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Rate

Estimates of TB burden®, 2018 Number (thousands) (per 100 000 population)
Mortality (excludes HIV+TB) 26 (22-30) 24 (20-28)
Mortality (HIV+TB only) 06 (0-4.1) 057 (0-3.8)
Incidence (includes HIV+TB) 591 (332-824) 554 (311-866)
Incidence (HIV+TB only) 96 (3.9-18) 9 (3.7-17)
Incidence (MDR/RR-TB)>® 18 (7.7-32) 17 (7.3-30)
Estimated TB incidence by age and sex (thousands)®, 2018
0-14 years > 14 years Total
Females ¥ (9.5-63) 146 (38-254) 182 (62-303)
Males 3 (10-68) 370 (97-643) 409 (138-679)
Total 75 (33-118) 516 (223-809) 501 (332-924)
TB case notifications, 2018
Total cases notified 382543
Total new and relapse 371668
- % tested with rapid diagnostics at time of diagnosis 36%
- % with known HIV status 27%
- % pulmonary 98%
- % bacteriologically confirmed®® 36%
Universal health coverage and social protection
TB treatment coverage (notified/estimated incidence), 2018 63% (40-110)
TB patients facing catastrophic total costs, 2017 35% (33-37)
TB case fatality ratio (estimated mortality/estimated incidence), 2018 0.05 (0.03-0.07)
Previously treated  Total
Drug-resistant TB care, 2018 New cases cases number*
% of bacteriologically confirmed TB cases <1% 24%
tested for rifampicin resistance®
Estimated % of TB cases with MDR/RR-TB 1.7% (1.1-2.5) 16% (13~20)
Estimated MDR/RR-TB cases among notified 5300
bacteriologically confirmed cases®® (4 200-6 400)
Laboratory-confirmed cases MDR/RR-TB: 7 276, XDR-TB: 52

Patients started on treatment** MDR/RR-TB: 6 125, XDR-TB: 52
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— TB Burden in the Philippines (1,
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2 Prevalence is for bacteriologically confirmed smear-positive TB cases,
=15 years. Notifications are for all pulmonary smear-positive TB in
2016, =15 years.
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Age group (years)

HIGH PREVALENCE-TO-NOTIFICATION RATIO

HIGH NUMBER OF MISSED CASES

IMPROVEMENT IN CASEFINDING NEEDED

SOURCE: National TB Prevalence Survey 2016, Philippines
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erview ar e |10 | aboratory Network

257218 icosopy Laborsries (i) —— R
\ > e 12 Regions with TML using LED-FM
\ . . . .
v S _g 403 Rapid TB Diagnostic Laboratories (RTDLs)
8 ? B e 107 sites to be added this year

o 34 \ .@. 29 TB Culture Laboratories -

¢ 6 labs with Non functional MGIT (liquid culture)

{
La B 9 Drug Susceptibility Testing Laboratories —_—
> “\ / “A 2 Line Probe Assay Sites S




QOverview of the TB Laboratory Network

Xpert coverage and usage statistics, 2018

Total no. of Xpert machines in the country 323
Xpert machines linked with diagnostic connectivity network 41

Total no. of Xpert tests done in 2018 480,666
Proportion of Xpert tests with Invalid/ Error/ No results 3.5% (17,094)
Use ULTRA cartridges (Yes/No, %) No, 0%

No. Xpert machines linked N/A




Local Evaluetinn ty (s _EtFe aihc itory Network

EVALUATION PROCESS AS DONE FOR TB LAMP

Nl

Policy Formulation Based Pilot Implementation

Two-Phased Evaluation:

1. Central Level Evaluation
2. Peripheral Level Evaluation

from Evaluation Studies and Operational
Done Assessment




— Local Evaluation for TB LAMP  €)

TIMELINE OF ACTIVITIES INVOLVING THE TB-LAMP EVALUATION

PHASE | EXTENSION/PHASE Il
INDIVIDUAL EVALUATION TB LAMP
OF TB LAMP AND DEPLOQYMENT AT
GENQOSCHOLAR LPA AT SELECT SITES AND
CENTRAL LEVEL OPERATIONAL
ASSESSMENT
™
2017 2019
e J = N

2016

COLLABORATION SIMULTANEOQUS
AGREEMENT EVALUATION OF TB LAMP
SIGNING AND AND GENOSCHOLAR LPA

LAUNCH UNDER A HYPOTHETICAL

DIAGNQOSTIC ALGORITHM




— Local Evaluation for TB LAMP  €)

PHASE 1 PHASE 2

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

- Diagnostic performance evaluation » Diagnostic performance evaluation
and end-user appraisal and end-user appraisal

- Total participants = 279 » Total participants = 507




— Local Evaluation for TB LAMP  €)

PHASE 1
« TB-LAMP performed at central level
86.1 95.7

laboratory
(78.7-93.4, 95% Cl) (92.9-98.6, 95%Cl)

« Diagnostic performance evaluation
and end-user appraisal

SENSITIVITY
SPECIFICITY

 Total participants = 279
 More sensitive than smear microscopy
(66.3, p=0.001)

« Similar sensitivity to Xpert (93.0,
p=0.109)

« 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
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— Local Evaluation for TB LAMP  €)

PHASE 2
> « TB-LAMP performed at peripheral
73.5 97.1

level laboratories (n=5)
(66.1-80.0, 95% Cl) (94.7-98.6, 95%Cl)

« Diagnostic performance evaluation
and end-user appraisal

SENSITIVITY
SPECIFICIT

 Total participants = 507

 More sensitive than smear microscopy
(66.1, p=0.0013)

« Similar sensitivity to Xpert (68.9,
p=0.4545)

« Similar specificity to both smear
microscopy and Xpert (97.47 and 94.8)

 Received positive feedback from end-
users (n=10), citing ease of use and
shorter time to obtain results
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— 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
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||¢ tivearaiion lnto e 3 Sontrol Program

Philippines

TB LABORATORY NETWORK
STRATEGIC PLAN 2018-2022
A Sub-Plan of PhilSTEP-1

Strategy 1.1: Increase availability and accessibility of WRD, LPA, and culture/DST services

Performance targets and outputs:
111 100% of presumptive TB cases are tested using WRD
1.1.2 100% of RR-TB cases are tested using second line LPA and phenotypic DST




o Integration into the TB Control Program

TB-LAMP proposed to be
Included in the revised TB
diagnostic algorithm as an
National Tuberculosis Control Program: alternative primary diagnhostic
Manual of ProfQl"% test in settings where access
to Xpert is limited*

6" edition

Pre-final Text

[September 27, 2019)

*Subject to change depending on the policies to
be adopted by the Philippine NTP

L

SOURCE: National Tuberculosis Control Program — Manual of Procedures 6" Edition,
Pre-Final Text (September 27, 2019)
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o Integration into the TB Control Program

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

START HERE
IF XPERT MTB/RIF IS NOT
, ACCESSSIBLE, USE EITHER
LOOK FOR THE FOLLOWING ey | coLLect REQUEST
[‘_"f_}(e'j' SIGNS AND SYMPTOMS If one or more SPOT SOR
= LASTING FOR > 2 WEEKS YES SPUTUM SMEAR
XPERT MICROSCOPY
SAMPLE MTB/RIF
. COUGH
TB
" UNEXPLAINED FEVER LAMP
Z UNEXPLAINED WEIGHT LOSS
FINDINGS
' DRENCHING NIGHT SWEAT SUGGESTIVE
If none OF PTB Pt STt STTTTTTTTTT
NO ' If CXR is not accessible, in the !
P TS T TT T T T m T i i presence of cough of any |
1 I I
! E:SK:ACT(;:S d : v i duration with or without other
| 0 Dgeb>t yearso | I TB'S/S in high risk group, collect !
: iabetes ! — | |
' @ Smokers/Alcoholics ' S: VERIFY RISK * YES REQUEST FOR | ! sputum sample on the spot and :
'Q 4ps beneficiary i g: FACTORS CHEST X-RAY | | request for Xpert or DSSM/TB !
1 1 . . . 1
' O Contacts of TB : : LAMP if Xpert is not available. :
i @ Previously treated for TB | v * E |
1 ! . 1
' O With other immuno-suppressive ! | Take consent before taking CXR |
i medical conditions i NO * CONSULTATION FOR NO | in pregnant women. :
____________________________________ OTHER DISEASES ‘ Tt TTTTTTTTTTTTTTmTTmTTmTT
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o Integration into the TB Control Program

SYSTEMATIC SCREENING FOR ACTIVE PULMONARY TB FOR PLHIV

AT TIME OF DIAGNOSIS OF HIV AND
ANNUALLY

SCREEN FOR TB SCREEN FOR TB
E:] SIGNS AND + REQUEST FOR E_:] SIGNS AND
= SYMPTOMS CHEST X-RAY = SYMPTOMS
YES IF >1 CRITERIA FINDINGS
PRESENT SUGGESTIVE OF COLLECT
SPUTUM
SAMPLE

EVERY VISIT
(IF NOT ON TB TREATMENT)

IF XPERT MTB/RIF IS NOT
ACCESSSIBLE, USE EITHER

REQUEST é
FOR | (220
XPERT

IF XPERT MTB/RIF IS NOT
ACCESSSIBLE, USE EITHER

SMEAR

COLLECT REQUEST 7 SMEAR MICROSCOPY
SPUTUM FOR , MICROSCOPY
SAMPLE XPERT

MTB/RIF 1B
LAMP

MTB/RIF -
TB

|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
PTB i
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
1




SUBJECT: Interim Guidelines on the Use of the Loop-Mediated Amplification
Test for Tuberculosis (TB ILAMP) as Rapid Diagnostic Tool in Selected

Sites Under the National TB Control Program




o Integration into the TB Control Program

USE OF TB LAMP AS INITIAL DIAGNOSTIC TOOL FOR TB

Presumptive pulmonary TB in adults*

l

Yes |: Risk group for drug resistance™** —| No

L 4 L J

Xpert MTB/RIF . PM"Tt? TB LAMP Indeterminate
ositive
v
1 Repeat
P l l v v § Re-colllect l\“MTI? TB LAMP,
sample; egative
MTB MTB MTB Indeterminate > repeat I;( ’ ert & same
detected, RIF detected, RIF detected, RIF MTB not lerror/mo result P P sample
resistance not resistance resistance detected J MTB/RIF
detected detected indeterminate 4 y
-
- ” = l A 4 1 Treat |1 For further
reat wi . | S i ith | | clinical
DSTB Treat with : Repeat Xpert For further | Ifinitially TB LAMP 2225, D“.;ITB |
regimen DRTB regimen; |} MTB/RIF, clinical . : assessment
enroll in PMDT |1 | same sample assessment Tegimen 1
1 1
e e e Miniially TB LAMP positve !

* 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) cough 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) close contacts of MDR-RR TB, 3) nonconverter of patients on TB treatment with category I, IT and isoniazid resistant TB (if known), and;
4) people living with HIV (PLHIV)
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Pilot Im[ lem encation Assese "°| Program

ABOUT THE PILOT IMPLEMENTATION

 TB-LAMP deployed as primary diagnostic
tool in selected health facilities for
presumptive TB patients with low risk for
drug resistant TB

-,r‘ff
< MQWA . .
‘(’; « TB-LAMP positives tested with Xpert to
e screen for RIF resistance
%%P'_Qilippin'és Sites:
q'p = Tacighan 1. San Lazaro Hospital
o Hllaoc TS 2. Commonwealth Health Center
g Negros | °oh? 3. Las Pifias City Health Office
- G 4. Santa Rosa City Health Office |
S 2 5. Antipolo City Health Office
Zambganga S 6. San Jose Rural Health Unit, Romblon

General Santos

« Conducted from April to September 2019
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Pilot Implementation Assessment 9
FINDINGS

B Number of patients tested with TB-LAMP @ TB-LAMP Positivity Rate
— Average Positivity Rate for TB-LAMP in Pilot Implementation

1000 — Country Average Positivity Rate for Smear Microscopy
%
900 93.43
AVERAGE
200 ° CONCORDANCE
wiTH XPERT
s
700
3
o ]
= 600 =
<
= o
= E
a >0 POSITIVITY >
o RATE VS =
E 10 SMEAR o)
& MICROSCOPY g
s
S 300
=
200
5.00%
100
0 0.00%
San Lazaro Hospital Commonwealth Las Pifias City Santa Rosa City Antipolo City San Jose RHU,
Health Center Health Office Health Office Health Office Romblon

PILOT IMPLEMENTATION SITES
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— Pilot Implementation Assessment e

EXPERIENCES OF PILOT SITES

« Smearing, staining, and microscopy entail a lot of time and effort.
While, in using TB LAMP, the procedure is simple and user-friendly.

 TB LAMP alleviates heavy workload from Xpert MTB/RIif assay.

« The number of tests done using TB LAMP is greater than Xpert in
the same span of time.

« Specimen collection for TB LAMP eliminates the burden for
collecting 2 specimens.

« Turnaround time and releasing of result can be released on the
same day the specimen is processed.
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— Pilot Implementation Assessment e

CHALLENGES ENCOUNTERED

« Unable to maximize the use of detection reagents when few
specimens are processed.

« Challenging to perform in the beginning due to the number of
steps




Pilot Im Pfo Usage Beyond the Program Evaluation
IMPROVING CASEFINDING IN URBAN HOSPITALS
A

\ | '..f - Part of the TB Innovations and
M Vel . il & ; Health Systems Strengthening
Project of the FHI360

- Now
i Mary JoAILABLE

» Selected large private and public
hospitals (n=3) in urban areas
were installed with equipment
and their staff capacitated for
conduct of TB-LAMP in
settings where workload for
Xpert is high

&8 ° Started last August 2019 up to
¥ June 2020




0 Usage Beyond the Program Evaluation

MASS SCREENING IN PRISONS

« Part of the ACCESS TB
(Advancing Client-centered
Care and Expanding
Sustainable Services for
TB) Project under the Global
Fund grant in the Philippines

 TB-LAMP to be deployed in
selected prisons for use in
mass screening among
detainees

PHOTO COURTESY OF ICRC

 To be conducted in 2020
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Cost Effe( o Usage Beyond the Program Evaluation

smear-yXpert or LAMP |

TB Positive

TB Negative

77.3387%

TB Positive

B Negative

TB Positive

TE Negative

{LAMponw

91.3483%

8.6517%

93.8318%

91.861%

TB Positive

TB Negative

T8 Positive

T8 Negative

T8 Positive

TB Negative

TB Positive

TB Negative




=
SUMMARY

 Philippines is a high TB burden country and based on
estimates, we are not finding enough bacteriologically
confirmed cases to curb the TB epidemic

* We need more testing and TB-LAMP is a viable option
to the country based from evidence gathered through our
research and pilot implementation

* TB-LAMP has been proposed in national policies to be
used by the program but is currently being further
evaluated by the Department of Health — Health
Technology Assessment Unit prior to adoption for routine
use
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