
 
 

HTA COUNCIL FINAL RECOMMENDATION ON MODERATE COMPLEXITY NUCLEIC ACID 
AMPLIFICATION TESTS  (NAATS) FOR THE DIAGNOSIS OF  MULTI-DRUG RESISTANT 
TUBERCULOSIS (MDR-TB) WITH ISONIAZID (INH) AND RIFAMPICIN (RIF) RESISTANCE 

TESTING (WITH SECRETARY OF HEALTH DECISION) 
 
Date of submission of the HTAC Recommendation: 01 December 2025 
Date of notification to HTAC on the SOH decision: 29 April 2026 
 
The Secretary of Health (SOH) concurs with the final recommendation of the HTA Council on 
moderate complexity nucleic acid amplification tests  (NAATs) for the diagnosis of  
multi-drug resistant tuberculosis (MDR-TB) with isoniazid (INH) and rifampicin (RIF) 
resistance testing through Department of Health (DOH) Department Circular No. 2026 - 
0181 “Cascading of Recommendation for Government Financing on Moderate Complexity 
Nucleic Acid Amplification Tests  (NAATs) for the Diagnosis of  Multi-drug Resistant Tuberculosis 
(MDR-TB) with Isoniazid (INH) and Rifampicin (RIF) Resistance testing” published on 28 April 
2026.   
 
As a final recommendation, the HTA Council recommends moderate complexity NAATs 
for the diagnosis of MDR-TB with INH and RIF resistance testing, for financing of DOH 
and/or PhilHealth. 
 
The population, intervention, and comparator (PIC) set by the HTA Council for the said 
evaluation are shown in the table below, for your reference: 

Population Individuals with suspected tuberculosis 

Intervention Moderate complexity NAATs for the diagnosis of  MDR-TB with INH and 
RIF resistance testing 

Comparator  Sequential MTB/Rif and INH resistance testing currently being 
implemented by DOH DPCB 

 
Prior to the release of the final recommendation, the preliminary HTA Council recommendation 
was subjected to stakeholder consultation from 30 October to 14 November 2025. One 
comment which aimed to clarify the specific implementation details of the diagnostic test was 
received by the HTA Council. While the feedback did not merit any change in the HTA Council’s 
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recommendation, there were points from the feedback that were considered as additional 
evidence supportive of the HTA Council’s recommendation.  
 
This health technology was reviewed vis-à-vis clinical practice guidelines (CPGs) [local and 
approved by the Department of Health (DOH), such as the DOH Omnibus Health Guidelines 
(OHG); and/or international, but locally adopted guidelines], and existing recommendations by 
the World Health Organization (WHO). Further, costing analysis of this health technology was 
performed.  
 
This HTA Council recommendation is based on the following evidence:  

 
Recommendations from the Department of Health Omnibus Health Guidelines 
Moderate complexity NAAT is a standard of care additional diagnostic test at higher levels of 
care for tuberculosis detection and resistance to RIF and INH, based on the DOH Omnibus 
Health Guidelines for Children (2023), Adolescents (2023), Adults (2023), and Elderly (2023). 
 
WHO Guidelines 

●​ NAATs are included in the WHO Model List of Essential in Vitro Diagnostics (EDL) 
Medical Device List for simultaneous or sequential detection of resistance to RIF and 
INH resistance. 

●​  A WHO Target Product Profile (TPP) for TB diagnosis and detection of drug resistance 
is available which can be used locally as reference for selecting NAATs for procurement.  

 
Difference/ Advantage over the currently implemented diagnostics 
The key features of the moderate complexity NAATs which sets it apart from the current tests 
being implemented is that its turnaround time is relatively faster (2.5-4.9 hours versus existing 
tests  which will take 3 to 9.5 hours). The new tests check for INH and RIF resistance 
simultaneously in one run/sample while the current tests would require two separate machines 
or cartridges that may or may not be available in one facility. The moderate complexity NAATs 
may be used as standalone tests that detect MTB and drug resistance in one run, or as reflex 
resistance tests following MTB detection using the same sample. They also offer higher 
throughput, processing 22–24 samples per run compared to the sequential testing which 
processes only four modules per run. However, these tests will require a specific system to 
implement it. Given these, the DOH foresees moderate complexity NAATs to be used as 
complementary testing platforms to the existing sequential testing machines that are deployed 
in primary care facilities by placing it in regional or subnational reference laboratories where the 
following operational conditions may exist: 

●​ High specimen volumes and integrated high-throughput testing is needed. 
●​ Cases requiring rapid, first-line anti TB drug resistance profiles to guide regimen 

selection, especially when INH resistance is suspected even in RIF-susceptible cases. 
●​ Significant diagnostic delays due to logistical or supply chain constraints associated with 

sequential testing (e.g., Xpert MTB/XDR or LPA) 
●​ A need for multi-disease molecular platforms to improve operational efficiency and 
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https://drive.google.com/drive/folders/1tXpf8qEm-s35CB3UROW0IuEW2sWYgfXN
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https://iris.who.int/bitstream/handle/10665/378358/9789240097698-eng.pdf


 

resource utilization 
 

Costing Analysis 
Based on local cost data for moderate complexity NAAT brands available in the Philippine 
market, the estimated prices per test including the cost of the test kit (with mTB and resistance 
detection), consumables, machine use, maintenance, and human resources) are comparable to 
or higher than the WHO TPP price range of Php 573.27 to 859.91 per test. 
 
The supporting evidence and discussion that informed the recommendation of the HTA Council 
can be found in Annex A.  
 
On behalf of the HTA Council: 
 
 
 
JACINTO BLAS V. MANTARING III, MD, MSc 
Chairperson, HTA Council 
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Annex A. Summary of Evidence  
 

Health 
Technology 

Moderate complexity nucleic acid amplification tests  (NAATs) for the 
diagnosis multi-drug resistant tuberculosis (MDR-TB) with simultaneous 
INH and RIF resistance testing 

FDA regulatory 
requirement 

Non-registrable 

CPG 
Recommendation 

Recommended in the following as additional test at higher level of care: 
●​ DOH Omnibus Health Guidelines 2023 

○​ DOH Omnibus Health Guidelines for Children 2023 (p. 209) 
○​ DOH Omnibus Health Guidelines for Adolescents 2023 (p. 

210-211) 
○​ DOH Omnibus Health Guidelines for Adults 2023 (p. 99, p. 207) 
○​ DOH Omnibus Health Guidelines for Elderly 2023 (p. 233) 

WHO 
Recommendation  

Included in the 4th World Health Organization (WHO) Model List of 
Essential In Vitro Diagnostics (p. 203) to diagnose active TB and 
simultaneously or sequentially detect RIF and INH resistance   
 
A WHO TPP for Next-Generation Drug Susceptibility Tests (DST) for M. 
tuberculosis at the Peripheral Level is available.  

Key Features ●​ Laboratory-based 
●​ Requires specific system 
●​ Simultaneous testing for RIF (rpoB gene) and INH (katG and inhA 

genes) resistance testing in one run/sample (versus existing tests 
which will require at least two runs/samples) 

●​ Can be used as standalone tests that detect MTB and drug 
resistance in one run, or as reflex resistance tests following MTB 
detection using the same sample (versus existing tests requiring 
separate machines or cartridges for MTB testing and resistance 
testing) 

●​ Relatively shorter turnaround time of at least 3.5 to 4.9 hours per 
run for the first results versus existing HT which can take 3-9.5 
hours. 

●​ Relatively higher throughput, processing 22–24 samples per run 
compared to the existing HT which processes only four modules 
per run.  

●​ Some brand/s support multi-disease/integrated testing, allowing 
the detection of various infectious diseases, including HPV, HIV, 
and TB 

●​ Considered by DOH as complementary platforms to the existing 
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sequential testing systems and can be used under the following 
scenarios: 

○​ High specimen volumes regional or subnational reference 
laboratories and multiple molecular tests, where integrated, 
high-throughput testing is needed. 

○​ Cases requiring rapid, first-line anti TB drug resistance 
profiles to guide regimen selection, especially when INH 
resistance is suspected even in RIF-susceptible cases 

○​ sequential testing (e.g., Xpert MTB/XDR or LPA) leads to 
significant diagnostic delays due to logistical or supply chain 
constraints 

○​ Facilities adopting multi-disease molecular platforms under 
reagent–machine tie-up arrangements to improve operational 
efficiency and resource utilization 

Costing Feature ●​ Estimated costs based on brands available in the Philippine 
market are comparable or higher than the WHO target product 
profile (TPP) price range of Php 573.27 to 859.91 per test.  

Note: June 20, 2025 USD conversion: 1 USD= ₱ 57.3270 
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