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SUBJECT:

HealthTechnologyAssessment
Council

(HTAC)RecommendationforReinclusion of Vasopressin 20 IU/mL (IM/IV) in the Philippine National
Formulary

By virtue of Republic Act 11223, otherwise known as the Universal Health Care (UHC) Act, health
technology assessment (HTA) shall be institutionalized as a fair and transparent priority-setting
mechanism to provide financing and coverage recommendations on health technologies to be
funded by the Department of Health (DOH) and the Philippine Health Insurance Corporation
(PhilHealth).

As such, please be informed that the Secretary of Health has approved the HTAC recommendation
for the reinclusion of vasopressin 20 IU/mL (IM/IV) in the PNF on the basis of the following:

® Vasopressin was previously listed in the PNF; however, it was automatically delisted in
2017 since the drug was no longer registered in the Philippine Food and Drug
Administration (FDA) as stated in Department Memorandum No. 2017-0202 with the
subject “List of medicines and medicine dosage form, strength, volume, and net content
officially deletedfrom the Philippine National Formulary (PNF)”.

e The Philippine FDA issued a Certificate of Product Registration (CPR) for vasopressin
valid until 31 August 2024. The issuance of a CPR as shown in Annex A establishes the
efficacy and safety of the product. The FDA-approved indications for vasopressin are as
follows:

o To increase blood pressure in adults with vasodilatory shock (e.g., postcardiotomy or
sepsis) who remain hypotensive despite fluids and catecholamines

o Treatment of diabetes insipidus (excluding nephrogenic diabetes insipidus)
o Control of bleeding esophageal varices

® Vasopressin is a standard of care for the management of sepsis. In addition, this drug is also
recommended for the management of septic shock among severe/critical COVID-19
patients. The summary of Clinical Practice Guidelines (CPG) recommending the use of
vasopressin is shown in Annex B.
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® Since vasopressin is the standard drug for the management of sepsis in COVID-19 and
non-COVID-19 patients, there is no additional cost to the health system of using the drug on
top of the current cost of the medication per patient per regimen that ranges from Php
10,434.00 to Php 73,038.00. The details of the costing analysis are shown in 4dnnex C.

The HTAC guidance is made available through the HTA Philippines website for more details:
https://hta.doh.gov.ph/2022/03/09/htac-recommendation-on-the-re-inclusion-of-vasopressin-in-the-pnf
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For your information and guidance.

By Authority of the Secretary of Health:

ATTY. CHA E CADO-GRANDE
Undersecretary of Health
Health Regulation Team
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Annex A. Vasopressin - Certificate of Product Registration

Republic of the Philippines
Department of Health FOA )ris
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Urvie Drive, Frlinvest Corporate City, Alabang. Muntmiopa City

CERTIFICATE OF PRODUCT REGISTRATION
Pursuant 1a the provisions of Republic Act (RA wo. 3726 as amended, known as the Foods.

Drugs. Devices and © osmetics Act, and consistent with R.A No 6675, knows as the Generics Act of

1988 and BA. No 971 |. otheraise known 3% the Food and Drug Admimsstration Act ol HES the product
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authorization of pharmaceutical products por existing regulations in force as of date hereot

Registration Spmber : BRP-16143
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Brand Name : Presson
Dosage Strength & Form cr LU Umit Solution lor ljection ¢1 V0 Ms iy
Pharmacologic € ategery . Pasterior Pituitary | obe Hormone

{Vasopressin/Vasopress:n Anglopuey
Classification : Prescription {Rx Drug
Approved Shelf fife : 24 months
storage Condition . Stare at 2°C to 87°C. Protect from hight 13¢ not frecse

Packaging «+ mi {net cantent} fvpe | cleans and coloriess glass
ampouic ihox of Hi ampauics)

Manafacturer . Joint Steck Company (ISO) Farmak
78 Kyrylivska Sir, Kyiv, 030803 brane

tmporter/ Distributor + Phiicare Pharma, Inc
“No. > Mahogany SU. Agapito subdivision, Saptolan,
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commercial presentation of this product shall be made at any uvme dering the
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Annex B. Clinical Practice Guidelines (CPG) Recommendations for the Use of Vasopressin

(Year) Title of Guidelines Guideline developer Recommendation on the use of
Vasopressin

Reference

(2020) Clinical Practice
Guidelines for Sepsis and
Septic Shock in Adults in
the Philippines

Philippines Society for Microbiology and
Infectious Diseases (PSMID) in

partnership with Philippine Academy of
Family Physicians (PAFP), Philippine
College of Emergency Medicine (PCEM),
Philippine College of Physicians (PCP),
Philippine College of Surgeons (PCS),
Philippine College of Chest Physicians
(PCCP), Philippine Heart Association
(PHA), Philippine Medical Association
(PMA), Philippine Neurological
Association (PNA), Philippine Society of
Critical Care Medicine (PSCCM),
Philippine Society of Endocrinology,
Diabetes, and Metabolism (PSEDM),
Philippine Society of Gastroenterology
(PSG), Philippine Society of general
Internal Medicine (PSGIM), Philippine
Society of Hematology and Blood
Transfusion (PSHBT), Philippine College
of Hematology & Transfusion Medicine
(PCHTM), Philippine Society of
Nephrology (PSN)
Philippine Society for Parenteral &
Enteral Nutrition (PhilSPEN)

Recommended the use of
vasopressin (titrated up to 0.03
U/min) as the second vasopressor
of choice ontop of norepinephrine
in patients with septic shock, with
the intent of raising mean arterial
pressure to target or decreasing
norepinephrine dosage (conditional
recommendation, low quality of
evidence)

v.psmid.org/wp-contenthips
uploads 2020/03/2020-CPG-for-Se
psis-in-Adults-Full-Manuscript. pdf

e Page 59, Question 16



(2021) Unified COVID-19
Algorithms

Philippines Society for Microbiology and
Infectious Diseases (PSMID)and
Healthcare Professionals Alliance Against
COVID-19 (HPAAC) Steering Committee

Recommended to apply
vasopressors when shock persists in

the form of: norepinephrine,
vasopressin, or dobutamine (if with
signs of poor perfusion and cardiac
dysfunction).

https://www.psmid.org/unified-covi
d-19-algorithms-5

e Page 29, Figure F2.3.
Critical COVID-19 -

Management of Sepsis

(2021) Living guidance for
clinical management of
COVID-19

World Health Organization (WHO) For adults with critical disease with
sepsis with persistent hypotension
despite volume resuscitation,
vasopressin is required to maintain
mean arterial pressure (MAP) of
>65 mmHG and serum lactate level
of >2 mmol/L.

Wttps:/files.magicapp.org/guideline
0a6099d8-72d5-4d1d-9438-ecfb741
7al6b/published guideline 5852-3
0.pdf
e Pages 24-25, Table 6.3

COVID-19 disease severity
classification

e Page 43, Management of
Critical COID-19: septic
shock



Annex C. Costing Analysis

Cost of Vasopressin treatment regimen per patient
Notes:

® Same treatment regimen for COVID-19 and non-COVID-19 patients
eo No comparator was used for this costing analysis as vasopressin is the standard

second-line treatment for septic shock in COVID and non-COVID patients.

Normal Saline Solution (NSS)

Average use: 3 ampoules in 24 hrs

Parameter Value Reference

Cost of Vasopressin
Unit Cost of Php 1,690.00|Quotation from
Vasopressin (1 ampoule contains 20) units/mL)|Philcare Pharma

Treatment Standard preparation: Mix vasopressin 20 2020 CPG (titrated up
Regimen units/100 mL Dextrose 5% in Water (DSW) or to 0.03 U/min)

Expert opinion

Duration of
treatment course

Titrated up to 0.03 units/min at 10-15 minutes
intervals until the target blood pressure is reached

Target blood pressure is usually reached within 2
to 14 days

Number of units
needed per
treatment course

3 ampoules per day for 2-14 days
= 6 to 42 ampoules

COST OF
VASOPRESSIN
PER
TREATMENT
COURSE

Php 10,140.00 to Php 70,980.00

Otherdirect costs associated with the implementation of the proposed HT

Expert opinion

Unit Cost of I.V.
Fluids, 0.9%
Sodium Chloride
(NSS)

Php 49.00
(LV. Fluids, 0.9% Sodium Chloride (NSS) 100 mL

Bag)

Number units of
LI.V. Fluids, 0.9%

1 unit of 100mL-bag of NSSis needed for 1

ampoule of Vasopressin

2021 Drug Price
Reference Index
(DPRI). Retrieved
from
https://dpri.doh.gov.ph
/download/2021-DPRI
-As-of-October-5.pdf



Sodium Chloride
(NSS) = 6 to 42 units of 100mL bags ofNSS for the
needed per whole treatment course
treatment course

COST OF Php 294.00 to Php 2,058.00
OTHER COSTS
PER
TREATMENT
COURSE

Total cost of treatmentper patient

TOTAL COST OF Php 10,434.00 to
VASOPRESSIN Php 73,038.00
TREATMENT PER
PATIENT


