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Situation of Drug-resistant
TB In Viet Nam

DRS 3 (0®7) DRS 4 (1-12)
MDR rate among new TB patients 2.7 % (2.68.6%) 4.0 %
(2.5-5.4%)
MDR rate among retreated patients 19% (1425%) 23.3%
(16.7-29.9)

The number of MDRI'B patients among the | 2000 (150e2700) | 3000
number of new TB patients every year

The number of MDR B patients among the | 1700 (120€2200) | 2100
number of retreated patients every year

Total number of MDRIB patients among total| 3700 5100
number of TB patients every year

XDRTB/MDRTB 5.6%

FQ res/MDRTB 16.7%




MDR-TB RESPONSE (PMDT —
program)

A Progress:
A2007: GLCOs approval
A 2009: pilot in Ho Chi Minh city
A Until Dec/2016: Total about 8.500 patients were enrolled,
A Treatment success rate: more than 70%
A 101 pts enrolled in shorter regimen (cohort study)

A 99 pts enrolled in Bedaquiline individualized regimen (cohort
study)

A Current status:
A PMDT coverage: 63/63 provinces
A PMDT guidelines: updated with recent recommendations
A Training materials available for different target groups.
A Xpert MTB/RIF coverage: 100% provinces
A SLDs LPA: 2 labsA will cover all R+ cases detected in 2017



+Brief introduction about STR and BDQ
cohort study

¢ Aim: To assess the new drug containing regimen and
new regimen for

¢ Efficacy (conversion rate, cured rate)
¢ Safety (AEs, lost to follow up, regimen changes)

¢ Sites: 3 cities Ha N i, TP.HCM, Cfn Thh
¢ Number of patients recruited: 100/each study

¢ Inclusion criteria:

BDQ regimen Shorter regimen

- Resistance to second line drugs: Resistance to R, not to second
injectable or/and FQs line drugs
- Intolerance to existing regimen



Strengthening the national PV system to support |l

PHPs

<SYSTEI\/> < effective linkages > GP 0 s @E

National
level

!

Regional
level

GOAL

Develop a national PV system that
effectively links with and supports
PHPOs

practice en

!

Healthcare
facilities

!

Patients

0.

62‘

%
Mty oF W

2\ World Health

/
V . .
&Y Organization

The Global Fund

To Fight AIDS, Tuberculosls and Malaria

National
level

!

“Regional jr '

level

!

Province &
district level

!

Patients

(n




4+ PHARMACOVIGILANCE PRACTICE IN VIETNAM
PV system data collection

A9,912 ADR reports (2003 i 2016) ~108.1
Spontaneous reports per million population

reporting AAbout 10% related to TB drugs

A Related to ARV, anti-TB (only MDR and
Cohort event XDR-TB) drugs and anti-malarial drugs

monitoring A At some sentinel sites in PHPs
A Mainly under GF Project

Targeted A Up to now, just in HIV/AIIDS programe
spontaneous (TDF-associated nephrotoxicity, EFV-
reporting associated neurotoxic




COLLECTING SAFETY DATA RELATED TO 7B DRUGS Il

Since 1994

-
Both TB & MDR-TB

Since 2014

MDR-TB at 9 sentinel sites
20141 2016; Completed

XDR-TB at 3 sentinel sites
from 2015 to now; On going



CEM in pre-XDR/XDR-TB -

Objectives:

o Describe the characteristics of adverse events of BDQ-
containing regimens: severity, type, especially
cardiotoxicity.

o Analysis of factors affecting the appearance of the AEs of
BDQ-containing regimens.

o To provide information about drug safety of new TB drug
to support to WHO, NTP and healthcare professionals for
decision making.



Baseline info.
Enrolment @
f

Hospitalization AE occurs/ regimen changes

phase

Routine laboralory tests & ECG

. Monthly visit

situation

Community
(DTU) phase

AE occurs/
regimen changes

Data collection

Form1l Treatment
initiation form

Form 2 Follow up form (AEs,
treatment changed)
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Causality assessment e

Reporting form 2

!

Beport with adverse events

1} !

OLD adverse event NEW adverse events

The same or lesser First worse in severity Grade 1/2 | Grade 3/4
in severity {from grade 1/2 to iL
iL grade 3/4) ll

- Assessed by 2 pharmacists in C,UHECﬁng, further
The same causality assessment panel information on

assessment adverse events
from sites

Adverse event causality assessment " | ‘
(based on WHO Causality Categories) Assessed by 1 pharmacist

Table 2. WHO-UMC Cansality Categories and 1 physician in
assessment panel

Causality term Assessment criteria*

* Event or laboratory test abnormality, with plausible time
Certain : ‘

relationship to drug intake
* Cannot be explained by disease or other drugs
* Response to withdrawal plausible (pharmacologically, Feedback for
pathologically) . .
Event definitive pharmacologically or phenomenologically (i.c. an sentinel sites

objective and specific medical disorder or a recognised

pharmacological phenomenon)

Rechallenge satisfactory, if necessary

Event or laboratory test abnormality, with reasonable time

Probable/ relationship to drug intake

e Unlkly o b abuted 10 discas o other drugs Cardiovascular events detected via ECG by cardiologists

Response to withdrawal clinically reasonable

Rechallenge not required

< * Event or laboratory test abnormality, with reasonable time
Possible Sl e
relationship to drug intake
* Could also be explained by disease or other drugs
* Information on drug withdrawal may be lacking or unclear
B * Event or laboratory test abnormality, with a time to drug intake
Unlikely BEEE g i B
that makes a relationship improbable (but not impossible)
* Disease or other drugs provide plausible explanations
* Event or laboratory test abnormality
Conditional/ Mozs data & 7 t nsedéd
= * More data for proper assessment needed, or
Unclassified =t prop men
* Additional data under examination
* Report suggesting an adverse reaction
Unaseeseable/ Cannot be judged because information is insufficient or
= 32 L 10 € judged because (8} anon 1s S €] 01
Unclassifiable Judg
contradictory

Data cannot be supplemented or verified

*All points should be reasonably complied with Viic bogon shog | speddihE | museke | Wibkdin] e ] wV | Ohajc)id mheav 15405




THANK-YOL /ERY MUCH

For your attention !



