Republic of the Philippines

DEPARTMENT OF SCIENCE AND TECHNOLOGY
OneDOST4U: Solutions and Opportunities for All BAGONG PLIMAS

HTA COUNCIL FINAL RECOMMENDATION ON LEVOTHYROXINE SODIUM 12.5 mcg AND
25 mcg TABLETS FOR THE MANAGEMENT OF HYPOTHYROIDISM OF ANY ETIOLOGY
(WITH SECRETARY OF HEALTH DECISION)

Date of submission of the HTAC Recommendation: 20 July 2026
Date of notification to HTAC on the SOH decision: 26 August 2026

The Secretary of Health (SOH) concurs with the final recommendation of the HTA Council on
levothyroxine sodium 12.5 micrograms (mcg) and 25 mcg tablets for the management of
hypothyroidism of any etiology through Department of Health (DOH) Department Circular No.
2026-0461 “Inclusion of Additional Dosage Strengths of Levothyroxine in the Philippine National
Drug Formulary (PNDF)” dated 27 July 2026.

As a final recommendation, the HTA Council recommends the government financing of
levothyroxine sodium 12.5 mcg and 25 mcg tablets. However, due to the substantial budget
impact of financing these drugs, the DOH should strongly consider conducting price negotiations
to ensure affordability and sustainable access to these treatments.

Prior to the release of the final recommendation, the preliminary HTA Council recommendation
was subjected to stakeholder consultation from 16 to 30 June 2026, during which the HTA
Council did not receive any appeals or comments.

The recommended two additional dosage strengths (12.5 mcg tablet and 25 mcg tablet) for this
drug in the Philippine National Formulary (PNF) is consistent with DOH Department Circular No.
2022-0584 or the Amendment to the Department Circular 2022-0254 dated 05 April 2022 titled
“Updates on the HTAC processing of Minor Inclusion.”

Listed below is the comparison of the current and the proposed listing:

Current PNF Listing Proposed PNF Listing following the Minor
(Details in Evidence Reviewed, Inclusion

Annex A)

e Levothyroxine: e Levothyroxine:
o 50 mcg tablet (as 12.5 mcg tablet
anhydrous sodium) (Rx) 25 mcg tablet
o 100 mcg tablet (as 50 mcg tablet (as anhydrous sodium) (Rx)
anhydrous sodium) (Rx) 100 mcg tablet (as anhydrous sodium) (Rx)
o 150 mcg tablet (as 150 mcg tablet (as anhydrous sodium) (Rx)
anhydrous sodium) (Rx)

O O O O O

This recommendation is based on the following:

More precise dosing option
e The proposed health technology (i.e., 12.5 mcg tablet and 25 mcg tablet
preparation) provides more accurate and flexible dosing, particularly in
populations requiring fine dose adjustments, such as infants and children,
without affecting the drug's pharmacokinetics or efficacy. Currently, clinicians
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are forced to split or quarter higher-dose tablets, which may lead to
inaccurate dosing, poor compliance, and reduced treatment efficacy. Its
availability will allow for safer titration, improved adherence, and enhanced
treatment precision, thereby minimizing the risk of both under- and
overtreatment associated with thyroid hormone replacement therapy.

Bioavailability
e Both the applied drug and the PNF-listed drug have the same formulation,
route of administration, and primary packaging; they only differ in the content
of the active ingredient.

Clinical outcomes

e The Philippine Food and Drug Administration (FDA) issued a Certificate of
Product Registration (CPR) for levothyroxine sodium 12.5 mcg (valid until 21
January 2030) and 25 mcg (valid until 18 December 2029). The issuance of
the CPRs (Annex B.1 and B.2) established the efficacy and safety of the drug.

e The proposed inclusion of two additional dosage strengths will not result in
any significant difference in meaningful clinical outcomes when compared to
the current PNF-listing.

Economic impact (details in Annex C)

e Since the two additional dosage strengths are intended to provide more
precise dosing, especially among pediatric patients, the cost minimization
analysis for this review only focuses on hypothyroidism (i.e., congenital
hypothyroidism among infants and acquired hypothyroidism among children).
No costing analysis was conducted for TSH suppression as it is for adults
only, based on the PNF listing.

e Both 12.5 and 25 mcg have a higher total cost per patient than the current
PNF-listed product. For congenital hypothyroidism, levothyroxine sodium 12.5
mcg costs Php 10,178.40 to Php 22,864.80, levothyroxine 25 mcg costs Php
5,032.80 to Php 15,045.60, while levothyroxine sodium 50 mcg (PNF-listed)
costs Php 2,562.08 to Php 7,318.18 per patient per year. For acquired
hypothyroidism, levothyroxine 12.5 mcg costs Php 5,020.80 to Php
11,433.60 per patient per year, levothyroxine sodium 25 mcg costs Php
2,628.00 to Php 6,705.60, while levothyroxine sodium 50 mcg (PNF-listed)
costs Php 872.35 to Php 3,455.94 per patient per year. While the proposed
health technology will incur higher costs than the current PNF-listed, the
proposed dosage strengths will be beneficial for patients who will require
small dosages (i.e., infants and children).

For the supporting evidence reviewed and discussed by the HTA Council, please refer to the
Annexes.

Should you have any questions or concerns regarding the HTAC recommendation, please
contact us at hta@dost.gov.ph.

On behalf of the HTA Council:

JACINTO BLAS V. MANTARING lll, MD, MSc
Chairperson, HTA Council
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Annex A. Evidence Reviewed

General Information on the Proponent and Proposed Inclusion

GENERIC NAME

Levothyroxine sodium tablet

BRAND NAME (if any)

Current Route of Administration

PNF-LISTED HEALTH TECHNOLOGY NOMINATED HEALTH TECHNOLOGY

Thydine

Proposed Route of Administration

Oral

Oral

Current Dosage Strength

New Dosage Strength

e 50 mcg tablet
e 100 mcg tablet
e 150 mcg tablet

e 12.5 mcg
e 25mcg

Current Immediate Packaging

Proposed Immediate Packaging

Blister pack x 10’s (Box of 100’s)

Blister pack x 10’s (Box of 100’s)

Any other change that will not result in significant difference in terms of
bioavailability and meaningful clinical outcomes with PNF-listed drug

(specify)
N/A N/A
MANUFACTURER Sydenham Laboratories, Inc.
IMPORTER/TRADER MedChoice Endocrine Group, Inc.

Application for Minor Inclusion

4 Inclusion of new dosage strength of medicine listed in PNF

N/A Inclusion of new net content of medicine listed in PNF

N/A Inclusion of new immediate packaging

N/A Inclusion of any other change that will not result in a significant
difference in terms of bioavailability and meaningful clinical
outcomes with the PNF-listed drugs (please specify)
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ll. Summary

The new dosage Yes No Remarks/Evidence
strengths:

1. Have good quality 4 The two additional dosage strengths have Certificates of
Product Registration issued by the Philippine FDA, assuring
the public of their quality.

2. Has proven safety v 1. The valid CPR of the two additional dosage strengths

based on sound assures the public of the drug’s safety.
evidence
2. The two additional dosage strengths and the current
PNF-listing have the same formulation, route of
administration, and primary packaging; they only differ
in the dosage.

3. Has proven 4 1. The valid CPR of the two additional dosage strengths
efficacy for the assures the public of the drug’s safety
stated indication
based on sound 2. The two additional dosage strengths and the current
evidence PNF-listing have the same formulation, route of

administration, and primary packaging; they only differ
in the dosage.

3. Has favorable v | Both 12.5 and 25 mcg have a higher total cost per patient than
cost-effectiveness the current PNF-listed product. Nonetheless, the nominated
analysis HT will be beneficial for patients who will require small

dosages, infants and children in particular. Otherwise, it will be
more costly compared to the comparator.

4. Other v Proposed HTs provide more accurate and flexible dosing,

considerations

particularly in populations requiring fine dose adjustments,
such as infants and children, without affecting the drug's
pharmacokinetics or efficacy.

Currently, clinicians are forced to split or quarter higher-dose
tablets, which may lead to inaccurate dosing, poor compliance,
and reduced treatment efficacy. Its availability will allow for
safer titration, improved adherence, and enhanced treatment
precision, thereby minimizing the risk of both under- and
overtreatment associated with thyroid hormone replacement
therapy.
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IV. Philippine National Formulary Listing of Levothyroxine Sodium

l LEVOTHYROXINE
ATC: [ HO3AAQT

Anatomical: Systemic Hormonal Preparations, Excluding Sex Hormones and Insulins

Technical Specification: (PNF Primary Care | Reserved AMs )

ORAL > 50 micrograms tablet(

Therapet hyroid Therapy ORAL > 100 micregrams ydrous sodium) (Rx)
Pharmacological: ORAL > 150 mi rams tablet (as anhydrous sodium) (Rx)
Chemical Class:

Indications: Dose:

Management of hypothyroidism of any etiology: TSH suppression

V. Levothyroxine Product Insert

Chronic hypothyroidism, by mouth, CHILD, initially 25 micrograms daily, adjust by 25 micrograms every 2-4
weeks,

Congenital hypothyroidism, juvenile myxedema, by mouth, NEONATE <1 month, initially 5-10
micrograms/kg daily, adjust by 25 micrograms every 2-4 weeks until mild toxic symptoms appear, then
reduce dose slightly; INFANT and CHILD =1 month, 5 micregrams/kg daily, adjust by 25 micrograms every
2-4 weeks until mild toxic symptoms appear. then reduce dose slightly.

Severe hypothyroidism, by mouth, ADULT, initially 12.5-25 micrograms daily, adjust by 25 micregrams
every 2-4 weeks, as appropriate; CHILD, initially 25 micrograms daily, adjust by 25 micrograms every 2-4
weeks

Subclinical hypothyroidism, if treated, by mouth, ADULT, 1 microgram/kg daily.

Hypothyroidism, by mouth, ADULT, usually 1.6-1.7 micrograms/kg daily, may give full dose right away if
without contraindications;: for most, initially 50-100 micrograms daily before breakfast (25-50 micrograms
for patients =50 years), increase by 25-50 micrograms every 3 to 4 weeks until nermal metabolism is
maintained (maintenance dose, 100-200 micrograms daily);

CHILD, dose would depend on the age:

Age: -3 months*
Daily Dose (micragram/kg): 10-15

Age: 3-6 months
Daily Dose (microgram/kg): 8-10

Age: 6-12 months
Daily Dose (microgram/kg): 6-8

Age: -G years
Daily Dose (microgram/kg): 5-6

Age: 6-12 years
Daily Dose (microgram/kg): 4-5

Age: >12 years
Daily Dose (micragram/kg): 2-3

TSH suppression in well-differentiated thyroid cancer, papillary and follicular, by mouth, ADULT,
dose is highly individualized; in general, more than 2 micrograms/kg daily may be needed to
suppress TSH to <0.1 mIU/L in intermediate- to high-risk tumors; low-risk tumors may be
maintained at 0.1-0.5 mIU/L.

TSH suppression in benign nodules and nontoxic multinodular goiter, by mouth, ADULT, initially
1.7-2 micrograms/kg daily may be used with a target TSH of 0.1-0.3 mIU/L [NOTE: Routine use is
not recommended, Avoid if TSH is already suppressed].

e Levothyroxine sodium 12.5 mcqg and 25 mcg tablet
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Annex B.1. Certificate of Product Registration for Levothyroxine Sodium 12.5 mcg

Republic of the Philippines
Department of Health
FOODAND DRUG ADMINISTRATION ot rmmms

CERTIFICATE OF PRODUCT REGISTRATION

Pursuant to the provisions of Republic Act (R.A.) No. 3720 as amended, known as the Foods, Dimgs, Devices
and Cosmetics Act, and consistent with B.A. No. 6675, known as the Generics Act of 1988, and BLA. No. 9711,
otherwise known as the Food and Drug Administration Act of 2009, the product deseribed hereunder has been found 1o
conform with the requirements and standards for marketing authorization of pharmaceutical products per existing
regulations in force as of date hereof,

Registration Number
Generic Name

Brand Name

Dosage Strength & Form
Pharmacologic Category

- DRP-T790

: Levothyroxine Sodinm
: Thydin

+ 12.5 meg Tablet

+ Thyreid Hormones

Classification : Prescription Drug (Rx)

Approved Shelf-Life : 24 months

Storage Condition ! Store at temperatures not exceeding 30°C

Packaging ¢ Alu/White Opaque PVDC Blister Pack x 10's [ Boy of 1007

Manufacturer : Sydenham Laboratories, Ine.
: E. Aguinaldo Highway near cor. Governor's Drive, Dasmarifias,
Cavite

Trader : Medchoice Endocrine Group, Ine.

: Unit 901-1001, 88 Corporate Center, Sedefio cor. Valero Sts.,
Salcedo Village, Makati City

The marketing authorization shall be valid until 21 January 2030 subject to the conditions listed on the reverse side,
Mo change in the formulation, labeling and commercial presentation of this product shall be made at any time during the
effectivity of this registration without prior written approval of this Office.

This marketing authorization is subject to suspension, cancellation or recall should any violation of R.A. No.
3720, B AL No. 6675 and B.A. No. 9711 and/or regulations issued thereunder involving the product be committed.

Witness My Hand and Seal of this Office, this 05 October 2024,

By Authority of the Director General
Per FDA Order Mo, 2016-005

MARIA CECILIA C, MATIENZO
Director IV

Center for Drug Regulation and Research

This electronic-CPR (eCPR) is computer generated and does not require signature
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Annex B.2. Certificate of Product Registration for Levothyroxine Sodium 25 mcg

Republic of the Philippines
Department of Health
FOOD AND DRUG ADMINISTRATION  secouc e

CERTIFICATE OF PRODUCT REGISTRATION

Pursuant to the provisions of Republic Act (R.AL) No. 3720 as amended. known as the Foods, Drugs, Devices
and Cosmetics Act, and consistent with B.A. No. 6675, known as the Generics Act of 1988, and R.A. Ne. 9711,
otherwise known as the Food and Dug Administration Act of 2009, the product deseribed hereunder has been found to

conform with the requirements and standards for marketing authorization of pharmaceutical products per existing
regulations in force as of date hereof.

Registration Number : DRP-TT91

Generic Name : Levathyroxine Sodium

Brand Name : Thydin

Dosage Strength & Form ! 25 meg Tablet

Pharmacologic Category : Thyroid Hormones

Classification . Prescription Drug (Rx)

Approved Shelf-Life 1 24 months

Storage Condition : Store at temperatures not exceeding 30°C

Packaging - Alw'PYIN White Opague Blister Pack x 10°s / (Box of 100°s)

Manufacturer ! Sydenham Laboratories, Ine.
: E. Aguinaldo Highway, near cor. Governor's Drive, asmariiias,
Cavite

Trader : Medehoice Endocrine Group, Inc.

: Unit 901-10001, 88 Corporate Center, Sedeiio cor. Valero 5t.,
Makati, Metro Manila

The marketing authorization shall be valid until 18 December 2029 subject to the conditions listed on the reverse side.
Mo change in the formulation, labeling and commercial presentation of this product shall be made at any time during the
cffectivity of this registration without prior written approval of this Office.

This marketing authorization is subject to suspension, cancellation or recall should any violation of B.AC No.
3720, B A Mo, 6675 and R.A_ No. 9711 and/or regulations 1ssued thereunder involving the product be committed.

Witmess My Hand and Seal of this Office, this 20 October 2024.

By Authority of the Director General
Per FDA Order No. 2006-005

MARIA CECILIA C. MATIENZD
Director ['V

Center for Drug Regulation and Research

This electranic-CPR {eCPR) is computer generated and does not require signature
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Annex C. Cost Minimization Analysis

[Congenital hypothyroidism] Cost Minimization Analysis

Parameter Proposed HTs Currently Listed in the PNF References Remarks
50 mcg
12.5 mcg 25 mcg
Scenario 1: Scenario 2a: | Scenario 1: No Scenario 2b: Scenario 1: Scenario 2a: Scenario 2b:
No increase | 2 mcg/kg/day increase 4 mcg/kg/day | Noincrease | 2 mcg/kg/day 2 mcg/kg/day
increase increase increase increase
Cost per [REDACTED, Confidential Information] Php 4.78 Marketing Minimal
tablet Authorization | price
Holder Price, | difference
DPRI 2025
Total cost Php Php 17,618.40 | Php 5,032.80 | Php 12,405.60 Php Php 4,397.60 Php 6,233.12 to Cost per Higher total
per 10,178.40 to to to to 2,562.08 to to Php 7,318.18 dose x days cost for
patient Php Php 22,864.80 | Php 7,819.20 | Php 15,045.60 Php Php 5,695.37 per follow-up | proposed
per year 15,424.80 3,647.14 period HTs

*Number of tablets per year calculated using the PSPME Guidelines

Scenario 1 Levothyroxine sodium 12.5

[Congenital hypothyroidism] Comparison of costs per scenario

Levothyroxine sodium 25 mcg

(No increase) mcg > (Php 5,032.80 to Php 7,819.20)
(Php 10,178.40 to Php
15,424.80)
Scenario 2a Levothyroxine sodium 12.5 | > Levothyroxine sodium 50mcg
(2 mcg/kg/day mcg (Comparator)
increase) (Php 17,618.40 to Php (Php 4,397.60 to Php 5,695.37)
22,864.80)
Scenario 2b Levothyroxine sodium 25 > Levothyroxine sodium 50mcg

Levothyroxine sodium 50 mcg

(Comparator)

(Php 2,562.08 to Php 3,647.14)

Remarks

Higher total costs for
the proposed HTs for
all scenarios. Based
on this scenario, the
nominated HT will be
beneficial for patients
who will require small
dosages. Otherwise,
it will be more costly
than the comparator.
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(4 mcg/kg/day mcg (Comparator)
increase) (Php 12,405.60 to Php (Php 6,233.12 to Php 7,318.18)
15,045.60)

Acquired hypothyroidism [Cost Minimization Analysis]

Parameter Proposed HTs Currently Listed in the PNF References Remarks
50 mcg
12.5 mcg 25 mcg
Scenario 1: Scenario 2a: | Scenario | Scenario 2b: | Scenario 1: Scenario 2a: Scenario 2b:
No increase Increase by 1: No | 4 mcg/kg/day | No increase 2 mcg/kg/day 2 mcg/kg/day
12.5 mcg increase increase increase increase
increments
Cost per [REDACTED, Confidential Information] Php 4.78 MedChoice, Minimal price
tablet DPRI 2025 difference
Total cost Php 5,020.80 | Php 6,705.60 Php Php 4,312.80 | Php 872.35 | Php 1,711.24 to | Php 1,711.24 to | Cost per dose | Higher total
per patient to Php to Php 2,628.00 to Php to Php Php 2,617.05 Php 3,455.94 | x days per cost for
per year 9,748.80 11,433.60 to Php 6,705.60 2,617.05 follow-up proposed HTs
5,020.80 period

*Number of tablets per year was calculated based on the PSPME Guidelines

[Acquired hypothyroidism] Comparison of costs per scenario Remarks

Scenario 1 Levothyroxine sodium Levothyroxine sodium 25 mcg Levothyroxine sodium 50 mcg Higher total costs for
(No increase) 12.5 mcg > (Php 2,628.00 to Php 5,020.80) (Comparator) the proposed HTs for
(Php 5,020.80 to Php (Php 872.35 to Php 2,617.05) all scenarios. Based
9,748.80) on this scenario, the
nominated HT will be
Scenario 2a Levothyroxine sodium > Levothyroxine sodium 50mcg beneficial for
(2 mecg/kg/day 12.5 mcg (Comparator) patients who will
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increase)

(Php 6,705.60 to Php
11,433.60)

(Php 1,711.24 to Php 2,617.05)

Scenario 2b
(4 mcg/kg/day
increase)

Levothyroxine sodium 25
mcg
(Php 4,312.80 to Php
6,705.60)

Levothyroxine sodium 50mcg
(Comparator)
(Php 1,711.24 to Php 3,455.94)

require small
dosages. Otherwise,
it will be more costly
than the comparator.
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