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Burden of TB in the Philippines

Total TB Incidence: 
554 per 100,000 population

MDR/RR-TB Incidence: 
19 per 100,000 population

HIV-negative TB mortality: 
25 per 100,000 population



Key Challenges in PMDT Implementation 
(1)
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Key Challenges in PMDT Implementation 
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Trend of Treatment Success Rate under PMDT, Philippines, 1999-2018

Source/s: PMDT Implementing Guidelines and Integrated TB Information System (ITIS)

2017: 68% 
9-MTR under program 

conditions

2015: 74% 
9-MTR OR

Low Treatment Success

Mainly due to adverse drug reactions



To ensure 
successful 
treatment 
outcome of 
patients with 
DR-TB….

Key Strategies
• Establishment of 

Health Care Provider 
Network (HCPN) 
offering full TB care 
continuum

• Adoption of patient-
centered care

• Strengthen active Drug 
Safety Monitoring and 
Management (aDSM)

• TB-HIV collaboration

Updated 
PhilSTEP1: 
>85% TSR 
by 2023



Policies and Guidelines on aDSM



aDSM Framework

“Active and systematic clinical and laboratory assessment of patients while on treatment” 

Objectives
• To minimize the risks associated with 

treatment 
• To inform future policy and guideline 

updates on treatment of TB

Key Activities
• Active and systematic clinical and 

laboratory assessment during treatment 
to detect adverse events (AEs)

• Management of AEs in a timely manner

• Systematic collection of  standardized 
data for AEs

Applicability
Patients with TB receiving:
• New anti-TB drugs
• Repurposed drugs
• Novel regimens

Levels of Monitoring

Policy and 
Guidelines on the 
Implementation of 
aDSM of the NTP



Essential Activity 1:
Active and systematic clinical and laboratory assessment 
during treatment to detect drug toxicity and AEs



Essential Activity 2:
Management of AEs in a timely manner



What to Report

Serious AE – Any untoward medical occurrence 
that at any dose: 
• Results in death
• Is life threatening
• Requires inpatient hospitalization or results 

in prolongation of existing hospitalization
• Results in persistent disability/incapacity
• Is a congenital anomaly/birth defect
• AEs that do not immediately result in one of 

these outcomes, but which require an 
intervention to prevent a serious outcome 
are included   

AEs of Special Interest
• Acute kidney injury
• Hepatitis
• Hypokalemia
• Myelosuppression
• Optic Nerve Disorder
• Ototoxicity
• Pancreatitis
• Peripheral Neuropathy
• Prolonged QT interval 

(using Fridericia Formula)
• Psychiatric Disorders and 

CNS toxicity

Policy and 
Guidelines on the 
Implementation 
of aDSM of the 

NTP

Essential Activity 3:
Systematic collection and reporting of standardized data 
for SAE and AESI



Essential Activity 3:
Systematic collection and reporting of standardized data 
for SAE and AESI

How to Report

NTP TB Treatment Card FDA Suspected Adverse Drug Reactions Form

Coming Soon

Pharmacovigilance Monitoring System



When and Where to Report
Policy and 

Guidelines on the 
Implementation 
of aDSM of the 

NTP

Essential Activity 3:
Systematic collection and reporting of standardized data 
for SAE and AESI

Within 2 working days from receipt of information of SAE or AESI

Submit accomplished ADR reports to:
Subject : SAE and AESI Reporting

NOTE:
For updating of cases: Please submit on the same email thread or
indicate Document Tracking Number provided by FDA.

pharmacovigilance@fda.gov.ph
ntp.pharmacovigilance@gmail.com

dohpdpimu@gmail.com

mailto:pharmacovigilance@fda.gov.ph
mailto:ntp.pharmacovigilance@gmail.com
mailto:dohpdpimu@gmail.com


Report Submission per Quarter, 2019-2020
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*Individual Case Report Forms

Key Findings:
• Individual cases 

reported during year 
2019 and 2020 show 
substantial increase 
of reported cases

• Total individual case 
report forms 
submitted
• 2019: 64
• 2020: 507 

Source of Data: NTP Excel File of Reports Received



Regional Coverage of Reported Cases, 2019-2020
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2019 2020 Key Findings:
• Increasing regional 

trend of reported 
cases

• Regional coverage 
increased from 5 
(2019) to 16 (2020) 
regions

• Regions VI, III NCR, 
and IV-A 
constituted 
majority of the 
reported cases

Source of Data: NTP Excel File of Reports Received



Breakdown of Adverse Events, 2020
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Note: May change after initial causality assessment exercise 

Source of Data: NTP Excel File of Reports Received




