO = R— R A M%EODT
— X LIZEFECLTH Y, AkDOBEARITH D TB-LAMP, Genoscholar %‘:ﬂﬂb\ﬁ =Ny N LY
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Development needs in the Philippines

‘;.

\_

Philippines is one of 30
countries with a high burden
of TB and 27 countries of
MDR-TB

Increased sensitivity of
primary screening & MDR-TB
control based on test results

is required. /

Program details

/

Introduction of Japanese TB
diagnostic technique (TB-LAMP,
Genoscholar) to NTRL-RITM

& conduct a pilot study for TB
diagnostic algorithm evaluation.

Introduction of TB-LAMP into
RHUs around the NTRL-RITM.

Publication of the results &
inclusion of new TB diagnostic
guidelines.

J

Collaboration program with the private sector for disseminating
Japanese technologies for new TB diagnostic algorithm in the Philippines

EIKEN CHEMICAL CO., LTD., NIPRO Corporation

Private sector’s
technology/product

< TB-LAMP (Eiken) >
A simple and rapid TB genetic
test kit in smear microscopic
setting.

< Genoscholar (NIPRO) >
Drug resistance-related genetic
test kit. The target drugs are
rifampicin, isodianide and
pyrazinamide, and NTM can
also be detected.

\

Point of program

To perform more rapid and
accurate TB/MDR-TB testing using
two Japanese technologies, TB-
LAMP & Genoscholar in TB
diagnostic algorithm of the
Philippines.

>

Expected benefit for the Philippines

Higher sensitivity of primary
screening improves the detection
rate of TB patients.

Reducing the cost of the current
TB testing.

Appropriate drug selection based
on test results allows effective
control of MDR-TB.

J
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Promotion of both Japanese
techniques in developing countries.

The package of Japanese
technologies is widely used and
thus contribute to TB/MDR-TB
control in the Philippines.
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1. Executive Summary

1.1. Background of the program

Tuberculosis (TB) is one of the three most common infectious diseases in the world, along with AIDS and
malaria. According to the WHO, the Philippines is included in 30 countries with high burden of TB and in
countries with high prevalence of multidrug-resistant tuberculosis (MDR-TB), and TB is one of the major
challenges that must be overcome in these countries. In order to prevent the spread of TB, it is necessary to
increase the detection rate of TB patients. For this purpose, it is essential to conduct highly sensitive tests at the
primary healthcare facilities, such as Health center and DOTS facilities, in particular. However, the most
commonly used microscopic testing in these centers has a poor sensitivity for detecting TB cells and, therefore,
often misses patients infected with TB. Furthermore, the prevalence of MDR-TB is associated with greater socio-
economic damage, not only because MDR-TB has a higher mortality rate than conventional TB, but also the
duration of treatment is prolonged even if the patients is cured.

Traditionally, drug susceptibility testing, which takes several months, has been used and thus is a barrier to early
treatment of patients. Therefore, it can be said that as one of the measures for preventing the spread of TB, it is
necessary to disseminate rapid and sensitive diagnostic technology of TB/MDR-TB in the Philippines.

1.2. Technology to be disseminated in the program

TB-LAMP of EIKEN Chemical is as simple and maneuverable as microscopic testing, but it is highly sensitive
and can detect more than half of the patients who are missed by microscopic testing. In addition, the overall cost
of TB-LAMP is lower than that of other companies' genetic testing methods and therefore can replace
microscopic testing more inexpensively.

In the meantime, the Genoscholar of NIPRO has a large advantage in term of time taken for the examination as it
can be done in a day. Although there are several products that can be used to diagnose drug-resistant TB, it is
expected that the Genoscholar will be able to select more appropriate therapeutic agents than other manufacturers’
products.

1.3. Objectives/target of the program

This program is expected to contribute to the solution of the above-mentioned problems of TB in the Philippines
by using Japanese technologies, TB-LAMP for the primary screening of TB in RHUs and Genoscholar for the
investigation of MDR-TB in high-level laboratories. For this objectve, NTRL-RITM, the reference laboratory for
TB testing in the country, was set as the counterpart of the program, and through the performance and on-site
operational evaluation of both methods, incorporation into the NTP-issued guideline for TB testing and
dissemination of both products in the country are aimed in the program.

1.4. Overview of this program
This program consists of the following two assessment activities (Phase) and Model project.

Phase 1: Carry out a comparative evaluation with the conventional method with the
counterpart, NTRL-RITM in order to show the performance of TB-LAMP and
Genoscholar.

56



Phase 2: Implement of new TB algorithms using both techniques in NTRL-RITM and its
surrounding primary care facilities to demonstrate superiority over traditional
algorithms and ultimately obtain the certificate of the performance of both
diagnostics by NTRL-RITM.

Model project: Include both methods in NTP-DOH-issued guideline for TB testing and implement the
methods in the TB diagnostic facilites.

1.5. Results of the program
The results/achievements of this program are as follow:

Phase 1

Evaluation studies of TB-LAMP and Genoscholar were conducted in NTRL-RITM between October, 2016 and
December, 2017. The results showed that the sensitivity of TB-LAMP was significantly higher than that of
conventional microscopic testing and comparable to that of Xpert MTB/RIF. On the other hand, with respect to
Genoscholar, although the specificity of RIF was low from the results of comparisons with cultures, the results of
DNA-sequencing analysis indicated that samples with discrepant results were disputed mutation and that there
may be a relatively large number of RIF with disputed mutations in the Philippines.

At the Phase, a kick off ceremony was held at the beginning of the program and a stakeholder forum was held
at the end of the phase. In addition, the content of the program and its results were announced in the Philippine
Society of Microbiology and Infectious Diseases 2017, and activities to improve awareness in Japan were
practiced. And, in thie Phase, the technology transfer of both methods to laboratory technicians was carried out as
the train the field operator, and the certificate was issued, when the skill acquisition was sufficiently confirmed.

Phase 2

Between December 2017 and December 2018, the Philippines's current TB testing algorithm (NTP algorithm)
was compared to our algorithm (Proposed algorithm) that included TB-LAMP and Genoscholar. In Proposed
algorithm, TB-LAMP was carried out in 5 RHU, and the sensitivity was compared with that of the microscopic
testing. As a result, it was shown that the sensitivity of TB-LAMP in RHU was similar to that in Phase 1 and that
TB-LAMP could be operated in RHU, given the result of the interview survey in the operational aspect.

For the samples which turned positive by TB-LAMP, Genoscholar was conducted, and 1 case of RIF single
drug resistance, 5 cases of INH single drug resistance, and 8 cases of MDR-TB which was resistant to both drugs
were detected in 133 tests. It was concluded that the sensitivities for RIF and INH resistance were able to
reproduce the WHO-recommended data and to demonstrate the usefulness of TB diagnostic algorithm using TB-
LAMP, Genoscholar, which is the original objective.

As with Phase 1, a stakeholder forum was held in Manila in December 2018 to announce the results of the new
algorithms to TB healthcare professionals in Japan and overseas and to promote their awareness.

Model project

In the project conducted from December 2018 to October 2019, the NTPs incorporated TB-LAMP in the
National Guidelines for Tuberculosis Testing, given the results of Phase 1 and 2, and also implemented a new
algorithm with TB-LAMP exclusively in a limited number of facilities, in place of the previous NTP algorithm
with microscopic testing. The stakeholder forum was held on October 25, 2019, and the results of the project were
announced to TB healthcare professionals in the country. The results were then announced at the 50" Union
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World Conference on Lung Health in India. TB-LAMP will be completed in FY2019 as a diagnostic tool for TB
in both the Philippine guidelines and the Manual of Procedure, Labolatories Network Strategic Plan.

1.6. Business Expectations at Current Phase

Before this program, the company signed an agreement with German company, Human Gesellschaft fiir
Biochemica und Diagnostica mbH (Human) in 2016 regarding the marketing of LAMP products. Human is
affiliated with Labmate Pharma Inc. (Labmate) as a local distributor in the Philippines and dissemination of TB-
LAMP in this country is undertaken by the company.

1.7. Rationale for determining the prospects for business development

As the result of the program, the inclusion in the TB diagnosis guideline will be completed in fiscal 2019. In
addition, in accordance with the necessary regulations and regulations, the procedures required for the distribution
of products (product registration, import license, etc.) have been completed through the local distributors.

1.8. Residual Issues and Measures and Policies for Business Development

Budgeting by PBSP remains a challenge. In the future, fund acquisition of global funds, etc. is required, and it
supports application to funds and initiatives for budgeting.

1.9. Plans for future business development

The company is working to apply for and acquire global funds and is planning active promotion activities
through local distributors.

1.10. Possibility of Cooperation with ODA Project

Japan has been providing bilateral grant aid for support of the typhoon damage in the central Philippines,
including the outpatient building of the East Bisaya Regional Medical Center and the construction of health
centers. This cooperation is considered to be in conjunction with this assistance. Combined with high-throughput
(active surveillance) technology as a new business, it is connected to diagnosis of TB and MDR-TB.
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BIHE

Republic of the Philippines
Department of Health
OFFICE OF THE SECRETARY

February 13, 2019

DEPARTMENT MEMORANDUM
No. 2019 - 009F

TO: DIRECTORS OF DOH CENTERS FOR HEALTH DEVELOPMENT
OF METRO MANILA, CALABARZON, AND MIMAROPA

SUBJECT: Interim Guidelines on the Use of the Loop-Mediated Amplification
Test for Tuberculosis (TB LAMP) as Rapid Diagnostic Tool in Selected
Sites Under the National TB Control Program

Various molecular sputum-based tests for diagnosis of tuberculosis (TB) have already
been developed and are currently being improved upon to address the need for rapid and
accurate tests to facilitate early detection. One such diagnostic test is the loop-mediated
isothermal amplification test (TB LAMP). The technology is based on single-temperature
amplification of genetic material obtained using a specialized method simpler and faster as
compared to conventional DNA extraction. Presence of TB bacilli in the sputum is shown by
fluorescence which can be assessed visually. TB LAMP however cannot determine resistance
to rifampicin or any other anti-TB drug.

In a two-phased performance evaluation conducted by the National Tuberculosis
Reference Laboratory from 2017 to 2018, TB LAMP has been shown to have sensitivity and
specificity comparable to those of the Xpert MTB/RIF in the detection of bacteriologically
confirmed TB. Other observations included inereased number of specimens processed per
run.

The National TB Control Program, seeing the technology as a means to increase case
detection while complementing its current tools, opted to implement TB LAMP in selected
sites to assess for its possible scale-up and inclusion in the country’s diagnostic algorithm. A
total of six machines will be made available in selected sites under the Centers for Health
Development of Metro Manila, CALABARZON, and MIMAROPA (see Annex A) through a
research collaboration program with the Japan International Cooperation Agency.

In view thereof, all facilities that are to be installed with TB LAMP are directed to adhere
to the guidelines for its use, as detailed below. Refer to Annex B for the algorithm.

1. TB LAMP shall be used as initial diagnostic test for bacteriological confirmation of
presumptive TR in adults with no known risk factors for drug resistance; Xpert
MTB/RIF shall be used for those with known risk factors for drug resistance.

2. TBE LAMP shall be used for sputum specimens only; one sample shall be collected per
patient.

3, TB LAMP-indeterminate samples shall be re-tested using an aliquot of the same sample.

4. TB LAMP-positive patients shall be screened for rifampicin resistance by Xpert
MTB/RIF using an aliquot of the same sample.

Building 1, San Lazaro Compound, Rizal Avenue, Sta. Cruz, 1003 Manila # Trunk Line 6517800 local 1113, 1108, 1135
Direct Line: 711-9502; 711-9503 Fax: 7431829 » URL: httpiwww doh.gov.ph; e-mail: frduque@doh.gov.ph
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5. Interpretation of results for patients tested with Xpert MTB/RIF only shall follow existing
NTP policies.
6. Interpretation of results from TB LAMP and Xpert MTB/RIF (if done) shall be as follows:

Test Results Interpretation and Management
T8 LAMP pasitive Recollect sample; repeat Xpert MTB/RIF
Xpert MTB/RIF MTE detected, RR detected Manage case based on repeal est result
TB LAMP positive Drug susceptible TB case
Xpert MTB/RIF MTE detected, RR not detected Start DSTE regimen
TB LAMP positive Repeat Xpert MTB/RIF, same sample
Xperi MTB/RIF MTB detected, RR indeterminate Manage case based on repeat test result
TB LAMP positive Drug susceptible TB casc
Xpert MTB/RIF MTE nor detecred Start DSTB regimen
TB LAMP negative For further clinical assessment

7. Requests for TR LAMP should be accompanied by a duly accomplished NTP Form 2a.
NTP Laboratory Request Form.

8. Results shall be released within two days at most from receipt of specimen.

9. Standard MOP recording and reporting policies shall apply.

All Center for Health Development TB coordinators in the aforementioned regions are
directed to advise TB LAMP sites to implement the guidelines outlined in this memorandum

immediately. They shall also ensure full execution of these guidelines by providing adequate
resources and monitoring compliance.

For compliance.

By Authority of the Secretary of Health:

A C. CABOTAJE, MD, MPH, CESO 111
Undersecretary of Health
Public Health Services Team
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Annex A

LIST OF TB LAMP SITES

Center for Health Development Facility

1. San Lazaro Hospital, Manila City

Metro Manila 2. Commonwealth Health Center, Quezon City |

3. Las Pifias City Health Office

4. Santa Rosa Laguna City Health Office T
CALABARZON e ————
5. Antipolo City Health Office

MIMAROPA 6. San Jose Rural Health Unit, Romblon

Annex B

USE OF TB LAMP AS INITIAL DIAGNOSTIC TOOL FOR TB

l Presumptive pulmonary TB in adults* ‘

Yes Risk group for drug resistance** }—bl No I

k.

Xpert MTB/RIF I’::illge TB LAMP Indeterminate
! ! } ! } Ny
_ Re- col]lect NMT(I: TB LAMP,
- sample; egative
MTB MTB MTR § Indeterminate |, § “:p)( ort § same
detected, RIF detected, RIF detected, RIF MTB not ferror/no result repeat Ap sample
resistance not reglstancs vealstance MTB/RIF
detected detected indeterminate n
_____ J— 1
¥ i 4 ! For furt
N 1 Treat 1 or further
Treat with : | I - with ! clinical
DSTB Treat with } | Repeat Xpert For further || I initially TB LAMP positive N : 1
regimen DRTB regimen; |y | MTB/RIF, clinical DSTB ! assessment
enroll in PMDT |1 | same sample assessment regimen I
1 1
e e e Y TB AN poiive

* At least one of the following, with or without additional signs and symptoms for TB: 1) with chest X-ray findings suggestive of TB; 2) congh of =2 weeks, or; 3) cough of any duration
with additional signs and symptoms in risk groups

**Includes: 1) anyone ever treated for TB, 2) elose contacts of MDR-RR TE, 3) nonconverter of patients on TB treatment with category L 11 and isoniazid resistant TB (if known}, and;
4) people living with HIV (PLHIV)
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