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FOR: ALL CENTERS FOR HEALTH DEVELOPMENT NATIONAL DRUG

SUBJECT:  Health Tecl‘inolo'gy Assessment _Cotlnoil gﬂTAC) Recommendation to include
‘PotassiumCitrate 15 mEq Extended Release (ER) Tablet in the Philippine
National Formulary

By virtue of Republic Act, 11223, otherwise known as the Universal Health Care (UHC) Act, health

o :,technology assessment (HTA) shall be institutionalized as a falr and transparent pnorlty-settmg mechamsmﬁ

ato pl;ov1de financi g'and’ coverage récommendations on 'health technologles to be funded by the- Department o
v ‘of Health (DOH) and’the Phlhppme Health’ Insurance Corporation (Ph1lHea1th) po

Smce 2020, the 'Health» Technology Asses‘sment D1v151on (HTAD) has been accepting applications for minor

inclusion in the Philippine National Formulary (PNF). Minor inclusions are applicable for drugs that are
- currently listed in the PNF, but are being applied for additional strength, immediate packagmg, and net
- content.

As such, please be informed that the Secretary of Health has approved the HTAC recommendation minor
o 1nclus10n of Potassmm Cltrate 1620 mg (ISmEq) Tablet in the Phlhpplne Natlonal Formulary (PNF) to

Potassium (as citrate), 10 mEq tablet Potassium (as citrate), 1080mg (10 mEq) tablet
: | Potassium (as citrate), 1620mg (15 mEq) tablet

- The current 1ndlcat10n of Potassium (as citrate), 10 mEq tablet in the PNF as shown in Appendix 4 is for the
.management of renal 11th1as1s hypoc1tratur1a chromc formers of calcium oxalate, phosphate ealeuli, uric
.‘a01d lithiasis and renal tubular’ acidosis ‘'with calcium. nephrohth1as1s This proposed mmor apphcatlon
'presents the use of Citrate (in its salt formulation as Potassium citrate), 1620mg (I 5 mEq) for (1) severe
hiypocitraturia and (2) recurrent stone formers.

The PNF listing of Potassium (as citrate), 10 mEq tablet already encompasses several types of tablets -
allowable for government financing as clarified in the Department Memorandum 2016-0258 or the “Further
clarification and guidance on the bidding specifications of solid oral dosage forms (tablets) in the Philippine
National Formulary.”

»Thls 1nc1udes modlﬁed release tablets, spec1ﬁca11y extended release tablets In add1t1on the- locally
avallable potasszum czfrate 10 mEq tablet approved by the Ph111pp1ne FDA is also in the form of an
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‘extended-release tablet’. Therefore, there is no need to include the Potassium (as citrate) 1080 mg (10 mEq)
ER tablet as this is included in the PNF.

Further, the HTAC thoroughly reviewed the application and recommends the mmor mcluswn of Potassmm _‘
' Cltrate 1620 mg (15mEq) Tablet in the PNF on the basis of the followmg g

" o The Philippine FDA 1ssued a Cemﬁcate of Product Registration (CPR) for Potassium Citrate valid
until 08 June 2025. The issuance of a CPR established the efficacy and safety of the product.
- @ Potassium Citrate is a standard of care for the management of renal lithiasis, hypocitraturia,
v chronic/recurrent stone formers of calcium oxalate, phosphate calculi, uric acid lithiasis and renal
tubular acidosis with calcium nephrolithiasis. '
e While the total treatment cost of sh1ft1ng from IOmEq tablet to 15 mEq tablet will incur the
: followmg minimal additional costs: 2 ‘
‘For severe hypocitraturia :.

i Php 1420 fora 6 month duratlon of treatment
_ii. Php 146.00 for a 5 year duration of treatment
o - For recurrent stone formers:
i, Php 29.20 for a one-year duration of treatment -
ii.  Php 146.00 for a 5-year duration of treatment
the HTAC puts premium on the advantage of the 15 mEq tablet in terms of improved patient
compliance due to the reduced number of tablets needed to be taken (4 tablets per day of the 15
mEq formulation versus 6 tablets per day of the 10 mEq formulatcon) as noted by the proponent and .
the Ph111ppme Urological Assomatlon (PUA) in a consultation. . -

'For more detalls, you may refer to the HTA Ph111pp1nes websne

For your information and guidance.

Undersecretary of Health ’
Health Regnlation Team



