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Development of a Technical Guideline on Active
Tuberculosis Drug-Safety Monitoring and
Management in Tuberculosis Treatment
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g’@ World Health
N

K% LA}’Organlzatlon



Before we begin

Please note that this event adheres to the Code
of Conduct to prevent harassment, including
sexual harassment, at WHO events.

ZERO TOLERANCE TO SEXUAL MISCONDUCT




Context

Current Situation

* TBtreatment for both DS-TB and DR-TB involves medicines that may cause adverse events requiring appropriate clinical and laboratory
monitoring.

* Active Drug Safety Monitoring and Management (aDSM/MESO Aktif) is a key component of TB treatment to ensure early detection,
assessment, management, documentation, and reporting of adverse events.

* Existing aDSM guidance mainly focuses on DR-TB (2022).

* TB treatment regimens and pharmacovigilance requirements continue to evolve.

* Variations remain in adverse event monitoring, management, and reporting practices.

Need

* A comprehensive national aDSM guideline covering both DS-TB and DR-TB.

* Standardized approaches for monitoring, management, causality assessment, and reporting.

* Practical implementation tools for healthcare workers.

Expected Result

* Updated national aDSM guideline.

* Healthcare worker job aid.

* Improved consistency and safety of TB treatment services.
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Objectives
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Develop comprehensive national guidance for the implementation of aDSM across both DS-TB and DR-TB
treatment.

Define standardized approaches for clinical and laboratory monitoring, detection and classification of adverse
events, clinical management, causality assessment, recording and reporting, and monitoring and evaluation.

Clarify the roles, responsibilities, coordination mechanisms, and information flow among the National TB
Program, Badan POM, the National Pharmacovigilance Committee, health offices, health facilities, and other
relevant stakeholders.

Ensure that the guideline is applicable across different levels of health services and supports patient-
centered, safe, and effective TB treatment.

Develop concise, user-friendly, and practice-oriented job aid for healthcare workers summarizing key
procedures for adverse event screening, monitoring, management, and reporting.

Reach technical consensus among relevant stakeholders and prepare the technical guideline and job aid for
Ministry of Health endorsement and dissemination.
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How the work will be delivered

A seven-stage development pathway from evidence review to implementation orientation.

01

02

03

04

05

06

07

Prepare

Draft

Consult

Test

Build consensus

Complete

Orient

Inception, desk review, annotated outlines

Technical guideline and HCW job aid

Multi-stakeholder technical review

Implementer review and practical scenarios

Validate and finalize technical content

Editing, references, formatting and QA

National dissemination and implementation orientation
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What must be delivered

Seven outputs that trace the full product-development cycle.

Inception package

01

Report, detailed workplan and annotated outlines
03 Draft HCW job aid

Concise, practice-oriented implementation tool
05 Final technical guideline

Revised and consensus-based product

Close-out package

Dissemination meeting report and final project report

02

04

06

Draft technical guideline

aDSM in TB treatment in Indonesia

Field review report

Consultation findings and user feedback

Final HCW job aid

Field-informed and ready for use
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Team Composition

“2%  Project Manager/ Team Lead
ﬁ.ﬁ Tuberculosis Clinical Expert TB prevention, diagnosis, treatment and care on DS-DR TB

E

Pharmacovigilance/Medicine Safety Expert Medicine safety and pharmacovigilance

Development, review, adaptation or implementation of technical guidelines, standards,

Public Health/Program Implementation and Monitoring orotocols, SOPs, job aids

be

EXpert Stakeholder consultation, consensus building, technical writing

. Administrative support
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Level of effort and sequencing

The assignment comprises 80 working days across ten linked work packages.

1 Inception, workplan and annotated outlines 5
2 Desk review 10
3 Technical drafting, Draft 1 20 80
4 Technical consultations 10
WORKING DAYS
5 Field and implementer review 10
6 Consolidation and Draft 2 8
7 National consensus and validation 3
8 Final revision 8
9 Editing, formatting and quality assurance 5 Largest work package
10  Dissemination and orientation 1 Technical drafting ¢ 20 days
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Thank you

For more information, please contact:

Name : Maria Regina Loprang
Title : National Professional Officer
Email : Christianm@who.int
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Don’t forget to submit
the proposal before 13
October 2026 !!!




