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PREFACE

The first Newborn Screening Manual of Operations was prepared in 1996 by the
original set of newborn screening coordinators. It covered advocacy, sample
collection and submission, recall of patients and referral to the corresponding
specialists for management. There were several editions from 1996 to 2004. With
the passage of Republic Act 9288 or the Newborn Screening Act or 2004, a more
comprehensive Newborn Screening Manual of Operations was published in 2004
as the definitive book on newborn screening implementation.

In the fifteen years of implementation of the law, the newborn screening program
has continually offered quality services to Filipino newborns. All changes in the
program implementation are integrated in this revised edition including expanded
newborn screening. The reconfigured 2016-2025 Strategic Plan of the Department
of Health (DOH) and 2017 — 2030 Strategic Framework have been incorporated
in this manual.

This revised edition serves as a working guide to newborn screening
implementation. It provides program implementers in the national, regional and
local level the answers to the following questions:

= How does one implement newborn screening and make it work smoothly?

=  How do we ensure that NBS is done properly and promptly in all regions
of the Philippines?

= How do we make supplies available in a timely and efficient manner?
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= How can we provide better management for positive screens, recall,
confirmatory tests, and referral to specialists?

=  How and when do we do evaluation and monitoring of newborn screening
at NBS facilities?

= How can we ensure quality implementation of newborn screening
nationwide?

NEW TO THIS EDITION are the following topics:

= Panel of expanded newborn screening with fact sheets;

»  Guideline on the management of patients found positive in any of
the disorders in the newborn screening panel to ensure that they live to
grow normally;

» Long term follow-up and the role of the NBS continuity clinics;

= Section on the storage, retention and usage of dried blood spots is
also included; and

= Special considerations: sick, premature and low birth weight.
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INTRODUCTION

Brief History of Newborn Screening in the Philippines

Newborn screening (NBS) is an essential public health strategy that enables the
ecarly detection and management of several congenital metabolic disorders, which
if left untreated, may lead to mental retardation and/or death. It has been an
integral part of routine newborn care in most developed countries for decades,
either as a health directive or mandated by law. Early diagnosis and treatment of
the disorders can result in normal growth and development of the affected
individual.

NBS in the Philippines began in 1996, when a group of pediatricians and
obstetricians initiated the Philippine Newborn Screening Project in 24 pilot
hospitals in Metro Manila. The group conducted the research with the following
objectives: a) to determine the local incidence of congenital hypothyroidism (CH),
congenital adrenal hyperplasia (CAH), phenylketonuria (PKU), galactosemia
(Gal) and homocystinuria (HCY); and b) to make recommendations for
nationwide implementation of newborn screening. In aid of the study, samples
were sent daily from June 1996 to the Newborn Screening Laboratory of New
South Wales, Australia up until the establishment of a laboratory in September
1997 at the National Institutes of Health, University of the Philippines Manila,
which is now known as NSCNIH.

The study results showed the following incidences: CH-1:3,839, CAH-1:9,485,
PKU-1:53,748, GAL-1:80,622. Since no case of HCY was detected, it was
replaced with Glucose-6-Phosphate Dehydrogenase (G6PD) Deficiency in the
NBS panel of disorders in 2000. Given these data, the group recommended to the
Department of Health (DOH) the adoption of NBS as one of the priority programs
for newborn care and to work for the nationwide implementation of the screening
program.



In 1999, in accordance with its mandate and thrust of ensuring quality of life for
all Filipinos, DOH included newborn screening in their Child Health 2025
framework. An inter-agency task force was created to design a plan for the
nationwide implementation of NBS. Representatives from different regions were
designated as regional coordinators and trained in September 1999 to disseminate
and initiate NBS at the regional level.

In January 2000, DOH issued Administrative Order 1-A s 2000 entitled “Policies
on the Nationwide Implementation of Newborn Screening” (see Annex 1). It
outlined the guidelines for the implementation of NBS. In February 2001, the
DOH created an inter-agency National Technical Working Group on Newborn
Screening NTWG-NBS). The group was tasked to provide national direction and
guidance in the attainment of the project goals stipulated in the DOH
Administrative Order 1-A s 2000.

In June 2001, a strategic planning workshop on NBS was conducted and
participated in by representatives from seleeted DOH-Centers for Health
Develepment (CIUPRCNBS), INBSMEniskendnRA% &IPS dipHiiHb oS ((PIHEHS
Dospiteds hdrsetmond-rbeshdalshospials, Heatth Wits B[R L6Hd
Howitabhandsyoma shikehaldeolders.

As part of the advocacy strategy, in January 2004 Presidential Proclamation No.
540 (see Annex 2) was issued declaring the 1st week of October of each year as
“National Newborn Screening Awareness Week.”

Despite cexsappree fidtortsy bythbbihgthergoesmumdiprisntt qutiats, thectossrdpe
ob seregnaal nerboedsnentones temantedPlowt 4hd et e mpwpatatpopulbioes. im
April 7, 2004, Republic Act 9288 otherwise known as the Newborn Screening Act
of 2004 was enacted to institutionalize NBS in the country. It established a
National Comprehensive Newborn Screening System (NCNBSS) to ensure an
integrative and sustainable implementation of the NBS. See Annex 3: Republic
Act 9288.

The Implementing Rules and Regulation of RA 9288 was signed in October 5,
2004 along with the Memorandum of Agreement between the DOH and the
National Institutes of Health (NIH) for the creation of the Newborn Screening




Reference Center (NSRC). The NSRC was envisioned to provide technical
assistance to the DOH in implementing NBS in the country.

Since the passage of the law and the signing of the IRR, several policy
developments supported the successful implementation of RA 9288. See Annex
4: Implementing Rules and Regulation of RA 9288.

2006

2007

2008

2009

2009

Inclusion of NBS in the DOH licensing requirement for health facilities.
Inclusion of NBS as part of the New born Care Package of Philippine
Health Insurance Corporation (PhilHealth) covering 90 percent of the fee
in December 2006 and increased to 100 percent in September 2011. See
Annex 5 on Philhealth Circulars from 2006 - 201 1.

Establishment anfl agcrdaritabinnofoleddshtiogdredlandarentdsrersiay
Qeatery i sy caipraderithy adBealabemterypngpirallifiollonpy

pgggfgfgrygﬁgl&ggfpfgﬁ%\%?wg%&mp University Medical Center for
(2006); Southern Philippines Medical Center (2009); Angeles University

Foundation Medical Center for Central (2010); Daniel O Mercado
y ] . N . . edi _
Mﬁé}gﬁ%ﬁg@%ﬁ% oY O ek M Q(A%é&%}%

ﬁ?&(] Sanitarium and General Hospital (2020).

Appointment of Expert Committees that would regularly participate in
the review of datasets, cut-offs, treatment and management protocols of
the different NBS disorders among others.

Establishment and accreditation of Newborn Screening Center (NSC)
Southern Philippines Medical Center for NSC-Mindanao.

Participation in External Quality Assurance (EQA) Program for the
G6PD Deficiency Confirmatory test was established in partnership with
the International QA Program of Preventive Medicine Foundation in
Taiwan. This is in addition to the existing external quality control and
proficiency testing for thyroid stimulating hormone (TSH), 21 — o-
hydroxylase (170HP), total galactose, phenylalanine (PHE), which is in
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2010

2011

2012

2013

2014

2017

collaboration with the Center for Disease Prevention and Control (CDC)
in Atlanta, Georgia. EQA for Leu was included in 2012.

Setting up of confirmatory testing centers for G6PD Deficiency. Tertiary
hospitals were identified in the different parts of the Philippines
which were equipped and were willing to integrate G6PD enzyme assay
as one of their services. By the end of 2018, there are 26
G6PD Confirmatory Centers in the country. Confirmatory reference
laboratories for the other disorders such as the metabolic and
hemoglobinopathies were identified in 2014.

Establishment and accreditation of Newborn Screening Center (NSC)
Angeles University Foundation Medical Center for NSC-Central Luzon.

Offering of scholarships for Genetic Counselors

Inclusion of Maple Syrup Urine Disease (MSUD) in the NBS panel with
the approval by the Advisory Committee on Newborn Screening
(ACNBS).

Establishment and accreditation of Newborn Screening Center (NSC)
Daniel O Mercado Medical Center for NSC-Southern Luzon.

Establishment of regional NBS Continuity Clinics (NBSCCs) for long
term follow-up of patients with confirmed diagnosis in different regions
in the country with 14 clinics by end of 2015.

Offering of expanded newborn screening (ENBS) by December 2014
increasing the NBS panel from 6 to more than 28 conditions.

Establishment and accreditation of Newborn Screening Center (NSC)
Mariano Marcos Memorial Medical Center for NSC-Northern Luzon.



2018

- Addition of argininosuccinic aciduria (ASA) with the approval by the
Advisory Committee on Newborn Screening (ACNBS) upon the
recommendation of the DOH National Technical Working Group on
Newborn Screening (DOH NTWG-NBS)

2019

- PhilHealth coverage of ENBS under the Newborn Care Package effective
January 5, 2019 as guided by PhilHealth Circular No. 2018-0021 (see
Annex 6).

- Full implementation of ENBS where all infants born in accredited
facilities shall be tested in ENBS only beginning May 1, 2019 as guided
by Administrative Order 2014-0045-A (see Aunex 7).

2020

- Inclusion of Center for Human Genetics Services in the Revised
Guidelines on the Implementation of the Expanded Newborn Screening

(See Annex 8).

- Establishment and accreditation of Newborn Screening Center (NSC)
Eversley Child Sanitarium and General Hospital for NSC-Central Visayas.

See Annex 9: NBS Milestones 1996-2020

Vision, Mission, Goal and Strategic Directions
Vision

The National Comprehensive Newborn Screening System shares the vision of the
Child 2025 Planning Framework aiming that by 2025, every Filipino child will
be:

= Born healthy and well, with an inherent right to life, endowed with human
dignity; and



= Reaching her/his full potential with the right opportunities and accessible
resources.

Mission

To ensure that all Filipino children will have access to and will avail of total
quality care for the optimal growth and development of their full potential.

Goal

By year 2025, all Filipino newborns are screened for the more common and life-
threatening congenital endocrine and metabolic disorders.

Strategic Directions !

The implementation of NBS is phased, ensuring a balance of activities in each of
the six (6) elements of the NBS system, namely: (a) health facility involvement;
(b) operations, systems development, networking; (c) service delivery package;
(d) advocacy; (e) finance; (f) promotions.

Phase 1: Foundation Laying and Accelerated Implementation

This phase focused on developing model hospitals and RHUs, alliance building,
national policy and legislation, capacity/capability-building, and -creating
the supportive environment to pave the way for smooth implementation of
the program. This phase signalled the start of tri-media promotion to
increase awareness and demand for NBS; and mainstream of all elements of
the NBS system through integration into the existing maternal and child
health service package.

A new strategic direction was released on 2017. See Figure 1.
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Phase 2: Expansion

This phase ensured involvement of all DOH Retained Hospitals, RHUs and birthing homes; increase capacity
by establishing more screening laboratories and confirmatory laboratories and integrating newborn screening
in health education.

Phase 3: Expansion and Sustained Implementation

With sustained promotion, NBS was offered to all other birthing homes and lying-ins. To monitor long
term outcome of patients, this phase ensures availability of services of specialists to include geneticists,
pediatric endocrinologists, and genetic counselors. Strengthening of Treatment Network will also be a focus on

this phase.

| Overall Vision |

The National Comprehensive Newborn Screening System shares the vision of the Child 2025 Planning Framework
aiming every Filipino child will be (1) Born healthy and well, with an inherent right to life, endowed with human
dignity; and (2) reaching her/his full potential with the right opportunities and accessible resources.

| Overall Mission |

To ensure that all Filipino children will have access to and avail of total quality care for the optimal growth

and development of their full potential.

| Overall Goal |

To reduce preventable deaths of all Filipino newborns due to more common and rare congenital disorders

through timely screening and proper management.

Program By 2030, all Strengthen quality of service and Sustainable Strengthen patient
Objectives Filipino newborns intensify monitoring and evaluation magrjwa ean)ent
are screened of NBS implementation scheme 9
95% real time data o
90% of health generated by regional 100% 150
facilities with NSCs and all looked
-Tar ets o maternity through Online strategically looke
) Ne9vfb/?)rn and newborn monitoring system NSRC 100% PHIC provinces with an
Screenin services that coverage for established long term
covera g includes 100% comprehensively 95% of ROs ENBS management system
9 expa ded trained [F))ersonnel with less than
% maintai .
neWb‘?m doing NBS collection 1% maintained patients.
screening : unsatisfactory
in NSFs
rate
Guiding Integration in all child Evidence-based Quality and sustainability Partnership and shared
Principles health services interventions/ approach of the program responsibilities among agencies

operations, systems and
networks management

Expanding Package Enhancing Health
of Services and Promotion and
Delivery Network Advocacy

Optimizing Health
Information Management
Systems for Expanded
Newborn Screening

Strengthen Estab\.\shmg
P Sustainable
Monitoring N -
A Financing
and Evaluation
scheme

Figure 1. The National Comprehensive Newborn Screening System Strategic Direction.




The DOH strategic framework ending 2030 was released in 2018. See Annex 10:
AO No. 2018 — 0025 National Policy and Strategic Framework for ENBS for 2017
—2030.




Chapter |

Managing Newborn
Screening at Various Levels




Organizational Framework

The DOH is the lead agency, providing the overall direction and guidelines for
implementing the NCNBSS at the national and local level. The National Institutes
of Health- University of the Philippines, Manila, as a partner, serves as the
technical arm. A multi-sectoral advisory committee ensures a participative
decision making for the smooth flow of NBS operations.

As stipulated in RA 9288, the ACNBS is created to ensure sustained inter-agency
collaboration. It is the advisory body to the Office of the Secretary of the DOH in
terms of policy and program directions. It reviews and approves recommendations
of the NTWG-NBS.

National Level

The prime responsibility of the national level institutions is to ensure that
appropriate policies, standards, logistics and technical assistance are available to
all implementing units. The structure and operations at the national level must be
supportive and responsive to the ever-changing demands of service delivery at
each peripheral unit. See Annex 11: NCNBSS Functional Chart. The following
institutions/units and bodies are the primary movers:

A. Disease Prevention and Control Bureau (DPCB)
The DPCB through its Child, Adolescent, and Maternal Health Division
oversees the operations and nationwide implementation of the
NCNBSS. It has the following functions:

1. Serves as the lead office for the newborn screening program and
coordinates activities and programs in pursuit of the objectives of
DOH. It spearheads the continuous organization of the NTWG on
NBS until such group has fully implemented and institutionalized all
the necessary components of the NCNBSS;

2. Provides technical assistance to DOH-CHDs/Ministry of Health
Bangsamoro Autonomous Region of Muslim Mindanao (MOH-
BARMM) relative to NBSs and establishes coordination with
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other stakeholders in planning, development of materials,
monitoring and evaluation for NBS;

3. Provides venues for developing innovative approaches and models of
implementation in partnership with other cooperating agencies;

4. Advocates for the adoption of NBS among public and private
institutions and practitioners;

5. Monitors and evaluates the field implementation of NBS; and

6. Chairs the NTWG-NBS.

. National Technical Working Group Newborn Screening (NTWG-
NBS)

The main role of this body is to set the goals of the program for long
and medium term target setting and planning. It ensures that all policies,
guidelines, and standards of the program adhere to
overall internationally  accepted standards and ethical
considerations. Specifically, it has the following functions:

1. Develops/reviews policies, standards, and guidelines on NBS for
recommendations and approval of the ACNBS;

2. Recommends the disorders to be included in the NBS panel;

Reviews and recommends the NBS fee to be charged by the NSC;

4. Develops/reviews strategies and tools that ensure effective and
efficient implementation of NBS at various levels;

5. Formulates national program/project plan, proposals, and
collaborative studies on NBS;

6. Reviews the report of the NSRC on the performance of the NSCs and
recommend corrective measures as deemed necessary; and

7. Meets quarterly or may schedule supplementary meetings depending
on the demand of the tasks. The Health Secretary, through a DOH
issuance, appoints its members, as selected and recommended by
DCPB and NIH.

98]
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C. National Institutes of Health (NIH)

NIH, under the University of the Philippines Manila, serves as the
technical partner of DOH in ensuring the quality of service and
sustainability of the NCNBSS. It performs this function through the
NSRC.

D. Newborn Screening Reference Center (NSRC)

The NSRC is the central facility based at the NIH and acts as the
secretariat of the ACNBS. It has the following specific functions:

1.

Responsible for training, technical assistance, and continuing
education for laboratory staff in all NSCs. It acts as the principal
repository of technical information relating to standards and
practices. It assists in training activities in all aspects of the NBS
program. It oversees the content of educational materials in
coordination and approval from the DOH Health Promotion and
Communication Services (DOH HPCS);

Defines the testing and follow-up protocols for NSCs;

Maintains an external laboratory proficiency-testing and certification
program;

Oversees the national testing database and case registries. It submits
reports semi-annually or more frequently as the need arises to the
ACNBS and to the DOH on the status of and relevant health
information derived from the database. It shall also prepare a plan for
long-term outcome evaluation of NBS utilizing the case registries;
Reports to the DOH the NSCs found violating the Implementing
Rules and Regulations of RA 9288 and those performing and
providing NBS procedures and services without any DOH
Accreditation;

Recommends the establishment of NSCs. Participates in consultation
and evaluation activities initiated by Health Facility and
Services Regulatory Bureau (HFSRB) in relation to the NSRC and
the NSCs performance and in improving implementation of the
IRR of RA 9288;

12



7. Collects from the NSCs the monthly 4% of the NBS fees earmarked
for DOH-CHDs or its future equivalent and transfers the said portion;
and

8. Observes strictly the compliance of newborn screening facilities
(NSFs) to quality standard NBS procedures.

For the purpose of program evaluation and monitoring, the NSRC
maintains a database of all patients tested, and a registry for each
condition that is submitted to DOH annually.

In terms of implementation of the NBSCCs, it has the following specific
functions:

1. Oversees the implementation of activities of newborn screening
continuity clinics and birth defects continuity clinics;

2. Secures monthly, quarterly, and yearly reports from participating units
and ensure their timely dissemination to various program
stakeholders;

3. Participates in consultation and evaluation activities initiated by the
DOH in relation to the NBSCCs and birth defects continuity clinics’
performance and in improving of rules and regulations; and

4. Assists in the training activities of the program.

. Epidemiology Bureau (EB)

The EB,in collaboration with the regional/ provincial epidemiology units,
is responsible for developing a surveillance system for heritable
conditions. It establishes a registry of cases linked with the NIH as the
central registry center, and the RHUs as the base registry units.

. Health Facilities Services and Regulatory Bureau (HFSRB)

The HFSRB, in collaboration with NIH, is responsible for regulating
health facilities performing NBS procedures through:

1. Inclusion in the licensing/licensing renewal requirements for
hospitals and birthing facilities;

13



2. Accreditation procedures and monitoring for compliance and quality
assurance;

3. Development of needed rules and regulations pertaining to the
regulation of the same; and

4. Monitoring and evaluation of the NSCs.

G. Health Facility Development Bureau (HFDB)
The HFDB participates in providing technical assistance and leadership for
the continuous effective and efficient implementation of NBS in hospitals.
This is done in coordination with the DOH-CHDs/MOH BARMM. It also
encourages, hospitals to participate in the monitoring, research and
development efforts that will be pursued and initiated by concerned
stakeholders and the NIH.

H. Health Promotion and Communication Service (HPCS)
The HPCS acts as the lead office in the promotion of NBS and develops
advocacy materials for dissemination to all partner agencies (LGUs,
academe, NGOs) and stakeholders. All IEC materials and collaterals will be
screened and reviewed by HPCS.

I. NIH - Institute of Human Genetics (NIH-IHG)/ Center for Human
Genetics Services (CHGS)
The NIH-IHG, specifically the Clinical Genetics and Research Unit,
and Center for Human Genetics Services (CHGS), provides
comprehensive clinical evaluation and laboratory diagnostic services to
families or individuals with or at risk of inheritable disease. It also
provides support for the Telegenetics Referral System and the Birth
Defects Surveillance System in the country. The CHGS is present in Luzon,
Visayas, and Mindanao. It is tasked with the following functions in terms of
implementation of the NBSCCs:

1. Establishes an efficient system in the procurement and availability of
medicines, medical food, and other medical requisites needed in
the management of patients confirmed with conditions detected
through newborn screening;

2. Provides subspecialist (genetics, endocrinology)
expertise  and technical support for the operations of Telegenetics
Referral System;

14



3. Strengthens the surveillance program for newborns with birth defects
in the country; and

4. Establishes systems for the referral of patients with birth defects from
BDS health facility to NBSCCs and Birth Defects Continuity Clinics.

J. Department of the Interior and Local Government (DILG)

The DILG is one of the major stakeholders of the NCNBSS. It has the
following functions:

1. Encourages LGUs to implement RA 9288 and extend total
cooperation in the implementation of the said law; and
2. Assists the DOH in the monitoring and evaluation of the program.

K. Council for the Welfare of Children (CWC)

CWC is one of the major stakeholders of the NCNBSS. It has the
following functions:

1. Integrates NBS in the establishment of the system for early
identification, prevention, referral and intervention of developmental
disorders and disabilities in early childhood; and

2. Provides avenues in developing innovative advocacy and
communication approaches in partnership with civil societies, NGOs
and other groups.

L. Philippine Health Insurance Corporation (PhilHealth)

PhilHealth is responsible for including NBS services in its benefit
package for its members.

Regional Level

The main role of the DOH-CHDs/MOH BARMM is to act as facilitators
and collaborators to enable participating units such as lying-in, birthing homes,
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health centers, and government and private hospitals to fully implement the
program at the local level.

The following are the specific functions of the DOH-CHDs/MOH BARMM:

L.

10.

1.

Establishes an NBS Program at the DOH-CHDs/ MOH BARMM, through the
hiring of a licensed nurse and/or medical staff, to address problems and issues
encountered in the daily implementation of the program;
Organizes/Conducts trainings and orientations to ensure continuous
recruitment and updating of NSFs and provide NBS educational materials to
participating units and the general public;

Conducts awareness and advocacy campaign about newborn screening
including development of local IECs;

Collaborates with various stakeholders in the implementation of newborn
screening including LGUs, specialty societies, academe, and other partners
and government offices;

Monitors NBS implementation in NSFs. Strictly observes streathynthtiance
odid Emte qufaN§Fst oo daral INB$apdeacddNigS; procedures;

Secures monthly reports from NSFs and ensure their timely dissemination to
various program coordinators, DPCB and NSRC;

Meets the coordinators of the various participating units to thresh out
problems and issues;

Establishes a mechanism for recall of patients with a positive screen; and for
referral of these patients to experts for management and follow-up care;
Identifies and sustains a treatment and referral network in the region to ensure
capable management of identified positive cases by a nurse or genetic
counsellor and a duly licensed physician or a medical specialist such as but
not limited to a neonatologist, a pediatric endocrinologist and a clinical
geneticist;

Receives, manages, and disburses the 4% earmarked amount for the purpose
of implementing the newborn screening program and facilitating achievement
of required outputs as provided in the AO No. 2013-0015 (See Annex 12:
Guidelines on the New born Screening DOH CHD and MOH BARMM 4%
Fund Utilization); and o
Assists in the operations of the NBSCCs through, but not limited to, recall of
confirmed patients for referral to experts for management and follow-up care;
and provide indigency support for confirmatory testing of patients with
significantly elevated laboratory results and; for treatment and long-term
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management of confirmed patients in the region depending upon the
availability of funds.

Local Level

The local level refers to health facilities under the local government units (LGUs).
Local Chief Executives and their local health officials:

—

Develops local ordinances in support of the newborn screening program;

2. Ensures that adequate and sustained NBS services such as information,
education, communication, screening, recall and follow-up are being
provided in all LGU health facilities (RHU/ City Health Unit, Lying-ins,
City/Municipal/ District/ Provincial Hospitals);

3. Establishes a functional case management referral system with
strategically accessible tertiary care hospitals;

4. Establishes coordination and networking among concerned agencies;

Monitors and evaluate the NBS implementation in their localities; and

6. Establishes and provides—financial packages to make NBS accessible

particularly among the economically deprived populace.

hd

Newborn Screening Center (NSC)

The NSC is a facility equipped with a newborn screening laboratory that
complies with the established standards. The NSC provides all required
laboratory tests, and has an immediate recall and short-term follow-up program
for newborns with positive screen for heritable conditions.

It also provides roster of confirmed patients, including their protocols for
management and list of follow-up laboratory procedures, to the NBSCC.

Newborn Screening Facility (NSF)
Newborn Screening Facility (NSF) is defined as any health facility that
offers NBS services to infants, born either in the facility, its catchment area

or elsewhere, and has operational recall/follow-up system for newborns
with heritable conditions.
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The NSF may be any health facility with maternity services, birthing homes,
lying-in clinics or outpatient clinics such as RHUs and health centers. To be
included in the network, a health facility must apply and complete the institutional
database form (see Annex 13) and all documentary requirements. The following

are the major responsibilities of NSFs:

1.

Organizes an NBS team that will oversee the implementation of the
program and serve as linkage with the NSC and respective DOH-
CHDs/MOH BARMM; the NBS team will be chaired by an Overall NBS
Coordinator and assisted by at least one (1) Assistant NBS Coordinator
who will oversee the NBS process, collection of samples, release of
results, prompt recall, and follow up of positive cases;

Establishes a system for collection of NBS samples from all newborns
that come to the facility, with a target coverage of 100%;

Submits monthly live births to the respective DOH-CHDs/ MOH
BARMM indicating total number of newborns seen at the facility, number
of NBS performed, and list/status of positive cases identified;

Organizes health education activities to inform parents and clients of the
importance of NBS;

Ensures recall and proper management of patients with positive screens.
If the facility does not have trained practitioners, it is their responsibility
to refer the patient to other facilities with trained practitioners or experts
who can manage congenital metabolic disorders;

Releases NBS results to attending practitioners, or directly to parents if
the attending practitioner is unavailable; and

Monitors and evaluates the implementation of NBS within the institution.
For RHUs, include barangay health workers in the monitoring.

Newborn Screening Team

The NBS Team is crucial to the effective and systematic implementation of NBS
in the NSF. It is important that each health facility organizes its own NBS team.

A. Steps in Organizing the Newborn Screening Team

L.

Organize the NBS team by identifying key individuals who will ensure
successful newborn screening in the health facility.
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Identify the Overall NBS Coordinator and Assistant Coordinator/s in the
facility.

Assign specific tasks to key persons/staff members.

Formulate an action plan to include resource requirements, time frame,
targets, and indicators for success of the NBS in the catchment area.

B. Duties and Responsibilities of the NBS Team

The NBS team must ensure proper and efficient implementation of NBS. The

NBS team should delegate tasks to identified key persons and set standards

and guidelines for each. A sample task list is provided below:

Lok W=

Supplies disbursement

Staff training

Advocacy/promotion of NBS

Collection and sending of samples

Release of NBS results and recall of patients for retest

Recall of positive screens/referral/follow-up of confirmed patients
Documentation and reporting of confirmatory results to NSC
Financial concerns

Submission of reports (i.e. census)

Newborn Screening Continuity Clinic (NBSCC)

The NBSCC refers to an ambulatory clinic based in a tertiary hospital identified
by the DOH to be part of the NCNBSS Treatment Network. It is equipped to
facilitate continuity of care of confirmed patients in its area of coverage.

Host Facilities — Continuity Clinic

This tertiary hospital, referred to as the host facility, is equipped to facilitate
continuity of care of confirmed patients in its area of coverage.

In terms of implementation of the NBSCC, it has the following specific functions:

1.

Sets-up newborn screening continuity clinic and Birth Defects Continuity
Clinic;
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Oversees the selection and hiring of personnel for the NBSCC in their
facility through the Chair of Department of Pediatrics;

Provides clinic space for patient consultation and workstation for the
follow-up nurse;

Assures the best possible outcome for individuals with disorders
identified through newborn screening by providing long-term follow-up
treatment and management to all confirmed positive patients in their
assigned region/s;

Attends to patients with birth defects for long-term care and management;
Integrates the NBSCC to the current services of the host facility; and
Ensures the sustained operation of the NBSCC and Birth Defects
Continuity Clinic, according to the Operational Guidelines set by the
DOH and the NSRC for NBSCC.
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NCNBSS Manual of Operation

Implementing NBS involves the different steps in the practice of NBS from motivation of
parents to the management of patients:

Educating parents is best done by the health practitioner directly
involved in the prenatal check-ups. Early motivation gives parents
enough time to save for the NBS fee.

1

Collection of blood specimen is done immediately after 24 hours from
Collecting Samples | birth. Samples may be collected by a physician, nurse, medical
technologist, or a trained midwife.

1

Sending Samples to | Air drying of samples is done for 3 hours and then send immediately to a
the Laboratory NSC. Arrange regular pick up of samples by a courier.

1

Performing the Performance of the tests of all disorders included in the NBS panel is
Tests done at duly accredited NSCs.

1

Abnormal or elevated results and instructions are relayed immediately
by phone or fax. Normal results are relayed to NS within 7 to 14 working
days after receipt of sample. Results are sent to the NSF through fax,
email, or courier. The NSF is responsible for relaying the result to

parents.
1

Recall of patients with positive screens is the responsibility of the NSF.

Educating
Parents

Relaying of NBS
Results

Recalling of Patients

and management should be done immediately.

conditions in the NBS panel is the responsibility of the attending
physician or the NBS Continuity Clinic. The follow-up nurse of the NSC

Managing of
Patients

appropriate management is done regularly.

Figure 2. Flowchart of newborn screening activities.

The basic system and processes for ensuring successful newborn screening is shown in
Figure 3 below. Details of each step are discussed in the succeeding pages.
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Step 1: Educating Parents ‘

1

Step 2: NBS Specimen Collection ‘

1

’ Step 3: Handling & Transport of Samples ‘

1

’ Step 4: Performance of NBS Tests at NSC ‘

1

Step 5: Relaying of Results to NSF ‘

1
! ¥ !
’ NORMAL Results ‘ ’ POSITIVE Screens ‘ ’ UNSATISFACTORY Samples ‘
y |
Release of NBS results Step 6: Recall of Step 6: Recall of
to NBS Coordinator or Patients Patients

Attending Practitioner

Confirmation of Disorder

Y

Step 7: Management/
Referral/ Monitoring of
Positive Cases

y

’ Short Term Follow-up ‘

y

’ Long Term Follow-up ‘

<t .
’ For repeat sample collection

Figure 3. Newborn screening flow of implementation.

Educating Parents

Education of parents is essential for the successful implementation of NBS. Proper and
early education of parents about NBS and its benefits will help parents understand NBS
and motivate them to have their baby screened.
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All health workers who provide prenatal care and assist in the actual delivery of
a baby are responsible for informing parents about newborn screening.

Education of parents may begin from the time the parents plan to have children to
the time the baby is delivered. Venues include:

» Pre-marriage Counseling Sessions
= Mother’s classes

= Prenatal Visits

»  Home Visits

The following issues must be discussed: (see Annex 14: FAQ on Newborn

Screening)

= What is NBS? What disorders are being screened?

=  Why is NBS important? What are the benefits to the newborn?
= How is NBS performed?

= Cost of NBS

The earlier parents are informed of the benefits of newborn screening, the greater
the chance of NBS being performed.

What if parents refused to have their baby screened?

Parents may only refuse testing due to religious belief. This must be accompanied
with a written refusal form (see Annex 15). This document should be filed with the
baby’s medical record at the NSF.

Collecting the Specimen

It is important to strictly follow the procedure for dried blood spot (DBS)
sampling because proper specimen collection ensures accurate results. Care must
be taken in order to prevent contamination.
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Personnel who can collect blood sample for NBS

Any trained health worker such as physicians, medical technologists, nurses,
and midwives may collect blood specimens for NBS.

Best/Ideal Time for NBS sample collection

Sample must be collected immediately after 24 hours from birth before sending
the mother home.

= Sample collection done before the ideal time may result either false positive
or false negative screen.

= NBS samples taken less than 24 hours of life will require urgent repeat sample
collection

=  Forinfants that are SICK, PRETERM, and with LOW BIRTH WEIGHT, (see

page 37)

Place to collect the sample

Any clean/dry/secured place can be designated for sample collection.

Filling out the Newborn Screening Filter Card

A. Accomplish the NBS filter card properly

= Avoid contamination

»  Prevent mislabelling

*  Ensure COMPLETE and ACCURATE data. Incomplete data leads
to the DELAY in interpretation and release of results. WRITE
CLEARLY AND LEGIBLY. AVOID ERASURES. Data erasures
might cause information to be invalid.
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General Guidelines in filling out the NBS Filter Card

1. Make sure that hands are clean and dry before handling the filter card.
Do not put oil or hand lotion as this can cause contamination on the
card.

2. Fill out the NBS Filter Card with the correct information. Use a
ballpoint pen with black or blue ink. Do not use water soluble ink
pens because these may run and contaminate the sample. Avoid
touching the specimen collection portion of the filter card.

3. Do not insert the filter card in the patient’s chart to avoid
contamination of the filter card.

4. Fill out all items legibly and completely. Use BLOCK LETTERS and
leave a space () between each word. Each box corresponds to only
one letter or number. If the boxes provided are not enough to
accommodate the whole name, fill in the information until the last
available box.

The information requested for on the filter card is important in the interpretation of
results. It is essential that the card be filled out completely.

Important Reminders

O Do not write anything in the pink-shaded portion/box of the NBS Filter Card
labelled FOR LABORATORY USE ONLY.
O Complete all information requested.

O Write legibly.

O Check the NBS Filter Card for accuracy of information and completeness of data.

O Perforated portion indicating “Detach for Philhealth Use” must be attached to
the Philhealth claim form.
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Figure 4. The newborn screening filter card.
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Check the box INITIAL SAMPLE if the card to be submitted is
the first blood sample (of the baby) sent for newborn screening

Check the box REPEAT SAMPLE if the card to be submitted is
a repeat sample (i.e. second sample taken from the baby because

the first sample was either outside normal range, unfit or
unsatisfactory.

O

Refers to the chronological
order of births.

For Twins: 2A for the first
baby delivered and 2B for the
second baby

For Triplets: 3A for the first
baby delivered, 3B for the
second baby and 3C for the
third baby

T() AVOID DELAYS IN PROCESSING COMPLETE THIS FORM ACCURATELY

) | INITIAL SAMPLE

[ | REPEAT SAMPLE

| | @

| For Twins 2A, 2B
For Triplets 34, 3B, 3C

—@LLI LIl 1][]]
Baby's Last Name
I

For Multiple Births

Mother's First Name

Date of Birth (ddmmyy) | Time (hhmm)

| | | |DAM

Refers to the time the baby
was born hhmm = hours,

minutes.

Check AM box if baby was
ddmmyy means born in the morming.
day, month, year Check PM box if the baby

was born in afternoon.

M - Malke
F - Female
A - Ambiguous

Sex Birth weight(gms)

rite M if the baby is
male. Write F if the
baby is female.
Write A for babies with
ambiguous genitalia (i.e.
external genitalia does
not conform to the
“typical” male or female
appearance).

If mother is married, Baby’s last name refers
to the mother’s MARRIED SURNAME.

If unmarried, use the mother’s MAIDEN
SURNAME.

Note: Newborns are identified by their
mother's name.

Baby’s birthweight in grams

Note: Baby’s weight is
important in interpreting the
results for CAH.

Figure 4.2 Accomplishing the newborn screening filter card: baby’s information.
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Date when the newborn
screening blood sample
was collected

ddmmyy= day, month,
year

Note: Please see
further instructions for
samples collected less
than 24 hours.

aNd

Time when blood sample was
collected

hhmm = hour, minutes
Note: Information important when
date of birth and date of

collection are the same.

Best time to collect: immediately
after 24 hours

by heel prick method.

from the umbilical cord.
Write (3) if sample was collected
through venous route.

Note: Heel Prick method is the
ideal and recommended method.

as a substitute.

L]

8L

| - Heel

::\: u—@ ity j :'5:|I|ﬂu:

ate of COHGCNOH fddmmy,; Time (hhmm}) " Age of [sestatiol Specimen
1.[] Breast 2.[] Lactose Formula 3.[] Soy/llactose-Free 4. ] NPO

Feeding

5.1 TPN

6Ll118&82

7.L118&3

Hospital/Place of Collection

O—

Hospital/Place of Birth

efers to the type of milk feeding given
to the baby at least 24 hours prior to

NBS collection.

Check the number that corresponds to

the type of feeding given:
(1) Breast

(2) Lactose formula

(3) Soy/Lactose-Free

(4) NPO (no milk feeding since birth)
(5) TPN (total parenteral nutrition)
(6) 1 & 2 (mixed feeding of breast and

lactose)

(7) 1 & 3 (mixed feeding of breast and

soy formula)

Note: Important in interpreting GAL
and PKU test results. For 3, 4, 5- repeat
NBS required when newborn is on full

lactose feeds for 24 hours.

Glucose-water feeding is considered

NPO.

Write (1) if the sample was taken

Write (2) if sample was collected

However, when it is not possible to
perform, venous blood may be used

Write the age of the newborn in
weeks as assessed by the attending
health practitioner.

Note: Important in interpreting
results of CAH and CH; preterm
requires repeat NBS at 28" day of
age.

Refers to the NSF where the
newborn screening sample
was collected.

Write the complete name of the institution
or place of birth (e.g. hospital, lying-in,
home). If the baby was born at home,
write HOME in the space provided.

Note: Important identifier especially for
transferred newborns and home births

Figure 4.3 Accomplishing the newborn screening filter card: hospital information.

29




G Write the number that corresponds to the

Refers to the physician or health practitioners

worker attending to the baby at (1) Doctor

birth. (2) Nurse
(3) Midwife

Last Name, First Name (4) Others (BHW, hilot, etc.)

Note: Very important in the recall
and follow-up of patients with
positive screen and unsatisfactory
samples, and release of results.

Write the Mobile or Cellular phone
number of the attending practitioner.

Gﬂ\ttendlng Practitioner (Last Mame |First Name)
The Praciitioner | |1. Doctor 2. Murse{ 3. Midwife 4. Other

I ", A B

ractitioner’'s Day Contact Number Practitioner's Mobile Number

aby's 0. Normal 1. Sick 2. On Antibiotics 3. Date of Blood Transfusion
Status I I 4. Combination of above, please state

5. Other rdevant dinical information

Write the Day Contact
Number of the attending
health practitioner.

Write the number that corresponds to the clinical condition at the time NBS sample was collected. If
the baby’s status is not among the listed choices 1-5, indicate and state the baby’s condition on the
space provided for (6).

(1) Normal

(2) Sick

(3) Premature

(4) On Antibiotics

(5) Date of Blood transfusion

(6) Combination of above. Please state

(7) Other relevant clinical information (See Annex 23)

Note:

®  The interpretation of CAH result depends on the weight of the baby <2000g vs > 2000g).
Information may be helpful in interpretation of NBS results. (Include stillbirth/ neonatal death,
Simian crease, large tongue, Trisomy, ambiguous genitalia, jaundice, kernicterus, sibling has
previous history of hypothyroidism/CAH, mother has or undergoing medication for
hyperthyroidism, history of cataract, or child has mousy odor urine).

®  The Experts’ Committees recommend using significant clinical information for all tests. These
are listed in NSRC Memorandum 2023-04, found in Annex 23, p. 203.

Figure 4.4 Accomplishing the newborn screening filter card: practitioner's information
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Complete name of the parent or guardian of the Complete mailing address

newborn: Last Name, First Name. of the parent or guardian:
Number, Street Name,

Note: Very important for recall or follow-up of Barangay, City/

positive screens and unsatisfactory samples, and Municipality, Province, Zip

release of results. Code.

FOR LABORATORY USE ONLY | H

——————————————————————————————————————————————————————— =] | [z
E 128
'@ i i
18 e o
L 5 =S =
Lo =2 =
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, O I o
Old Patient ID o o
Repeat sample required due to: Qo | o
° — | —
O cont/ins sample O delayed transit (>14 days) o~ o~
© NPO/TPN/SOY © post -BT orET
Q) <24 hrs after birth Q initial positive

Q pretem, low birth weight O sick

L1 ]|
@ Name of Parent/Guardian
I I

LI I \
T
i \

Number and Street

NI

panded Newbprn Screening

CH FOR PH|LHEALTH USE

Barangay / City
HlEEEE e — )
Province Zip code e Sticker for
@“ LILLLLLLIT ] ] - Philhealth claim,
Contact No. of Parent/Guardian ——— ] ! detached and
L\\Jdllllur‘!d\ lum'u-.l ‘Hu |o! I»"are‘m Giual‘dmr! ‘ | [ ‘ | % place in the
: — 1 g Philhealth claim
—_— form.
Write the telephone or mobile number Get another contact The sticker placed by the NSC
of the parent. Indicate the name of the number of the on this space determines if the
contact person when parents do not parent/ guardian. sample will be tested for
own the telephone indicated. expanded newborn screening.

Figure 4.5 Accomplishing the newborn screening filter card: contact details.
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B. Heel Prick Method

Collect the sample using heel prick method. Heel Prick is the preferred
method for collecting blood samples for NBS. Practitioners must be
trained to ensure that the collected samples are acceptable for proper
testing and analysis.

Venous blood may be used as an alternate when blood is extracted for
other tests. In this instance, remove the extracting needle before applying
the blood onto the filter card. Umbilical cord sample is not an ideal
sample because of high rate of false positive and false negative results.

1. Prepare the necessary materials:

= 3 warm, moist towel

= clean, powder-free gloves

= 70% ethyl alcohol or sterile water

= dry and wet cotton balls/swabs

= NBS filter card (properly filled out)

= sterile lancets (1.0mm deep by 2.5mm

long)
=  micropore tape
= drying rack Figure 5. Supplies needed for NBS

sample collection

2. Warm the baby’s heel

= To facilitate sufficient and free flow of
blood, hold the baby’s leg lower than
the head. The temperature should not
exceed 40°C.

=  QGentle rubbing of the baby’s heel is
another method to warm the area.

Figure 6. Warming the baby's heel.
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3. Clean the puncture site

= Clean the area thoroughly with
70% ethyl alcohol or sterile
water swab.

Figure 7. Cleaning the puncture site.

4. Dry the puncture site

=  Wipe the prospective puncture site with a dry cotton ball to
prevent contamination of the specimen with the alcohol or sterile
water.

5. Prick the heel

= Make two punctures in quick
succession on the lower lateral
borders of the heel.

-y ¥

Figure 8. Pricking the baby's heel.

DO NOT PUNCTURE the following sites:

= arch of the foot

= swollen area

= previously punctured area
= fingers

o For babies weighing less than or equal to 4.4 Ibs or 2.0 kg,
the puncture wound should be less than 0.85mm deep by
1.75mm long. Use the appropriate lancets.
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Wipe the first drop of blood with dry sterile cotton to avoid
contamination of the blood sample.

Apply gentle intermittent pressure to the area surrounding the
puncture site.

= Do not squeeze the heel too hard because this may cause
interstitial fluid to leak and contaminate the specimen.

= If blood flow slows down, release your grip and then wipe the
puncture site again with DRY cotton to remove the clot.

Place the blood onto the filter card

= Allow a big drop of blood to form
on the baby’s heel before

applying it onto the filter E

collection card. - \ € -‘
* Place one drop of blood on each =™ w d

of the 4 circumscribed circles. \

Aim for complete saturation of A\.

each of the four blood spots. Figure 9. Dropping blood on the

= Apply blood only on one side of filtercard.
the filter card. The blood should
soak through the paper such that the blood spots look alike on
both sides of the filter card.

= Do not superimpose blood drops one on top of the other to
prevent layering. Layering will increase the concentration of
blood metabolites and may result in falsely elevated values.

Dry the samples

=  Dry samples horizontally on a drying rack at ambient (room:
20-25°C) temperature for at least 3 hours or until completely
dry. See figure 16 on page 46.

=  Samples must be kept in a horizontal position so that blood is
distributed evenly.

* Avoid exposure of filter collection cards to direct sunlight,
artificial light, or heating instruments.
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C. Acceptable specimen

Figure 10. Acceptable specimen.

D. Unacceptable Specimens

These NBS samples are unfit for testing.

Figure 11. Insufficient sample (blood collected is not
adequate to perform the newborn screening test.

Figure 12. Sample dilated by plasma (with serum rings).

Figure 13. Oversaturated samples.

©906¢

Figure 14. Sample appears scratched or abraded.

. -
LY f'
. L [}
P4 ]
- ¢ ~ o

Figure 15. Clotted or layered sample.
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E. Special Circumstances in Sample Collection

The following circumstances may sometimes be encountered in NBS. It is
important to note and indicate these information on the NBS filter card
because they are significant in the interpretation of the results.

1. Stillbirth/ Neonatal Deaths
Label the sample: “stillbirth or neonatal death” for post-mortem

sample. This should be written on the blank for Baby’s Status.

2. Feeding

= The feeding information is important for the interpretation of,
GAL tests and aminoacidopathies, such as PKU and MSUD.

=  Check specific type of feeding on the filter card (Breast,
Lactose Formula, Soy Formula, etc.).

= Specify whether the patient is on intravenous fluids (IV),
Total Parenteral Nutrition (TPN), Nothing Per Orem (NPO).

=  For patients on NPO or TPN, repeat collection must be done
after lactose feeding is instituted or resumed for at least 24
hours. (Note: Newborns being given glucose water only are
considered NPO).

3. Antibiotics
NBS may still be done even if the newborn is on antibiotics. However,

this information should be indicated on the filter card.

4. Blood Transfusion (BT)

=  Sample collection must be performed PRIOR to any blood
transfusion. Details on any blood works done are important in
the interpretation of results.

* Information should be duly noted on the filter card.

5. Premature, low birth weight, or sick infants
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= First sample collection of Infants who are premature (<37
weeks), low birth weight (<2000 grams), and sick? must be
immediately done after 24 hours of life.

= A repeat NBS testing MUST be done at 28th day of life.

When requested, repeat sampling should not be delayed. Repeat sampling is
required for the following:

1. Rejected samples due to unacceptability (see Figures 9-15)
2. Special cases:

= Early sample collection (i.e. sample taken less than 24 hours
of life)

= Sample collected less than 48 hours after blood transfusion

= NPO or no oral feeding since birth

» Lack of lactose-containing feeding 24 hours prior to blood
collection (i.e., those on glucose water feeding)

= NBS sample received by the NSC more than 14 days from
date of collection

A number of factors, including infant condition, treatment, and maternal status,
increase the risk of missed or unreliable testing for premature, low birth weight,
and sick newborns ( i.e. abnormal results such as elevated amino acids may
resolve at 28 days of life; thyroid function may have matured to expected levels
at 28 days of life.) Initial screening cannot wait for 28 days because the goal of
screening is to identify and treat every affected infant before the onset of
symptoms. Delayed treatment can result in irreversible mental and physical
damage. Hence, there is a need to repeat their NBS on the 28th day of life to
ensure the reliability of results. There are also numerous published
international and local studies to back up this protocol.

Handling and Transporting Newborn Screening Samples

Proper handling is important to prevent contamination and to maintain the
integrity of the DBS. The filter collection card with DBS is extremely sensitive to
environmental conditions and substances. The immediate transport of samples
ensures prompt testing and analysis, allowing for the timely diagnosis of the
baby’s condition.
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2 Sick is any baby admitted to the neonatal intensive care unit (NICU) or requires intensive care. The intensive care
being given to the baby may be because of the baby’s prematurity, low birth weight, diagnosed/suspected illness, and other medical
or surgical problems. A newborn admitted to the NICU for observation purposes only and is not receiving intensive care does NOT
qualify as sick baby. In addition, babies receiving antibiotics for suspected sepsis or those under phototherapy for physiologic
jaundice also does not qualify as sick babies. However, a baby who is not admitted to the NICU but is receiving intensive care due
to prematurity, low birth weight, or diagnosed/suspected illness DOES qualify as a sick baby. The assessment as to whether the
baby is receiving intensive care or not is upon the clinical judgement of the baby’s attending physician.



Proper Handling of NBS Samples
DOs:

1. Air-dry NBS filter cards at room temperature (20-25°C) for at least 3
hours on a specially designed drying rack. Blood spots should be
positioned horizontally on the drying rack so that blood is distributed
evenly.

Figure 16. Proper drying of newborn screening samples.

2. Keep samples in clean, dry, open areas with dim or normal lighting.
3. Avoid exposure of filter collection cards to direct sunlight, artificial light,
or heating instruments.
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DON’Ts:

DON’T store filter cards in drawers, closets, or
sealed plastic bags. This favors bacterial growth
and may result in contamination.

DON’T touch or smear the blood circles
before, during, or after collection.

Figure 17. Improper storage of filter card.

DON’T keep cards
near substances that
emit fumes such as
paint, varnish,
aerosol sprays,
insecticides and the
like. Exposure to
these agents will
result in fixation of
the blood on the
filter card and
prevent elution with
reagents.

Figure 19. Non-exposure to chemicals
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Figure 18. Improper handling of filter card.

DON’T expose

to intense heat

or direct
sunlight.

Enzymes in the
blood are easily

destroyed by

heat.

Figure 20. Non-exposure to heat.



Other sources of contamination include:

Liquid spills as this dilutes blood concentration and results in falsely low
values of metabolites

Powdered lactose residue on hands from the gloves

Hand lotion

Transporting NBS Samples

Preparing the samples for transport:

1.
2.

o

*x

Once the sample is dry, it is ready for transport to the NSC.

Compare the NBS sample collected with the “Simple Spot Check” poster
(available with your initial order) to make sure that the specimen is valid
for testing. (See Annex 16).

Stack the dried filter collection cards alternately, so that the blood spots
do not lie on top of another.

Wrap the stacked samples in clean paper and place inside a letter
envelope. DO NOT wrap samples in plastic or put directly in plastic
pouches. This encourages bacterial growth and results in contamination.
Accomplish the Transmittal Form completely and accurately. The
transmittal form (see Annex 17) is an important countercheck for the
samples sent by the NSF to the NSC. Ensure/countercheck that
Transmittal Forms reflect the contents of every package. Write the
individual names of the patients.

Accomplish the courier forms completely.

Insert the NBS samples and the accomplished transmittal form inside the
courier envelope.

Address the envelope to NSC.

Arrange for regular pick up of samples with a courier. It is ideal to send
NBS samples immediately after collection and air-drying. Pick-up and
transport of specimens is done daily via the official courier of the NSC.
Ask for the tracking number from the courier representative.

On weekends and holidays, keep the NBS samples inside the paper envelope,
outside the courier bag in a cool room and send on the next working day.
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Keep away the blood samples from rodents and other pests.

DO NOT BATCH NBS SPECIMENS COLLECTED ON SEPARATE DAYS.
Specimens should be sent to the NSC as they come on daily basis
(Monday — Friday), regardless of the number of samples.

Means of transporting DBS

NBS blood samples are sent through partner couriers. If these couriers are not
available in your area, special arrangements can be made with bus
companies, jeepneys, and other public means of transportation to transport
NBS samples efficiently and promptly. Coordinate with the NSC for the special
arrangements. To ensure that they are properly handled, packages should have
special labels (i.e. do not delay, keep dry, avoid exposure to heat, etc.).

Performing the Newborn Screening Tests

Upon receipt of NBS samples at the NSC (day 1), they are sorted and assessed for
suitability for testing. All samples received at the NSC are assigned a unique
accession number and entered into the NBS Database.

Ideally on Day 1 to 2, the NBS tests are performed on the accepted samples.
Samples are run together with internal and external controls.

NBS tests are done by qualified and trained medical technologists or laboratory
scientists. Testing and analysis are done based on the ordered tests.
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Expanded Newborn Screening Panel

Table 1. Disorders included in the Expanded NBS panel and the metabolites tested.
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See Figure 22 on releasing of results based on baby s age.

Steps in the Relay of NBS Results

1. Relay of results from the NSC to NSF
2. Relay of results from the NSF to parents/guardian

NBS Result from NSC

1

NSF

1

Parent/Guardian

Figure 21. Flow of release of newborn screening results.

NBS Summary Report/Individual Result

The NSC generates a NBS Summary Report and Individual Result regularly (see Annex
18: NBS Summary Report and Individual Result). The Summary Report contains a
listing of all babies who have undergone NBS and their respective results. The individual
result is the patient’s copy of the result. The NBS Summary Report and the Individual
Result are transported to the NSF within 7 to 14 working days from the date the samples
ware received by the NSC. The report is retained in the NSF while the Individual Result
Forms are forwarded by the NSF’s NBS team to the respective health practitioner of the
specific newborn.

Types of NBS Results

m  Abnormal NBS Results or outside normal limits
m  Unsatisfactory
m  Normal NBS Results or within normal limits

44



Normal NBS Results

The NSCs release NORMAL results (Individual Result Form and NBS summary
report) to NSFs via fax or email usually on the 7th working day from the date of
receipt of sample. For NSFs that do not have fax or email, hard copies of
the results are sent through courier within 14 working days from the date of
receipt of sample by the NSC.

The NBS Coordinator is responsible for ensuring the distribution of the individual
NORMAL NBS results to the Attending Physician or Health Practitioner who
attended the birth of the newborn.

When both the NBS Coordinator and the Attending Physician are not available,
the result may be given directly to the parents.

The NSF must have a designated NBS area from where the NBS results can be
released directly to the parents. Documentation of this direct release should be
placed in the newborn’s health record.

Abnormal NBS Results

The report is sent to the NBS Coordinator and the Attending Physician through
fax or email (see Annex 19: Abnormal NBS Result) and via telephone immediately
after the results are released from the laboratory. A hard copy of the
abnormal NBS result is sent through courier.

The NSCs release individual NBS results for NBS samples that are positive for
any one of the disorders in the NBS panel. The report contains the following
information:

Sample ID

Patient’s ID

Mother’s name

Date of birth

Sex

= Date of sample collection
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= Hospital of collection
= Result of NBS (specific test)
= Attending Physician

The report may also contain the following:

= Actual values and normal laboratory reference ranges of the metabolites
tested for each disorder
= Instructions on what to do next for elevated results

Recalling Patients

Recall is the immediate location or tracking of a newborn with a positive screen
for appropriate laboratory testing to confirm the diagnosis and, when appropriate,
provide treatment.

It is the act of calling the parents or guardians of the patient to inform them that
the baby needs one of the following:

= Repeat blood sampling
= Confirmatory and ancillary tests

Types of Recall

= Recall of babies with positive screen
= Recall of babies with unfit/unsatisfactory sample

Recall of babies with positive screen (see Figure 23)

* Any baby with a positive screening result must be recalled immediately
for either repeat sample collection or specific confirmatory test.

»  The recall of the patient is the main responsibility of the Attending Health
Practitioner. Because of his rapport with the patient’s family, the health
practitioner is in the best position to explain to the parents the need for
further testing.
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m In the absence of the Attending Health Practitioner, recall of a patient with
positive screen is the responsibility of the NBS Coordinator and the NBS team

of the NSF.

m  NBS Coordinator may coordinate with the DOH Regional Coordinator at the
DOH-CHD/MOH BARMM for assistance in recalling the patient.

Day 1 at NSF: Collect Blood Samples

Day 1-2 at NSF: Send Samples to the
NSC by courier after drying

y

Day 2-3 at NSF: Samples are received,
sorted, and encoded in the database

Y

Day 2-3 at NSF: Samples are received,
sorted, and encoded in the database

y

SATISFACTORY Samples

Y

Day 2-3 at NSC: Tests are
performed on samples

V

POSITIVE Screens

|
Day 3-4 at NSC: Further
testing is done for

phone and/or fax

Recall of patients with
POSITIVE SCREENS within
24 hours

UNSATISFACTORY Samples

l

NORMAL Screens

Day 2-3 at NSC: Recall of
patients for repeat sample
collection

*|deal: Recall within 24 hours

l

Day 7 at NSC: Release
of NORMAL SCREENS, 7
working days after receipt

of samples at the NSC

Results are sent to NBS
Coordinator via courier,
fax or email

Figure 22. NBS flow from sample collection to release of results based on baby's age.
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Recall of babies with NBS Samples Unfit and/or Unsatisfactory for
Testing

Equally important is the recall of patients with rejected samples (See Figure 24).
The proper blood sample must be taken immediately in order to perform the NBS
tests.

What makes a dried blood spot (DBS) not fit for testing?

= Contaminated (by liquid, dirt, abrasions, smears)
= Insufficient blood (not enough blood to perform the whole newborn screening
panel)

What makes a dried blood spot (DBS) Unsatisfactory?

=  Sample taken within 48 hours after blood or exchange transfusions

= Sample taken when patient is on Total Parenteral Nutrition (TPN)

= Sample taken when baby was on Nothing Per Orem (NPO)

* Early sampling (baby less than 24 hours of life)?

»= NBS samples received at NSC more than 14 days from date of collection

o The NSC personnel will notify the NBS Team of the NSF about the
patients with unfit samples by phone, text message, or fax within 24
hours of sample receipt at the NSC.

o When the patient is not able to return to the hospital of birth for repeat
sample collection, the NBS Coordinator should direct the patient to
another NSF (preferably near the patient’s place of residence) for
repeat sampling.

3 Except for sick, preterm and has low birth weight baby
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’ POSITIVE SCREENS

’ NSC Informs AP/FC immediately ‘

’ AP/FC Recalls patient ASAP ‘

v

Patient
RECALLED

v

Protocol per test followed

v v

Patient
UNRECALLED

v

Patient unrecalled within
24 hours

1. NSC contacts patient
directly or coordinates
with CHD

2. NSC or CHD conducts

visit

v

Patient unrecalled after
a week

v

CONFIRMED POSITIVE NORMAL Result
l l
NSF Infromed NSF Infromed

! !

AP/FC refers patient to Relay to AP

medical specialists for

evaluation, management, !

and monitoring |

depending on specific Relay to parents

disorders.

1. Metabolic specialist/
Clinical geneticist

2. Endocrinologist

3. Hematologist

LEGENDS: AP=Attending Practitioner

FC=NBS Coordinator at NSF

POSITIVE SCREENS or OUTSIDE THE NORMAL LIMITS
LTFU=Lost to Follow Up

Pending List= List of patients who are being recalled

1. NSC sends follow-up
letter to FC every week

2. NSC writes to patient

every week (5 weeks)

3. If the 3rd letter still

has no response, NSF
follow-up team makes
another home visit

4. NSC sends “Pending

list” report every
month to NSF

{

v

Figure 23. Recall of babies with positive screens.
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UNSATISFACTORY SAMPLES

NSC informs AP/FC immediately

1. AP/FC recalls patient ASAP
2. NSC assists in recall (if necessary)

02

Patient
RECALLED

v

Repeat collection at NSF
|

v

Sample sent to NSC
|

v

Test Performed at NSC
|

v

Release of Result

Patient
UNRECALLED

v

If no sample received
after one week, NSC
follows up “RECALL" by
calling FC weekly and
sending follow up letters

02

If no sample received
after one month, NSC
sends “pending list”
every month to FC

v

If no sample after 3
months, NSC declares
patient as LTFU

LEGENDS: AP=Attending Practitioner

FC=NBS Coordinator at NSF
LTFU=Lost to Follow Up

Pending List= List of patients who are being recalled

Figure 24. Recall of babies with unsatisfactory samples.




Reasons for immediate recall of patients

Prompt recall of patients with elevated results is critical in saving babies from
mental retardation or death.

A delay in the recall means a delay in the repeat collection that will delay the
diagnosis and management of the disorder.

A.

Means of recalling patients

Phone calls

Text messages

Sending letters, telegram, fax, or email

Utilizing tri-media advertisements in tabloid, local, and

national newspapers, radio and television announcements

Visiting patient’s home

Coordinating with the provincial health office, municipal health office,
LGU and/or health center for assistance

Coordinating with civic organizations

Responsibilities of the NBS Coordinator in the recall of newborns with
positive screens and unsatisfactory samples

Prompt notification of the Attending Practitioner of positive
screens/unsatisfactory samples;

Immediate notification of parents about the NBS results of their newborn
if the Attending Practitioner is not around;

Immediate facilitation of repeat blood collection from babies with
elevated results or rejected samples;

o If the baby is not around the vicinity of the NSF, facilitate repeat
collection in another NSF near the patient’s current residence.

o Contact the NSRC or visit the NSRC  website
www.newbornscreening.ph for the list of participating NSFs.
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o Ensure that all patients with unfit samples are recalled and repeat
collection is done immediately.

Parents do not have to pay for repeat blood collection due to elevated NBS result.
See page 61 for the NSC card replacement procedure.

o Over-all coordination of NBS operation in the NSF; and
o Point person for communication with NSC.

C. Responsibilities of the NSC Follow-up Nurse Coordinator in the recall of
newborns with positive screen and unsatisfactory samples

= Ensures that all positive screens are recalled immediately;

=  Monitors all patients with positive screens until confirmation of a disorder
has been made;

* In confirmed cases, ensure that patients and their records are turned over
to the NBSCC for long term management;

= Documents and manages files of positive/confirmed cases;

* Acts as point person for parent queries regarding NBS disorders and
results; and,

* QGives regular census of cases to the NSRC.

D. Proper Documentation

= Effective recall relies on proper documentation of information about all
babies born within the catchment area of the NSF.
= Document the following information:

o Complete address of patient

o Contact numbers (landline and cellular or mobile phone
numbers) of patient’s parents or guardians

o Contact numbers (landline and cell phone numbers) and address
of individuals who can assist in the recall of the patient (i.e.,
neighbor, barangay captain, barangay health worker, midwife)

o All efforts made to recall a baby and file in baby’s chart
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= In cases of parent refusal for further testing, secure a written refusal to
document this fact (See Annex 20: Parent Refusal Form)

= In cases when the NSF is unable to recall a positive screen after 3 months
of continuous maximal efforts, NSF must send a communication to NSC
regarding this “failed recall”.

Managing, Referring, and Monitoring of Patients

Prompt and appropriate management of babies with a positive screen is essential
for saving these babies from the debilitating consequences of the disorders being
screened.

The NCNBSS includes not only screening and diagnosis, but also short-term
and long-term follow-up care through case treatment, management, and
monitoring. All of the conditions identifiable through newborn screening are
chronic, and therefore require medical care and other related services
throughout the affected individual’s lifetime. A newborn screening follow-up
system in place will ensure effective disease management after diagnosis.

Short Term Follow-up

Short Term Follow — up covers recall of babies with positive screens, diagnosis
of positive screens, and if confirmed positive in one of the disorders -
initial treatment and management. Monitoring should be done regularly
through the Attending Physician or by direct inquiry from the parents until
initial treatment.

While it may be easier to contact parents directly, it is recommended that the
NBS team in coordination with NSC Follow-up Head consult the
Attending Practitioner and direct all communications through him/her in
order to avoid miscommunication.

A. Responsibilities of NBS Coordinator

1. Referral
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= Ensures that patients are referred to health facilities where
confirmatory tests can be performed.

= If the appropriate confirmatory tests are not available within the
area, the NBS team should facilitate the referral of the baby to the
nearest health facility where confirmatory tests are available. The
NBS team may call the NSC for assistance.

= Through the Attending Physician and the NSC Follow-up Head,
gives advice to parents on what to do and where to go when their
baby has a positive screen.

2. Management

» For NSF with medical specialists, ensures that patients are
promptly evaluated and are given appropriate management.

= In the absence of a pediatric specialist in the NSF, the
Attending Physician or NBS Coordinator coordinates with
the NSC for acute management and for contacts of doctors
with the appropriate expertise and facilitate early referral.

Long Term Management

Long-term follow-up comprises the assurance and provision of quality,
continuous management, condition-specific treatment, and age-appropriate
preventive care throughout the lifespan of individuals identified with a condition
included in the newborn screening panel. Integral to assuring appropriate long-
term follow-up are activities related to improving care delivery, including
engagement of affected individuals and their families as effective partners in care
management, continuous quality improvement through the continuity clinics,
research into treatment options, and active surveillance and evaluation of data
related to care and outcomes.

Continuity Clinic

All confirmed patients are referred to the NBSCC by the NSC for long-term
management. The Continuity Clinic serves both as a NBS long term follow-
up clinic and Birth Defects Continuity Clinic. A team of a part-time
pediatrician, a full-time nurse, and a genetic counselor run the clinic.
The principal goal of long-term follow-up is to assure the best possible
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outcome for individuals with disorders identified through newborn screening
and attend to patients with birth defects for long-term care and management.

A. Patient/Family-Centered Activities (Main)

Encourage family to maintain relationship with Newborn Screening
Continuity Clinic and Birth Defects Continuity Clinic to
ensure continuous and effective care.

Monitor compliance with treatment (facilitate referral to appropriate
sub-specialists, therapists, nutritionists).

Reinforce schedule of follow-up appointments and
work-ups endorsed by the NSC.

Provide follow-up counseling and anticipatory guidance to
the family.

Provide continuing education about the condition to the families and
the health professionals.

Set up patient/family support groups in coordination with NSRC.
Coordinate with DOH-CHD/MOH BARMM in patient recall (lost to
follow up cases).

B. Patient/Family-Centered Activities (Quality Assurance)

Prepare and submit reports of the two clinics to NSRC
(initial). Participate in monthly patient case audit.

Evaluate the extent to which the birth defects or newborn
screening long-term follow-up care is effective in improving
the patient’s health.

C. Program Activities

Collaborate with other agency partners of the program:
DOH-CHDs/MOH BARMM, NSCs, Clinical Genetics Units, CHGS,
NSRC, health facilities, health practitioners, and LGUs.
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D. Other Activities

= Attend to related workshops, meetings, seminars and conferences
(funded by either DOH-CHDs/MOH BARMM, NSC, NSRC).

Managing Patients

NSCs transfer the roster of confirmed patients, including protocols for
management and list of follow-up laboratory procedures, to the NBSCC using the
prescribed Patient Endorsement Forms (please see attachments) based on the
enclosed schedule.

Once patients have been endorsed under long-term follow-up care, the NBSCCs
are expected to:

= Make every effort, in coordination with respective DOH-CHDs/MOH
BARMM, to contact and schedule patients referred from NSCs so that the
necessary treatment and long-term follow-up care shall be given, as well as
timely monitoring shall be undertaken.

= Facilitate referral of patients needing consults to available subspecialists in
their facility or region. In cases wherein genetics evaluation and consultation
is not available in their region, the continuity clinic shall utilize the
Telegenetics Referral System.
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All hospitals, birthing facilities, RHUs, health centers, and other NSFs
throughout the country should have NBS specimen collection kits at all times.
It is advisable that the NSF should purchase at least 1 month stock of the NBS
Collection Kit. This can be estimated by getting the average monthly delivery
for the past year. The NBS specimen kits are available for purchase from
the NSC. The NBS Specimen Collection Kit contains the following:

Filter paper
Lancet
Transmittal Form
Brochure

Each NBS Collection Kit is good for one baby only.

Supplies

A. Filter paper

The filter collection card is a special grade of absorbent paper specifically
designed to collect blood samples for NBS analysis. The filter paper uses
a 903 Grade or equivalent with pH at 5.7 to 7.5 (test method ISO
6588-1). It has 4 circles, each measuring 1.27 centimeters in diameter
and on which the drops of blood samples are collected and allowed
to soak through. It has a lot number and has an expiration date.

Filter collection cards should be handled with care to avoid
contamination. See page 38 on the proper handling of NBS samples. They
are best stored in a cool dry place and away from direct sunlight.
Storage areas should be kept clean and free from roaches and rats.

Drying Rack

NBS specimens are individually air dried at room temperature in
horizontal position by placing them on a specially designed cardboard
rack. A single rack can accommodate approximately 10 filter collection
cards at a time. This is included in the starter NBS collection kit. Once
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drying rack becomes dilapidated after several uses, a drying rack can be
requested from the NSC free-of-charge.

. Lancets

The lancet used for NBS has rigid specifications to make it safe for the
babies who may otherwise sustain deep wounds or fractures if an ordinary
lancet is used. For well babies, recommended lancet size does not exceed
2.5 mm. Puncture wound depth does not exceed 2.0mm.

. Transmittal form

The transmittal form is an important counter-check for the samples sent by
the NSF to the NSC. Transmittal forms are sent back to the NSC together
with the sample. Mother’s name on each sample to be transmitted must
be written in the transmittal form including other attached items (i.e. check
payment or money order.)

. Brochure

The pink brochure contains basic facts about newborn screening and a

short description of each disorder. It is available in several dialects.

. Simple Spot Check Poster

The Simple Spot Check poster is a visual guide showing samples of a valid

specimen and invalid specimens. This is included in the NBS starter kit.
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Purchasing the NBS Specimen Collection Kits

A. Ordering

All orders for the NBS Specimen Collection Kits must be in the
Purchase Order (P.O.) of the requesting NSF, duly signed by the
authorized purchasing officer.
The P.O. is then sent to the NSC through:

o Courier or mail

o Fax
Minimum allowable order per P.O. is 5 sets of ENBS Specimen
Collection Kits. There is no maximum limit.

B. Delivery

L.

Ordered supplies are sent by the NSC through its official courier. A
Sales Invoice in duplicate form accompanies the order. The original
copy is retained and forwarded to the NSFs accounting department
by the person who received the goods. The duplicate copy is sent
back to the NSC.

The health personnel in charge of receiving the ordered supplies must
immediately inform the NSC of any discrepancy in the delivery
within the day the order was received. If no complaints are received
by the NSC, then the supplies will be deemed received in good order
and condition.

Orders will be delivered within 7 working days upon receipt of the
P.O. from the NSF. The NSF will be notified of any changes in the
delivery schedule.

C. Payment

L.

Terms:

= Prepaid

= (Cash on Delivery (COD)

= 45 days (or 60 days for PHIC accredited NSFs upon request) from
receipt of order and sales invoice
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2. Any unpaid account after the given term will incur an interest charge
of 2% per month until fully settled. NSC Unit Heads are authorized
to waive this penalty and/or extend terms of payment.

3. Payment may be made through any of the following ways:

Cash

Bank to bank payment
Check payments
Postal Money Order

4. Payment Details:

Through online system payment, indicate the hospital code,
hospital name, amount of deposit, and Sales Invoice number.
Keep the deposit slip for possible reference.

Through regular bank payment, the original validated deposit slip
should be immediately sent to the NSC for proper recording,
posting and acknowledgement.

5. The invoice number for which payment is made must be indicated at
the back of the deposit slip. The same must be done for check or
postal money order payments.

Replacement of Filter Collection Cards

Only filter collection cards used for repeat sample collection of patients who
have positive initial screening results are replaced free of charge by the
NSC. The NSC must submit the list of names of patients for which a second/
repeat card was used. Replacement cards are sent in the next order.

Other administrative mechanics

Each NSC will provide detailed administrative mechanics to guide NSFs.
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For a health worker to be able to do her/his obligation of providing parents and
guardians substantial information about the significance of NBS, it is imperative
that they are equipped with the relevant information about NBS. Trainings at the
regional level are coordinated by DOH-CHDs/MOH BARMM. Contact details
of Regional Coordinators are available at www.newbornscreening.ph.

There are various levels of training for implementers of NBS. They range from
simple orientation courses to formal training courses on management of
congenital metabolic disorders. Below is a table of training and orientation
activities on NBS. ENBS is incorporated in the training.

Facilitators Guidebook and other resources and training materials are available
for download at www.newbornscreening.ph/ resources.

Health practitioners can also do self-assessment through
www.newbornscreening.ph.
Table 2. NBS Training Courses
Training Target Participants Objectives Contents Duration Method
Course
Orientation BHWs & other 1. To provide basic = NBS and its importance | 1-3 hours Lecture
courses community volunteers information on NBS, the = NBS Panel of Disorders Testimonials
Local Government NBS Panel of disorders, = How NBS is Done Videos
Executives (LCE), early detection, = Highlights of RA 9288 :
NGOs, GOs, & other management and follow-up | = Costof NBS Flip Charts )
sectors 2. To elicit support for NBS Demonstration
NBS NBS Team per NSF 1. To provide basic orientation | = NBS and its importance | Y:day Lecture
Coordinators for health practitioners = NBS Panel of Disorders Videos
Training ) 2. To provide detailed = How NBS is Done Testimonials
NBS Coordinators at information on NBS = Highlights of RA 9288 Demonstrations
CHO and PHO level Operation, i.e. motivating = Costof NBS and Return
parents, sample collection, Demonstrations
specimen handling,
logistics management,
collection of fees, release
of results, follow up and
recall of cases
NBS Clinical Physicians 1. To provide basic orientation | = General Information on 1 day Lecture
Training for (pediatricians, on NBS NBS Video
Health obstetricians or family | 2. To provide information on = RA 9288 and IRR Case
Practitioners physicians), nurses, expected roles = NBS Operations Discussion
midwives 3. To discuss NBS referral = Clinical Practice or Demonstrations
network and NBS Algorithm and Return
Continuity Clinics = Expected Rates Demonstrations
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Training Target Participants Objectives Contents Duration Method
Course
Counseling Genetic counselors 1. To practice counseling = General Information on Role play
(nutritional/genetic) NBS Videos
= Principles in counseling Lectures
= (Clinical protocols Discussions
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Monitoring

Monitoring is the systematic and continuous process of observing and overseeing
program implementation without bias. Through monitoring, one is able to keep
track of activities to ensure that the program is proceeding according to plan. It
enables the managers to answer questions like:

= Are the activities directed towards the program objectives?
= Are the activities being done on time as planned?

= Are good standards being maintained?

= Are the targets being achieved?

The NBS Program has several components that must be looked into:

»  Education/information dissemination

= Screening process

= Release of laboratory results

= Patient recall and management

=  Follow up care

= Recording & reporting - timeliness of submission, maintenance
= Quality assurance

= Financial resources

For monitoring to be useful, it should be done on a regular basis, at least once a
year utilizing the Program Evaluation and Assessment (PEAS) Tool for NSF (See
Annex 21), which should include the following methods:

= Observation of health facility
= Review of records and reports
= Interview of health personnel
Indicators
The following indicators should provide useful data to program managers to

improve program performance.
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1. The percentage (%) of facilities offering NBS as compared to the total
number of facilities. This reflects the accessibility of NBS services and
indirectly measures the level of political support for the program.

2. The percentage (%) of babies screened as compared to the total deliveries

in the NSF and the community. This reflects the efficacy of parental

motivation and health worker commitment to implement the program.

Time in transit for specimens/reports.

Screening age.

Available kits and quality of storage.

The number of unsatisfactory tests or the number of babies returning

for repeat collection.

7. The number of babies recalled due to a positive screening test as to the
total number of cases.

8. The number of babies returning as to the number of babies who were
recalled for any of the disorder or who were recalled for a repeat screen
(rejected sample). This reflects the efficacy of the recall system set-up in
the NSF or community.

9. The number of babies followed up and/or treated as to the total number
of babies who are initially positive, confirmed positive and needing
continued management per disorder.

10. The number of patients lost to follow up.

11. Educational materials available and disseminated.

12. Number of ordinances or local policies.

A

Evaluation

Evaluation is the process of assessing the progress of the program, its strengths
and weaknesses, and seeks to offer solutions to identified problems. Evaluation is
done annually.

There are several ways to do evaluation:

»  Desk reviews

=  Comprehensive program review
= Focused program review

= Cluster survey
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= Health facility assessment
Objectives

The objective of evaluating NBS is to identify ways to strengthen and sustain NBS
implementation as an essential intervention in quality newborn care.

The areas that should be evaluated include:
1. Organization and Management

= Organization and management at all levels

= Policies in support of NBS

=  Planning

= Involvement of partners

= Central level support to implementing levels
=  Budget

= Financing mechanisms

2. Training Activities
= Training strategies
» Training plan and status of implementation
= Follow-up and supervision

3. Advocacy and promotional Activities

= Information, education and communication materials
= Communication strategies

4. Records and reports
= Data collection
= Data analysis
=  Documentation process

= National statistics regarding incidence of disorders
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Operations/service delivery

= Quality of service delivered

= Coverage/accomplishments

=  Work flow

= Systems (i.e. recall and follow up, referral)

Quality assurance for laboratory processes

Periodic spot checks/ external audits of NSCs should be done regularly to
immediately identify potential problems so that corrective action can be done.
Any wrong information resulting from substandard laboratory processes can

destroy the entire NBS Program.
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Annex 1. Policies in the National Implementation of NBS

Republic of ihe Fhil
Departovent of Health
Dmctormucmmv

Laaz=s Cermzoond

Rlzl.la.\'ln.!u Cna
Mhaniln, PhAllpgran
Tel. W, PEE-53 400, 711-55-00
Fue 740-18-28

January 3, 2000

ADMINISTRATIVE ORDER
No./=A 82000

SUBJECT: Policies on the Nationwide Implementation of
Newbom Screening

L. Rationale:

Newborn screening enables early defection and management of cerlain inborn
metabolic disorders, which, if left untrealed, may lead to mental retardation and
even death. This procedures was intreduced elmost four decades ago in developed
countries. In the Philippines, newborn screening was initlalad by the University of
the Philippines-Nalional Institutes of Health in 1996, In a period of 3 years,
stalistical information were collected for some of the disarders:

Metabolic Disonder Incidence

Congenital hypothyroidism 1:4,237
Congenital adrenal hyperplasia 1:6,844
Phenylketonuria - 1:44,491
Galactozemia 1:44,491

While the incidence, is low from & public health point of view, DOH ig putting high
priarity for newbomn soreening in as much as tha provision of quality life even for a
fraction of our 2 million bni:ﬂea barn annually deserves as much attertion as
gurvival,

I:I. Policy Statements:

1. The Philippine Newborn Screening Preject isa col!ahoml’nn-he{wean the
Department of Health (DOH) and the UnWerslly of the Philippines -
Na‘llomal Insfilutes of Health (UP-NIH)

2, Tha project shall be lodged at the Fa‘nil],- Health and Nulrition Cluster of the
DOH
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10.

11.

All DOH retaned and renafionalized hospitals shall participate in the
project by year 2000, All other hospitals both private and govemment shall
participate in the project by year 2004.

Al the initial phase of the project up to year 2004, the screening process
ghall ke primarily hospital based. It is envisioned thai by year 2004,
newhbeorn screening shall be part of slandard newborn care and be a
national program.

¥

Pilot tests Involving selecled health facilities shall be started prior to wide-
sgalke communily based newbom screening. i is envisioned that by year
2010, all newhom babies will be screened.

The scope of the project shall nclude & disorders namely: Congenital
hypothyroidism, congenital adrenal hypamplasia, phenylketonuria, glucoss &
phospate dehydrogenase deficiency, homocystinuria and galactosemia.
The screening fee is currently priced at P450.00. The cost is inclusive of all
materials |, supplies and frelght which are incidental to the screening
PIOCEES. .

Expenses for the ssreening process shall be bome by the parents, unless
the haspilal or the local government or NGO has a scheme praviding full or
partial subsidy depending on the financial capability of the parenis. The
Philippine Health Insurance Corporation shall hopeful'y implement a naw
package for newbom care in its insurance schema.

DOH funds allocated for newborn screening shall at the inilial phase of the
project unfil year 2004 be utilized for advocacy, training of health workers
and management of babies found to be positive for any of the six disorders,

MNewborn screening shall be done through & heel prick to be performed bg
trained health workers. The procedure shall be done preferably on the 48
haur of life. However, in cases of early discharge, the sample collection
rust be done not earlier than the 24™ hour from birth. In case a baby is
discharged sarller than the 24" howr, the baby should be brought back ta
the health facility for screening within the first week of life,

DOH shall draft and finalize the policies pertaining to the project. It shal
make the directonal plan, secure funds for the project and be active in
advocacy.

UP-NiIH shall provide technical advice. At the initial phase, it will act as
central laboratory taking charge of screening all specimens. UP-NIH will
assist DOH in training laboratory pemsonnel and in setfing-up sateliite
laporatories by year 2001. In addition, it shall be respanzidle for monitoring
laboratories for quality assurance.
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12

13,

14,

15.

186,

17,

18.

18.

DOH and UP-NIH shall condue! trainings for health workers to enable
them to hamess their skills at advocacy, crganizing newborn screening
teams in hospitals, RHUs, private clinics (e.g. lying-in ¢linics) to implemient
the project. Medical specialisls shall be sslected to undergo short course
on the diagnosis and management of common metabolic disorders.
Medical technologists of selected hospitals shal be trained in setting up the
satellite laboratories. Physicians, nurses and heaith promotion officers shall
be trained on genetic counselling.

UP-NIH is also lasked to come up with treatment protocols for each of the
diserders in question and assist DOH in the preparation af IEC materials.

Currently the UP-MNIH Is the repository of al! statistical Information related 1o
the project. By year 2001, the DOH registry of diseases shall be revised to
include congenital metabolic disorders,

A newborn screening  survelllance system shall ke established in all
regions lo track down the number of infants with congenital melabolic
disorders and the percentage of infants for whom appropriate management
has been instituled.,

The regional health office (RHO) shall designate newborn screening
coordinators to coondinate with DOH in the implementation of the policies.
The regional coordinators shall include newborn seresning in the regional
plan, monitor and evaluste the project. In addition , they shall advocate for
newborn screening fhrough enaciment of lecal ordinance by LGU.

Mewborn screaning coordinators shall be designated at  all lavels to
overseg the implementalion in the province, city and calchment
municipalifies.

The RHOPHO/CHO ghall monitor the implementaticn of the project. They
shall collate and anaiyze performence reports provided by UP-NIH,
conduct field visits, hold conferences among implementors to discuss
issues and recormmend solutions.

The LGU may assist in the recall of patients with positive resulls through
the PHO, CHO and distict offices. They may also devise a financing
scheme fo assist Indigent patients.

At the initial phase of the project up 1o year 2004, the hosprtals, wheather
private or govemment shall be the implementing unit of the projedt. Each
hospita! shall organize a hospilal coordinaling t2am composed preferatly
by a pediatic consuliant, an obstetrics-gynecology consultant and the chief
nursa. i
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21.

24,

25,

The hospital coordinating taam shall parform the following tasks:
a. increase awarensss among the hospital medical-nursing staff

b. devise strategies whereby parents or mothers are informed of newbom
screening as early as the first prenatal visit

¢. ensure thal babies are screened through a heel prick after obtaining

parental consant.

ensure that all filter papers are promptly sent fo the lzboratory.

Inform parents about the results.

recall patignts with positive screen for confirmatory test.

manage and monilor patients who are confirmed {o have any of the six

disordars.

nmsa

In addition to the above tasks, the hospital coordinating team shall see to it
that administrative matters including correspondence, information and
statistical data are callected and financial concems ara handled efficiently.

The NGO and olher Go's shall be lﬂp-'pﬂd for advocacy, financial support
and assistance in recall.

DOH, in colaboration with UP-NIH, shall underlake a comprehensive
evaluation af the project by year 2003, Howsver, special studies may be
conducted lo address issues and problems that surface in the reports.

Resaarch and developrrent conceming newborn screening processes and
the: diseases wilh which it is concemed ie strongly ensouraged and musi be

included in the regionalfprovincizlicity plans.
Effoctivity
This QOrder shall take affect immediately.

ALBERTOQ.G. ROMUAL JR. , M.D.
Secretary of Health
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Annex 2. Presidential Proclamation

Bffice of the President
E e s
Malaciomy

Manila, January 22, 2003

DR. CARMENCITA D. PADILLA
Director

Instituce of Human Genetics

National Institutes of TTealth

University of the Philippines

P.O. Box 297 Manila Central Post Office
Manila

Madam:

1 have the honer o tranemit, for information and guidance, a certified copy of
Proclamation No. 540 dated January 20. 2004 entitled “DECLARING THE 18T
WEEK OF OCTOBER OF EACH YEAR AS “NATIONAL NEWBORN
SCREENING WEEK."

Very truly yours,

MARIANITO M. DIMAANDAL
Director [, Records OHTce
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MALACANANG

Manila

BY THE PRESIDENT OF THE PHILIPPINES

PROCLAMATION NO. 74¢

DECLARING THE 1* WEEK OF OCTORER OF EACH YEAR AS "NATIONAL
NEWBORN SCREENING WEEK”

WHEREAS, the Constitution of the Philiopines provides that the "The

State shall protect and promate the right to health of the people and instill health
consciousnass among them';

WHEREAS, pursuant to that mandate, the “Early Childhood Care and
Development Act” (ECCD), was enacted, declaring it to be the policy of the state
to "promole the rights of chiidren to survival, deveiopment and special protection
with full recognition of the nature of childhood and its special needs”

WHEREAS, ECCD alms to establish en efficent system for early
identification, prevertion, referral and intervention for cevelopmental diserders
znd disabilities in earty childhood;

WHEREAS, nawborn screening is an essentlal public nealth strategy that
enables the early detection of several inheritable conditions which, if untreated,
could lead to mental retardation and even death;

WHEREAS, carly diagnosis and treatment of these conditions can result
in the normal grawth and cevelopment of the affected individual;

WHEREAS, newburn screening, which has long been an integral part of
routine newborn care in many couniries, is currently being administered only to
two percant [29%) of Filiping newbaorns;

WHEREAS, there is 2n urgent need o conduct 2 natianal information
campaign in order to create public awareness on newbomn screening and
generate full support for it from both public and private sectors.

NOW, THEREFORE, I, GLORIA MACAPAGAL-ARROYO, Fresident of
the Republic of the Philippines, by virtue of the powers vested in me by law, ¢o
hershy declare the First Week of October of each year as the “National
Newborn Screening Weck” with the Department of Health (DOH) and the

i

[

FAMA mingrs
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Institute of Human Genetlcs of the National Institutes of Health, University of the

Philippines to serve as the national focal points for purposes of commemorating

this event and ensuring that information about the availability and bensfits of

newborn screening s expeditiously and widely disseminated to the general
. public.

DONE in the City of Manilg, this 20TH day of Jam |, in the year of Our
Lord, Two Thousand and Four,

By the President:

e

J\l‘f’
ALal_fRTo G. ROMULO
Executive Secretary

S -
PO e
R Y

S
23899

[T T —

CERTIHED S0PY. y
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Annex 3. Republic Act 9288

5. Mo. 2707
H. No. 6625
Republic of the Philippines
Congress of the Philippines
fletro Manila
Tielith Congress
Third Vegular Session

Begun and held in Metro Manila, on Monday, the twenty-eighth day
of July, two thousand three.

[REPUBLIC ACT NO. 9288]

AN ACT PFROMULGATING A COMPREHENSIVE POLICY
AND A NATIONAL SYSTEM FOR ENSURING
NEWBORN SCREENING

Be it enacted by the Senate and House of Represemiatives of
the Philippines in congress assembied:

ARTICLEI
GENERAL PROVISIONS

SECTION 1. Short Title — This Act shall be known as the
“Newborn Screening Act of 2004,

SEC. 2. Declaration of Policy — It 1s the policy of the Stare to
protect and promote the right to health of the people, meludng the nghts of
children to survival and full and healthy development as normal individuals.
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In purswit of such policy, the State shall mstmnonalize a national newbom
screening system that 15 comprehensive, mtegrative and sustainable, and
will facilitate collaboration among government and non-government
agencies at the nanonal and local levels, the private sector, famulies and
communihes, professional health ergamzations, acadenue wshubons, and
non-governmental organizations. The Nanonal Newbom Screenmg System
shall ensure that every baby bom in the Philpppines iz offered the
opportumty fo undergo newbom screeming and thus be spared from
hentable condinons that can lead to mental retardation and death of
undetected and untreated.

SEC. 3. Objectives — The objectives of the National Newbom
Sereening System are:

1) To ensure that every newbom has access to newbom screemng for
certan hertable conditions that can result in mental retardation, serious
health complications or death of left undetected and untreated;

2) To establish and integrate a sustanable newbom screening system
within the public health delivery system;

3) To ensure that all health practitioners are aware of the advantages
of newborn screening and of their respective responsibilities in offening
newborms the opportonity to undergo newborn screening; and

4) To ensure that parents recogmze their responsibihity 1 promoting
thewr cluld’s nght to health and full development, within the context of
responsible parenthood. by protecting thewr child from preventable causes of
disabiliry and death through newborn screemng.

ARTICLE 2
DEFINITIONS OF TERMS

SEC. 4. Definirions. — Under this Act, the following terms shall
have the meanings respectively given to them below:

1) Comprehensive Newborn Screeming Systemi means a newbom
screeming system that mcludes, but 15 not hinuted to, education of relevant
stakeholders, collection and biochenucal screeming of blood samples taken
from newboms; tracking and confirmatory testing to ensure the accuracy of
screening results; chnical evaluation and biochemical'medical confirmation
of test results; drogs and medical’surgical management and dietary
supplementation to  address the hentable conditions; and evaluation
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activities to assess long term outcome, patient compliance and quality
assurance.

1) Follow-up means the momtormg of a newbom with a hertable
condiion for the purpose of ensurng that the newborn patent complies
fully with the medicine or dietary prescrniptions.

3) Health ustitutions mean hospitals, health mfirmanies, health
centers, lying-in centers or puenculture centers with obstetncal and
pediatric services, whether public or privare.

4) Healthcare practifioner means physicians, nurses, midwives,
aursmg aides and traditional birth anendants.

i) Heriiable condition means any condition that can result 1n mental
retardation. physical deformuty or death of lefi undetected and untreated and
which 1s usnally mnhented from the genes of erther or both biological
parents of the newborn,

6) NI means the National Institute of Health,

7) Newborn means a child from the tme of complete delivery to 30
days old.

8) Newborn Screening means the process of collecting a few drops of
blood from the newbomn onto an appropriate collection card and perfornung
biochenmcal testmg for deternummng if the newbom has a hentable
conditon.

9) Newborn Screening Center means a facility equpped with a
newbormn sereemng laboratory that comphies wath the standards established
by the NIH and provides all required laboratory tests and recall/follow-up
programs for newborns with herntable conditions.

10} Newborn Screeming Reference Center means the central faciliry at
the WNIH that defines tesung and follow-up protocols, maintains an external
laberatory proficiency testing program, oversees the nahonal testing
database and case regisines. assisis in traming activites m all aspecis of the
program, oversees content of educational matenals and acts as the
Secretanat of the Advisory Commutiee on Newbom Screemng.

11} Parent educanon means the vanons means of providing parents or
legal guardians informanon about newbom screenmng.
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12) Recall means a procedure for locating a newborn wath a possible
henitable condinen for pusposes of providing the newbomn with appropriate
laboratory testing to confirm the diagnosis and. as appropriate, provide
treatment

13) Treamnent means the provision of prompt, appropriate and adequate
medicine, medical and surgical management of dietary prescnption to a
newborn for purposes of weatmg or mutigating the adverse health
consequences of the heritable condition.

ARTICLE 3
NEWBORN SCREENING

SEC. 5. Obligation to Imform — Any health practioner who
delivers. or assists in the delivery, of a newbom in the Phalippines shall,
prior to the delivery, mform the parents or legal guardian of the newborn of
the avalabality, nature and benefits of newborn screemmng Approprate
notification and education regarding thus obligaton shall be the
responsibility of the Department of Health (DOH)

SEC. 6. Performance of Newborn Screening. Newbomn Screening
shall be performed after rwenty-four (24) hours of hfe but not later than
three (3) days from complete delivery of the newborn. A newbom that must
be placed m intensive care umt in order to ensure survival may be exempred
from the 3-day requirement but must be tested by seven (7) dayvs of age It
shall be the joint responsibility of the parent(s) and the practunoner or other
person delivering the newbom to ensure that newborn screemng 1%
performed. An appropnate mformational brochure for parents to assist in
fulfilling this responsibality shall be made avalable by the Department of
Health and shall be distbuted to all health institutions and made avalable
to any health practinener requestng it for appropniate distnbunon

SEC. 7. Refusal to be Tested — A parent or legal puardian may
refuse testing on the grounds of religious beliefs. but shall acknowledge in
writing thewr understanding that refusal for testing places thewr newborn at
risk for undiagnosed hentable condiions. A copy of this refusal
documentation shall be made part of the newbom’'s medical record and
refusal shall be indicated in the national newbom screeming database.

SEC. & Continuing Education, Re-education and Training of
Health Personnel - The DOH. with the assistance of the NIH and other
government agencies. professional societies and  non-government
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orgamzations. shall: (1) conduct contimung mformaton, education. re-
education and traming programs for health personnel on the rationale,
benefits, procedures of newbom screeming: and (11) disseminare information
matenals on newbom screenmg at least annually to all health personnel
mvolved in material and pediatric care.

SEC 9 Liconsing and Aceraditarion - The DOH and the
Phulippine Health Insurance Corporation (PHIC) shall require health
mstitihons to provide pewbom screening services as a condition for
Licensure or accreditation

ARTICLE 4
IMPLEMENTATION

SEC 10. Lead Agency. = The DOH shall be the lead agency in
implementing this Act. For purposes of achieving the objectives of this Acr,
the DOH shall:

1) Establish Advisory Commuttee on Newbom Screeming:

2) Develep implemeniing rules and regulatons for the
immediate implementanon of a natonwide newborn sereemng program
within one hundred esghty (180) days from the enactment of this Act;

3 Coordmate with the Department of the Intenior and Local
Government (DILG) for the implementation of the newbom screemng
program,

4) Coordmate with the NTH Newborn Screemng Reference
Center for the accreditation of Newbom Screeming Centers and preparation
of defined testing protocols and quality assurance programs.

SEC. 11 Advisory Commires on Newborn Screenmg. — To ensure
sustaned inter-agency collaboration. the Advisory Commuttee on Newbom
Screemng 18 hereby created and made mtegral pan of the Office of the
Secretary of the DOH. The commutiee shall review annually and
recommend condiions to be ncluded m the newbom screeming panel of
disorders; review and recommend the newbomn screeming fee 1o be charged
by Newbom Screening Centers; review the report of the Newborn
Screemng Reference Center on the quality assurance of the Newbom
Screemng Centers and recommend corrective measures as  deemed
necessany.
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The Commuttee shall be composad of eight (8) members, meluding
the Secretary of Health who shall act as Chamrperson. The other members of
the Comnuttee shall be as follows: (1) the Executive Director of the NTH,
who shall act as Vice Chairperson; (n) an Undersecretary of the DILG; ()
the Executive Darector of the Council for the Welfare of Chuldren (1v) the
Director of the Newborn Screening Reference Center; (v) three (3)
representatives appownted by the Secretary of Health whe shall be a
pediatncian, obstetncian, endocrmologist, famuly physician, nurse or
mudwife, from either the public or private sector. The three (3)
representatives shall be appointed for a term of three (3) years, subject to
their being reappointed for additiomal tree (3) year periods for each
extension

The Commuttee shall meet at least twice a yvear. The NIH shall
serve as the Secretanat of the Commnuttee.

SEC. 12 Establishment and Accreditation af Newborn Scraening
Centers. The DOH shall ensure that Newbormn Screemmng Centers are
strategically located m order to be accessible to the relevant pubbe and
provide services that comply with the standards approved by the Comnuttee
upon the recommendanon of the NIH. No Newborn Screeming Center shall
be allowed to operate unless 1t has been dulv accredited by the DOH based
on the standards set forth by the Commaittee. At 2 mimimum. every Newborn
Screeming Center shall: (1) have a cemified laboratory perfornung all rests
wcluded m the newbom screemng program, n) have a recall/follow-up
programs for nfants found positve of any and all of the hentable
conditions; (1) be supervised and staffed by wained personnel who have
been duly qualified by the NIH: and (1v) submit to penodic announced or
unannounced mspections by the Reference Center in Order to evaluate and
ensure quality Newbom Screenmg Center performance.

SEC. 13. Establishment of a Newborn Screening Reference Center.
The NIH shall establish a Newborn Screemng Reference Center, which
shall be responsible for the mational tesnng database and case registnes,
training, techmcal assistance and contimnng educanon for laboratory staff
wm all Mewbom Screenung Centers,

SEC. 14. Qualiry Assurance - The NIH Newborn Screening
Reference Center shall responsible for draftng and ensunng good
laboratory practice standards for newbom screemmng centers, including
establishing an external laboratory proficiency testing and certification
program. It shall alse act as the prnncipal repository of techmeal informaton
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orgamuzations. shall: (1) conduct conhinmng information, educaton, re-
educaton and tramng programs for health personnel on the ratonale,
benefits, procedures of newbom screeming: and (1) dissemunate information
materials on newbom screening at least annually 1o all health personnel
wvolved m matenal and pediatnc care.

SEC. 8. Licensmg and Accreditation. - The DOH and the
Philippme Health Insurance Corporation (PHIC) shall require health
mshmutions to provide newbom screenmng services as a condition for
heensure or acereditabion.

ARTICLE 4
IMPLEMENTATION

SEC. 10 Lead Agency. = The DOH shall be the lead agency in
implementing this Act For purposes of achieving the objectives of thus Act,
the DOH shall:

1) Establish Adwvisory Commatree on Newbom Screening;

41 Develop iumplementing rules and regulations for the
mmediate implementanon of a nationwide newbomn screening program
within one hundred eighty (130) days from the enactment of this Act,

3) Coordmate with the Department of the Intenior and Local
Govermnment (DILG) for the mplementanon of the newborn screemng
program;

4) Coordmate with the NIH Newbom Screening Reference
Center for the accreditation of Newbom Screeming Centers and preparation
of defined testing protocols and quality assurance programs.

SEC. 11 Advisory Committes on Newborn Screening. — To ensure
sustaned inter-agency collaboraton, the Advisory Committee on Newbom
Sereemng 15 hereby created and made mtegral pant of the Office of the
Secretary of the DOH The commuftee shall review annually and
recommend conditions to be inchuded mn the newbom screening panel of
disorders; review and recommend the newbom screeming fee to be charged
by Newbom Screemng Centers; review the report of the Newbom
Sereemng Reference Center on the quality assurance of the Newbom
Screemng Centers and recommend corrective measures as deemed

Necessary.
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SEC. 18, Separability. - If, for any reason or reasons, any part of
provisions of this Act shall be declared or held to be unconstitutional or
wwvahid, other provision or provisions hereof which are not affected thereby
shall continue to be in full force and effect.

SEC. 19. Effectivity. Thus Act shall take effect fifteen (15) days
after 1ts publicanon 1n ar least two (2) newspapers of general erculations.

Approved; APR 07 2004

MELIN M. DRILON
esident of the Seéndte

Smeuker of the Mouse
uf Representatives

This Act which 15 consohdation of S. No. 2707 and H. No. 6625
was finally passed by the Senate and the House of Representanve on
February 2, 2004 and February 5, 2004, respectively.

m OSCARYS/FABES
Secretary of e Senate

ritary General
Hglese §f Reprdseniatives

Approved: Apnl 07, 2004

ovo

tdent of the Philippines
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Annex 4. Implementing Rules and Regulations of RA 9288

Republic of the Philippines
Department of Health
OFFICE OF THE SECRETARY
Bldg. No. 1. San Lazaro Compound, Rizal Avenue, Sta. Cruz. Manila 1003
Tel. Nos. (632) 711-95-02, 711-95-03; Telefax No (632) 743-18-29 §T3ﬂﬂi

Hesfth ang unal

RULES AND REGULATIONS
IMPLEMENTING REPUBLIC ACT NO. 9288
OTHERWISE KNOWN AS
THE "NEWBORN SCREENING ACT OF 2004"

The following Rules and Regulations are hereby promulgated to
implement the Republic Act No. 9288 otherwise known as "Newborn
screening Act of 2004", an act promulgating a comprehensive policy and
a national system for ensuring newborn screening.

RULE 1 POLICY AND APPLICATION

sec. 1. Purpose: These Implementing Rules and Regulations shall
provide the concemed national government agencies, local government
units and other public institutions, non-government organizations, people’s
organizations and private institutions with guidelines for the
implementation of a comprehensive national policy instituticnalizing the
newborn screening system to ensure that every baby bomn in the
Philippines is offered the opportunity to undergo newborn screening.

sec. 2. Declaration of Policy - It is the policy of the State to protect
and promote the right to health of the people, including the rights of
children to survival and full and healthy development as normal
individuals. In pursuit of such policy, the State shall institutionalize a
National Newborn Screening System that is comprehensive, integrative
and sustainable, and wil facilitate at the national and local levels,
collaboration among government and non-govermment agencies, the
private sector, families and communities, professional health
organizations, academic  institutions, and non-governmental
organizations. The National Comprehensive Newborn Screening System
shall ensure that every baby bom in the Philippines is offered the
opportunity to undergo newborn screening and thus be spared from
heritable conditions that can lead to mental retardation and death if
undetected and untreated.

Sec. 3. Objfectives- National Comprehensive Newborn Screening
System shall aim to:
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a)

g

c

—

a2

Sec. 4.

o

g

c)

d)

e

—

Ensure that every newborn has access to newborn screening for
certain heritable conditions that can result in mental retardation,
serious health complications or death if left undetected and
untreated;

Establish and integrate a sustainable newborn screening system
within the public health delivery system;

Ensure that all health practitioners are aware of the advantages
of newborn screening and of their respective responsibilities in
offering newborns the opportunity to undergo newborn
screening; and

Ensure that parents recognize their responsibility in promoting
their child's right to health and full development, within the
context of responsible parenthood, by protecting their child from
preventable causes of disabilty and death through newbomn
screening.

Definition of Termns - For the purposes of this Act:

Accreditation - a formal authorization issued by the DOH to an
individual, partnership, corporation or association and to the
Newborn Screening Center. It must comply with the mandatory
requirements as enumerated in the attached annexes and with
the input, process and outcome standards as prescribed in the
Manual of Operations for Newborn Screening Center.

DILG - refers to the Department of the Interior and Local
Government

DOH - refers to the Department of Health, the lead agency in
implementing this Act

Follow-up - refers to the monitoring of a newborn with a heritable
condition for the purpose of ensuring that the newborn patient
receives the appropriate medicine or dietary prescriptions.

Health institutions - refer to hospitals, health infirmaries, health
centers, lying-in centers or puericulture centers with obstetrical
and pediatric services, whether public or private.

Healthcare practitioner - refers to physicians, nurses, midwives,
nursing aides and traditional birth attendants.
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Health prolessional societies - refer to the national organizations
of recognized health societies in the country.

Heritable condition - any condition that can result in mental
retardation, physical deformity or death if left undetected and
untreated and which is usually inherited from the genes of either
or both biclogical parents of the newborn.

IRR- refers to the Implementing Rules and Regulations.

LGU - refers to the Local Govermnment Unit.

National Comprehensive Newborn Screening System-Treatment
Network - refers to the tertiary hospitals equipped to diagnose
and manage the confirmed cases.

NIHP - refers to the National Institutes of Health, Philippines.

m) Newborn - a child from the time of complete delivery to thirty

2

2

2

(30)days old.

Newborn screening (NBS) - the process of callecting a few drops
of blood from the newborn onto an appropriate collection card
and performing biochemical testing for determining if the
newborn has a heritable condition.

Newborn Screening Center (NSC)- a facilty equipped with a
newborn screening laboratory that complies with the standards
established by the NIHP, and provides all required laboratory
tests and recall/follow-up programs for newborms with heritable
conditions.

Newborn Screening Reference Center (NSRC)- central facility at
the NIHP that defines testing and follow-up protocols, maintains
an external laboratory proficiency testing program, oversees the
national testing database and case registries, assists in training
activities in all aspects of the NBS program, oversees content of
educational materials, recommends establishment of NSCs and
acts as the Secretariat of the Advisory Committee on Newborn
Screening.
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Newborn Screening Specimen Collection Kit - materials needed
in collecting NBS samples namely, filter collection card, lancet,
information materials, , etc, which can be procured at the NSC.

Parent Education - the various means of providing parents or
legal guardians information about NBS.

Participating Health Institutions - health institutions offering
newborn screening services such as, but not limited to,
motivation of parents, collection of blood sample and recall.

PHIC - refers to the Philippine Health Insurance Corporation.

Recall -a procedure for locating a newborn with a positive
screening resuits from a possible heritable condition for purposes
of providing that newborn with appropriate laboratory testing to
confirm the diagnosis and, as appropriate, to provide treatment.

Treatment -provision of prompt, appropriate and adequate
medicine, medical and surgical management or dietary
prescription to a newborn for purposes of treating or mitigating
the adverse health consequences of a heritable condition.

w) UP - refers to the University of the Philippines.

RULE 11

Sec. 5.

NATIONAL COMPREHENSIVE NEWBORN SCREENING SYSTEM.

National Comprehensive Newbom Screening System
(NCNBSS) shall referto a NBS system that includes, but is not
limited to:

a) Education of relevant stakeholders;

b) Collection, transport, biochemical screening, and reporting on

result of blood samples taken from newborns;

¢) Tracking and confirmatory testing to ensure the accuracy of

screening results;

d) Clinical evaluation and biochemical/medical confirmation of

follow-up test results;
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e) Administration of drugs and/or medical surgical management
and/or dietary supplementation to counter adverse effects of
the heritable conditions; and

f) Monitoring and evaluation of the NCNBSS.

Sec. 6. Obligation to Inform. Any health practitioner who delivers, or
assists in the delivery, of a newbormn in the Philippines shall, prior to delivery,
inform parents or legal guardian of the newborn of the availability, nature
and benefits of NBS. Health practitioners shall follow the DOH prescribed
guidelines on notification and education relative to the obligation to
inform. The DOH, other Government agencies, non-govermnment agencies,
professional societies and LGU shal make available appropriate
information materials and shall have a system of its distribution. The health
practitioner shall maintain documentation in the patient's records that
NBS information has been provided.

Sec 7. Performance of NBS. -NBS shall be performed after twenty-
four (24) hours of life but not later than three (3) days from complete
delivery of the newborn. A newborn placed in intensive care in order to
ensure survival may be exempted from the three (3)-day requirement but
should be tested by seven (7) days of age.

a) Compliance to NBS shall be the joint responsibility of the
parent(s)/legal guardians and health practitioner or other person
delivering the newborn to ensure that NBS is performed;

g

Health practitioners shall fully inform their patients’ parents, or
legal guardians about the availability, nature, and benefits of
NBS;

c

—

Collection of samples may be performed by any trained health
worker such as physicians, medical technologists, nurses and
midwives;

e

NBS specimens shall be properly transported to the accredited
NSCs by courier or any other fast and timely mode of transport
within twenty four (24) hours following collection of the sample;

e) NBS laboratory testing shall be performed by DOH-accredited
NSCs.

Any laboratory results indicating an increased risk of a heritable disorder
(i.e. positive testing result) shall be immediately released, within twenty-
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four (24) hours, so that confirmatory testing can be performed as provided
in Section 8.

Negative screens shall be released seven (7) working days after receipt at
the NSC. .

Sec. 8. Recall. A newborn with a positive result shall be
located and recalled for confirmatory testing as soon as possible.

a) A newborn identified at high risk (positive screening result) for a
heritable disorder shall be recalled immediately to confirm the
diagnosis. The Municipal Health Office, City Health Office,
Provincial Health Office and District Health Office shall be
involved in the recall process;

z

The NSC shall notify the participating health institution about the
immediate recall of the newbaorn with a positive screening result.
Every collecting health facility shall designate a person or office
responsible in the recall of the newbom;

c

—

The NSC shall ikewise inform the designated person of the CHD
or its equivalent to assist in the immediate recall of newborn with
positive screen;

e

The attending health practitioner shall assist the participating
health institution in locating and recalling the patient;

e

—

Once located, the newbomn with confirmed diagnosis shall be
referred for treatment and management to a duly licensed
physician or a medical specialist such as but not limited to,
neonatologist, pediatric endocrinologist and geneticist. Prompt
management of newborns with positive screen is essential to
prevent the debilitating consequences or death of the newbaorn;

f) Once contacted, the parents with assistance of the respective
LGU shall have the primary responsibility to ensure that their
newborn receive appropriate confirmatory testing as soon as
possible.

Sec. 9. Referral and Managemernt of Positive Cases.

8

The total management of patient with confirmed diagnosis shall
be referred to the NCNBSS Treatment Network;

Page 6

94



b) All NCNBSS Treatment Network shall follow the DOH- approved
clinical protocol in the management of patients diagnosed in
any of the disorders included in the newborn screening panel.

Sec. 10. Monitoring of patients. Monitoring and follow up of patients
confirmed to have the disorders shall be done regularly by the attending
physician, appropriate subspecialist or Rural Health Unit (RHU).

Report forms about the status of the patients shall be accomplished by
the attending physicians to be submitted to the NSCs.

Sec. 11. Refusal to be Tested. A parent or legal guardian may refuse
testing on the grounds of religious beliefs, but shall acknowledge in writing
their understanding that refusal for testing places their newborn at risk for
mental retardation or death of undiagnosed heritable conditions. A copy
of this refusal documentation shall be made part of the newborn’'s
medical record and refusal shall be indicated in the national NBS
database.

Sec. 12. Continuing Education, Re-education and Training of Health
Personnel. To ensure awareness of all health personnel, the DOH, LGUs,
and the academe with the assistance of the NIHP and other government
agencies, professional societies and non-government organization shall:

a) Conduct continuing information, education, re-education and
training programs for health personnel on the rationale, benefits,
procedures of NBS;

b) Disseminate information materials on NBS at least annually to all
health personnel involved in maternal and pediatric care;

c) Integrate information in existing education programs for medical
and paramedical professionals.

RULE Il IMPLEMENTATION

Sec. 13. Lead Agency. The DOH shall be the lead agency for
implementing the NCNBSS. DOH shall have the following responsibilities:

a) Fully utilize the efforts and resources of various offices within the
DOH, NIHP, PHIC, and health facilties, concerned health
personnel and workers to implement the NCNBSS;
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Establish the Advisory Committee on Newbormn Screening
(ACNBS);

Coordinate with the Department of the Interior and Local
Government for implementation of the NCNBSS;

Coordinate with the NSRC for the accreditation of NSC and
preparation of defined testing protocols and quality assurance
programs;

Coordinate with all health professional societies in an advocacy
campaign on behalf of the comprehensive NBS system;

Integrate NBS in the current health care delivery system. NBS
shall be an integral part of all public health programs. It should
be a routine procedure for newborns in public and private
health, hospital and birthing facilities;

Ensure that a network for the prompt recall of positive cases is
established in collaboration with LGUs, government agencies
and other Non Government Organizations;

Ensure that a network of facilities for referral and management
of all positive cases is established;

Formulate protocols in the referral and management of the
positive cases in collaboration with the Philippine Society for
Pediatric Metabolism and Endocrinclogy and the IHG - NIHP;

Develop referral centers and identify referral teams in strategic
areas for referral and management of patients with any of the
disorders;

Ensure inter-agency collaboration through inclusion of NBS in the
agenda of existing committees on children’s health and welfare.
In such venues, the following agencies shall be represented:
DOH, NIHP, DILG and other relevant health professional
organizations;

Ensure quality and sustainability of NBS system through the
establishment of NSRC as well as its attendant requisites.
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Sec 14.  Major Stakeholders. To ensure implementation of NCNBSS, the
agencies/organization identified below shall have the following
responsibilities:

A. Health Facilities, i.e. Hospitals, birthing facilities, rural health units and
health centers

a) Integrate NBS in its delivery of health services;
b) Serve as collecting health facility for NBS;
c) Coordinate with a duly accredited NSC;

d) Ensure that adequate and sustained NBS services such as
information, education, communication, screening, recall and
management of identified cases are being provided in the
hospital;

e) Establish a NBS Team that will be responsible for the following:
collection of samples, sending of samples to accredited NSC,
prompt recall of positive patients, referral and management of
patients;

f) Establish an appropriate financial system that wil ensure
effective and efficient collection of fees and payment of NBS
services to the NSC;

g) Conduct orientation and/or training of hospital staff on NBS;

=

Monitor and evaluate the implementation of NBS within in the
institution;

i) Define creative financial packages to make NBS accessible
particularly among the economically deprived populace.

B. Department of the Intefior and Local Government shall:
a) Encourage LGUs to implement RA 9288, "The Newborn Screening
Act of 2004" and extend total cooperation in the

implementation of the said law;

b) Assist the DOH in the monitoring and evaluation of the program
implementation.
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C. local Government Units shall:

a)

b)

c)

Develop capabilities of health workers;

Issue local ordinances and resolutions that integrate NBS in the
delivery of health delivery system;

Ensure that adequate and sustained NBS services such as
information, education, communication, screening, recall and
follow-up are being provided in all LGU Health facilities (Rural
Health Unit/ City Health Unit, Lying-ins, City/Municipal/ District/
Provincial Hospitals);

Establish a functional case management referral system with
strategically accessibleNCNSS treatment network;

Establish coordination and networking among concerned
agencies in NBS implementation;

Monitor and evaluate the newborn screening implementation in
their localities;

Explore/encourage creative financial packages to make NBS
accessible particularly among the economically deprived
populace;

Perform other roles and responsibilities as deemed necessary for
the implementation of this Act.

D. Academe, Health Professional Societies, National Organizations of
Health Professionals shall:

a)

b).

c).

Ensure that all its members are aware of the significance of NBS
to their clients, their families and the society at large;

Define mechanism that will ensure and monitor that its members
are doing their obligations to inform parents about the
significance of NBS;

Recommend the inclusion of NBS as part of the curicula of all
allied health professions;
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E. Council for the Welfare of Children shall:

a)

c)

d)

RULE IV

Sec. 15.

Integrate NBS in the establishment of the system for early
identification, prevention, referal and intervention of
developmental disorders and disabilities in early childhood;

Promote NBS as an integral part of the Early Childhood and
Care Development (ECCD) programs implemented at the
national and local levels;
Provide avenues in developing innovative advocacy and
communication approaches in partnership with civil societies,
NGOs and other groups;

Include NBS-related indicators in the Subaybay Bata and
Macro-Monitoring system for children.

ADVISORY COMMITTEE ON NEWBORN SCREENING

Advisory Committee on Newbom Screening (ACNBS). To

ensure sustained inter-agency collaboration, the ACNBS shall be created
and made an integral part of the Office of the Secretary of the DOH.

Sec. 16.

Functions. The ACNBS shall have the following functions:

a) Review annually and recommend conditions to be included in

c

Sec. 17.

—

the NBS panel of disorders;

Review and recommend the standard NBS fee to be charged
by NSCs;

Review the report of the NSRC on the quality assurance of the
NSCs; and

Recommend corrective measures as deemed necessary.

Composition of the Committee. The Committee shall be
composed of eight (8) members:

Secretary of Health, who shall act as Chairperson;
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b) Executive Director of the NIHP, who shall act as Vice
Chairperson;

c) Undersecretary of the DILG;
d) Executive Director of the Council for the Welfare of Children;
e) Director of the NSRC; and

f) Three (3) representatives appointed by the Secretary of Health
who shall either be a pediatrician, obstetrician, endocrinologist,
family physician, nurse or midwife, from either the public or
private sector. The three (3) representatives shall be appointed
for a term of three (3) years, subject to their being reappointed
for additional three (3) year periods for each extension.

Sec. 18. Meetings. The ACNBS shall meet at least twice a year. The
NIHP shall serve as the Secretariat of the Committee.

RULE V NEWBORN SCREENING FEES
Sec. 19. Newborn Screening Fees.

a) Expenses for the NBS tests shall be the responsibilty of the
parents/quardian of the newborn;

b) The government and private health facilties are highly
encouraged to develop a scheme providing partial or full
subsidy depending on the financial capability of the parents;

c) A standard NBS fee covering all program costs shall be
implemented by all NSCs, as approved by the ACNBS. A
payment schedule shall also be imposed on all participating
health institutions so that the NSC may stay financially solvent;

d) A health facility may collect a reasonable fee for the collection
of samples, which shall not be greater than the maximum
allowable service fee prescribed by DOH.

e) NSRC shall collect the percentage of the NBS fees earmarked
for the DOH - Centers for Health Development (CHD) or its future
equivalent  from all hospitals, birthing facilities and other
collecting units;
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Sec. 20

B

b

c

—

e

e

—

Sec 21.

a

b)

C

—

MSRC shall transfer earmarked funds to all DOH CHDs or its
future equivalent..

. PHIC Benefit Package and Other Health Insurance-Related
Concerrs.

The PHIC shall include cost of NBS in its benefit package of its
members;

PHIC shall only reimburse NBS tests done in DOH accredited
NSCs;

A newbomn shall be considered a dependent of a PHIC member;

Newborn Screening for disorders included in the NBS panel
approved by ACNBS shall be considered nationally accepted
screening tests for inborn erors of metabolism and shall be
considered as "medically necessary”;

For other health facilities, i.e. lying in and birthing facilities, PHIC
shall develop a reimbursement scheme to cover the newborns
similar to the benefits of newbormns born in the hospital facilities;

Private  insurance  companies, Health Management
Organizations and community-based health care organizations
shall include payment for NBS as a standard benefit to their
members.
NBS Specimen Collection Kits

All hospitals, birthing facilities, Rural Health Units, Health Centers
and other collecting units throughout the country shall have
NBS Specimen Collection Kits at all times;

The cost of the NBS Specimen Collection Kits shall be based on
the amount prescribed by the ACNBS;

Members of the PHIC may apply for reimbursement of the cost of
NBS Specimen Collection kits;

For indigent members, PHIC shall devise a scheme that shall not
entail a cash advance for NBS.
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SEC 22. Usage of NBS Fees. Guidelines on the usage of funds, as
approved by the ACNBS, shall be formulated by the NIHP and DOH. The
NBS fee shall be applied to, among others, testing costs, education,
sample transport, folow-up and reasonable overhead expenses. To
ensure sustainability of the NCNBSS, the NBS fee shall be divided and set
aside for the following purpose:

a) At least four percent (4%) to the DOH - CHDs or its future
equivalent for:

i. Follow-up service of patients with positive screening
result by personnel hired for the NBS unit based at CHD;

i. Education and other activities directly related to the
provision of NBS services;

iii. Incentives for RHU collecting health units at least 2 % of
the money allocated to the CHD;

iv. Staff development of the personnel of the NBS unit
based at the CHD, i.e. attendance of training seminars
and official meetings of the DOH and the NIHP,

v. Capital outlay, i.e. vehicle

vi. Maintenance and operating expenses of the program

vii. Cost of repeat samples due to insufficient and
unsatisfactory samples of patients in their catchment
area

b) At least four percent (4%) to the NSC for human resource
development and equipment maintenance and upgrading;

C) At least four percent (4%) to the NHP-NSRC for overall
supervision, training and continuing education, maintenance of
national database, quality assurance program and monitoring
of the national program; and

d) The balance for the operational and other expenses of the NSC.

RULE VI NEWBORN SCREENING CENTERS

Sec. 23. Establishment of Newbom Screening Centers (NSC).
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Sec. 24.

a)

b)

c)

RULE VI

Sec. 25.

No NSC shall be allowed to operate unless it has been duly
accredited by the DOH based on the standards and procedural
guidelines approved by the Committee as enumerated in the
attached annexes, which is an integral part of this IRR and the
Manual of Operations for NSC formulated by the NSRC;

The establishment and accreditation of either free-standing or
hospital-based NSC shall be phased. It shall take into
consideration: strategic and geographical access to the public,
data on the number of live births in each of the following areas
in relation to the minimum required number of tests run (at least
50,000 samples per annum), the network component including
the availability of courier services and the other NCNBSS policies.

Initially, there shall be four (4) NSCs to serve the whole country.
However additional NSCs shall be established upon the
recommendation of the NSRC;
NSCs shall make available their records to the team, including
their financial books to determine compliance with fee structures
and other accreditation rules and regulations.

Licensing and Accreditation.
The DOH through the Bureau of Health Facilities and Services
(BHFS) shall include, among others, the provision of NBS services
in the licensing requirements for hospitals and birthing facilities;

PHIC shall include, among others, proof of NBS services in the
accreditation of health facilities for quality pediatric services;

The NSC shall issue proof of NBS services.

ESTABLISHMENT OF NEWBORN SCREENING REFERENCE CENTER

Establishment of a Newborn Screening Reference Center

(NSRC). The NIHP shall establish a NSRC. It has the following functions:
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a) Be responsible for the national testing database and case
registries, training, technical assistance and continuing
education for laboratory staff in all NSCs;

b) Define the testing and follow-up protocols for NSCs;
¢) Maintain an external laboratory proficiency-testing program;
d) Oversee the national testing database and case registries;

e) Report to the DOH the NSCs found violating these rules and
regulations and those performing and providing NBS procedures
and services without any DOH accreditation;

f) Participate in consultation and evaluation activities initiated by
BHFS in relation to the NSRC and the NSCs performance and in
improving implementation of these rules and regulations.

Sec. 26. Quality Assurance. All NSC's shall strictly follow the prescribed
guidelines of good laboratory practices. The NSRC shall be responsible for
drafting and ensuring good laboratory practice standards for NSCs,
including establishing an extermal laboratory proficiency testing and
certification program. It shall ako act as the principal repository of
technical information relating to NBS standards and practices, and shall
provide technical assistance to NSCs needing such assistance.

Sec. 27. Database.

a) All NSCs shall coordinate with the NSRC for consolidation of
patient databases;

b) The NSRC shall maintain a national database of patients tested
and a registry for each condition;

c) The NSRC shall submit reports semi-annually or more frequently
as the need arises to the ACNBS and to the DOH on the status of
and relevant health information derived from the database.

NSRC shall prepare a plan for long-term outcome evaluation of NBS
utilizing the cases registries. The plan shall be developed within one (1)

year of passage of this Act in consultation with the ACNBS.
Implementation of this plan shall become a responsibility of the ACNBS.
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RULE Vil FINAL PROVISIONS

Sec. 28. Repealing Clause - All general and special laws, decrees,
executive orders, proclamations and administrative regulations, or any
parts thereof, which are inconsistent with this Act are hereby repealed or
modified accordingly.

Sec. 29-. Separability - If, for any reason, any part of provisions of this Act
shall be declared or held to be unconstitutional or invalid, other provision
or provisions hereof which are not affected thereby shall continue to be in
full force and effect.

Sec 30. Fffectivity - This Act shall take effect fifteen (15) days after its
publication in at least two (2) newspapers of general circulation.

7o il 1,

MANUEL M. DAYRIT, MD, MSc.
Secretary of Health
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ANNEX 1

MANDATORY ACCREDITATION REQUIREMENTS FOR NSCs

1. SERVICE CAPABILITY
Testing Capability:

1.1

1.2

1.1.1

Analyzing a minimum of one hundred and fifty (150)

samples a day utilizing testing methods approved by the

NSRC

Testing for the following disorders included in the NBS

package currently approved by the ACNBS for NBS:

1.1.2.1 Congenital Adrenal Hyperplasia (CAH)

1.1.2.2 Congenital Hypothyroidism (CH)

1.1.2.3 Phenylketonuria (PKU)

1.1.2.4 Galactosemia (GAL)

1.1.25 Glucose 6 Phosphate Dehydrogenase
Deficiency (G6PD)

Interpreting and reporting test results for each disorder

based on pre-determined analytical ranges and

expected norms.

Administrative and Network Capability:

1.2.1

Providing the necessary NBS Specimen Collection Kits
(filter collection card, lancets, information materials, etc)
to all health facilities within its coverage.

Releasing results of all analytical testing for all samples
received from health facilities within its coverage.
Informing NBS coordinators of health facilities of patients
whose results are positive or unsatisfactory at the time
of initial screening.

Monitering and referring patients with abnormal results to
NCNSS treatment network.

Coordinating with government and non-government
agencies for the establishment of a network for NBS
recall and follow-up.

Establishing and maintaining databases of patients
screened, analytical results, and follow-up outcome.
Providing required information from databases to NSRC
via computerized linkages

Transporting samples from the health facilities to the NSC
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1.2.9 Receiving specimens on a daily basis five (5) working
days per week from courier or other appropriate delivery
services

1.2.10 Storing specimens in a manner deemed appropriate

1.2.11 Maintaining detailed documentation logs of testing and
follow-up.

2. PERSONNEL

2.1

2.2

2.3

24

A licensed physician with at least one (1) year training/
orientation and experience in running a NBS program or three
(3) years of equivalent experience in a closely allied situation as
approved by the NSRC.

A licensed biochemist, chemist, medical technologist or
microbiologist with at least one (1) year of satisfactory training/
orientation in NBS Laboratory Management or three (3) years of
experience in related field.

Three appropriately licensed scientists (biochemist, chemist,
medical technologist or microbiologist) with at least three (3)
months of laboratory testing experience in performing the tests
specified or one (1) year of equivalent testing experience in a
clinical laboratory.

A licensed nurse with at least three (3) months of experience
working/training in NBS or six (6) months of equivalent
experience in a public health case management program.

3. EQUIPMENT/ INSTRUMENT/ REAGENTS

3.1
3.2

3.3

3.4

3.5

3.6

3.7

Database system compatible with that of the NSRC

Equipment appropriate for performing analytical testing on
dried blood spots (3 mm diameter - ~1.5 pL serum) for
Congenital Hypothyroidism, Congenital Adrenal Hyperplasia,
Phenylketonuria, Galactosemia and Glucose-6-Phosphate
Dehydrogenase deficiency

Fume hood necessary for any of the analytical procedures
specified

Automated puncher capable of cleanly punching 3 mm paper
punches

Manual paper punch capable of cleanly punching 3 mm paper
punches

Multiple pipettor capable of delivering appropriate reagent
volumes for any of the procedures specified (i.e. generally
considered to be volumes of 10 ml, 50 wml or 100 wl)

Eppendorf pipettes, if deemed appropriate, calibrated to
deliver volumes of 100 ml and 200 ml
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3.8 Filter paper collection cards (S&S 903) compatible with those
designed for use by the NSRC

3.9 Lancets with tip approximately 2.0 mm long sufficient for heel-
prick

3.10 Disposal system for hazardous and non-hazardous materials

3.11 Drying rack for horizontal drying of filter paper collection cards

3.12 storage area of used filter paper cards (a small room with
temperature and humidity control is preferred)

3.13 Freezer with temperatures maintained between -20to -10 C

3.14 Refrigerator capable of maintaining constant temperatures
between 48 C.

FACILITY

41  Minimum of one hundred (100) square meters working floor area

4.2  Area for blood collection and storage

4.3  Five (5) work-benches to run the five (5) tests Each work bench
approximately three (3) ft. long and five (5) ft. wide.

4.4  Sink for waste disposal

4.5 Source of de-ionized water

4.6 Waste disposal facilities for any hazardous materials generated
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ANNEX 2
‘GUIDELINES IN THE APPLICATION FOR ACCREDITATION

A Certificate of Accreditation shall be granted in accordance with the
prescribed accreditation requirements and on the basis of specific
conditions and limitations. The accreditation as herein granted as well as
any right under the accreditation cannct be assigned or otherwise
transferred directly or indirectly to any party. A separate accreditation
shall be required for all NSC or branches maintained in separate premises.
Violation of this IRR, its Manual of Operations for NSC and other related
issuances shall be a ground for suspension or revocation of the
accreditation.

1. PROCEDURES FOR APPLICATION OF ACCREDITATION:

1.1 Applicant requests for relevant information and prescribed
forms from the BHFS on the proposed NSC, in person, or
through mail, e-mail, fax transmittal or the internet.

1.2 Applicant accomplishes required documents and submits
them in person or through mail to the BHFS

Documentary Requirements:
Initial Accreditation:
a. BHFS-NSC Form No. 1-01: Application for
DOHAccreditation as a NSC
b. List of personnel involved in NBS, indicating names,
positions, job description, PRC license number and
relevant training
c. List of equipment/instrument/ reagents for NBS if available
Letter of Intent signifying willingness to:
« comply with the prescribed Technical and
Administrative Manual of Operations for NBS, and
* paricipate in Quality Assurance Program

Renewal of Accreditation:

BHFS-NSC Form No. 2-01: Application for Renewal of DOH
Accreditation as a NSC

a. List of Personnel involved with NBS, indicating names,
positions, job description, PRC license number and relevant
training

b. Lst of equipment/instrument/ reagents for NBS

Page 21

109



c. List of NBS procedures performed, services offered and
statistical accomplishment report for the past three (3) years

d. Copy of the NSCs Technical and Administrative Manual of
Procedures for NBS.

e. Documentation of Quality Assurance Program
implementation

1.3 BHFS together with NSRC evaluates application based on
the selection criteria that includes the pre-identified
regional areas for NSCs to serve and compliance with
documentary requirements

1.4 BHFS informs the applicant of the result of evaluation. If
favorable, applicant for initial accreditation is informed to
set-up the facility for an ocular inspection and payment of
the prescribed accreditation fees to the Cashier of the
DOH, in cash or through postal money order.

1.5 BHFS and NSRC conduct ocular inspection in accordance
with NSC technical requirements.

1.6 The BHFS and NSRC recommend approval or disapproval
upon inspection.

1.7 The Director of the BHFS signs approval or disapproval of
application for accreditation.

If approved, the BHFS registers the health facility as a NSC and
issues the corresponding certificate of accreditation to the
applicant.

If disapproved, the BHFS sends the findings, recommendations
to the applicant who makes the necessary alterations and/
or corrections within fifteen (15) days from the time of
inspection. The applicant then requests the BHFS for
another inspection. Failure to make necessary corrections
of deficiencies within fifteen (15) days after due notice,
results to forfeiture of application and accreditation fee.

B. VALIDITY AND EXPIRATION:
1. The Certificate of Accreditation shall have a validity period of
three (3) years subject to periodic monitoring.

2. Application for renewal of accreditation not filed within thirty
(30) days after expiration shall be treated as a new application.
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Annex B. Sample of Claims Summary Form

Page 1 of 1 Annex B

Attach filter card
sticker in any of
these areas
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Philhealth Circular No 015, s-2011: Classificatory Guidelines to
Philhealth Circlar Nos. 11, 11-A and 11-B series of 2011

Republic of the Philippines "
PHILIPPINE HEALTH INSURANCE CORPORATION

Citystate Centre, 709 Shaw Boulevard, Pasig City
Healthline 637-9999  www.philhealth.gov.ph

PHILHEALTH CIRCULAR
No. 0I5, s20m

JF.] -
TO : ALL PHILHEALTH MEMBERS, ACCREDITED
PROVIDERS, PHILHEALTH REGIONAL OFFICES (PhROs),
AND ALL OTHERS CONCERNED
SUBJECT

11-B series of 2011

Pursuant to PhilHealth Circular Nos.11, 11-A and 11-B, series of 2011, the following
additional guidelines are being issued for proper implementation

1. MEDICAL CASES

1) The Newborn Care Package (NCP) shall be composed of the following services and shall
be paid a rate of 1,750 pesos.

CODE DESCRIPTIVE TERMS AMOUNT

A. Provision of essential newborn care to include all of the
a. immediate drying of the newborn, b. early skin-to-skin
contact, c. cord clamping, d. non-separation of
mothet/baby for early breastfeeding initiation ¢. eye

P99432 | prophylaxis, f. Vitamin KX administration, g. weighing of 1,750 pesos
the newborn, h. BCG vaccinaton, 1 Hepanris B
immunization (1st dose), and, j. professional fee (including
physical examination baby & breastfeeding advice)

B. Newbomn S ing Test (NBS)

C. Newborn Hearing Screening Test

a. In cases of incomplete provision of services, the corresponding amounts shall be
deducted for the following services:

. AMOUNT TO BE
SERVICES NOT GIVEN DEDUCTED FROM CASE
RATE (1,750 pesos)
B. Newbomn Screening Test (NBS) only 550 pesos
C. Newbom Hearing Screening Test only 200 pesos
BOTH B and C
(Newbotn Screening Test (NBS)) and (Newbom 750 pe:

Hearing Screening Test)

Ewl EALTH

b. Included in the case rate is the allotted 500 pesos for professional fee. M’\'ATOE.'I ga -'R(é'[,r:\';?};,r
¢. The No Balance Billing policy shall still apply as specified. Date:
CERTIFIED TRUE COPY |
Page I of 3
oo o
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II.

3)

In accredited facilities where the required laboratory or diagnostic tests are not available
(e.g., Level 1 hospitals with no X-ray, hospitals with no CT scan) PhilHealth Claim Form 3
should be propetly accomplished to support the diagnosis provided.

a. This will serve as the document to be evaluated by the Corporation for purposes of
monitoring compliance to policies and guidelines.

b. For facilites which have the necessary equipment to perform the needed laboratory
tests, diagnostic and ancillary procedures as provided in Circular 11-A, certified
photocopy of the result should be attached to the claim application to support the
diagnosis. Submission of Philllealth Claim Form 3 is optional.

For cases with available current Clinical Practice Guidelines (CPG) adopted by socicties
or as provided by the World Health Organization (WHO), facilides may utilize such
guidelines aside from those identified in Circular Nos. 11, 11-A and 11-B and may
provide other laboratory test (e.g.,, TUBEX for typhoid fever as per Circular No. 2 s-
2009) and ancillary procedures to support the diagnosis. The same amount of case rate
will be paid to facility.

SURGICAL CASES

1)

Cataract procedures covered under the cataract package are the following: 66983,
66984 and 66987.

As stated in Item VI. A. 5 of Circular No. 11 s-2011, undelivered cases (baby
delivered in referral facility) in non-hospital facilities shall be reimbursed 10% of the
MCP Package. In these cases, they shall be coded using P59403.

I11. GENERAL RULES

1)

In the event of death, claims shall be excluded from the package and shall be paid via
fee-for-service scheme. As provided in PhilHealth Circular No.18, s-2009, claims
shall be considered as:

a. Case type D in Levels 3 to 4 hospirals,

b. Case type C in Level 2 hospirals, and;

c. Case type B in Level 1 hospitals

In cases where patients were managed by several doctors (accredited and non accredited),

the claim may still be reimbursed in full. The manner of distriburion is left w1th the

providers (facility and professional) except in some specified cases. In proper ﬁ]l_mg

of PhilHealth Claim Form 2, there is no need to write the breakdown of amounts in

items 11a to 11d.

2. The total actual hospirtalization and PF charges shall still be indicated in 1le
Benefit Package (Actwal Charges Column) and the case rate amount (PhifHealth
Benefit Columu) in the PhilHealth Benefit column.

b. For item No. 16, there is no need to write the professional charges.
é%\ﬁ% LTH

ﬁ MA. TER

Date:
CERTIFIED TRUE COPY

Page 2 of 3
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c. Parts IT and TII of PhilHealth Claim Form 2 (CF2) should be properly
accomplished. The provider however may submit an itemized Statement of
Account (SOA) as a replacement for the itemized Parts I and I1I of CF2.

d. All the other information are sull required and forms should be properly
accomplished for a more efficient processing and monitoring of claims.

All other issuances which are inconsistent with this circular are hereby amended accordingly.

P %.g ERLTH
INO Iﬁﬁ WA, TERESA A, QUIAOIT
J1CEO A0, eyflrelvs 1
3 Date: '
-M—m CERTIFIED TRIIF hapy

PhilHealth

Pasioar i Hanin.

ELAMAm

OP-S11-44785

DR. REY
President a

Date sign

1110061826

Page 3 of 3
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Annex 6. Philhealth Circular No. 2018 — 0021: Enhancement of
Philhealth Newborn Care Package

‘:_} Repuehiic af the Phiffpplaes =
@ PHILIPPINE HEALTH INSURANCE CORPORATION -
i % Citystaic Centri, 709 Shaw Doulevard, Pasig City WJ
Call Center (02) 441-7442  Trunkline (02) 44 1-T444 i
k.'.,, e plil

PHILHEALTH CIRCULAR
No. 2018 - 002]

TO : PHILHEALTH ACCREDITED HEALTH CARE INSTITUTIONS
(HCI) AND PROFESSIONALS, PHILHEALTH MEMBERS,
PHILHEALTH HEAD OFFICE REGIONAL OFFICES and
BRANCHES, LOCAL ‘HEALTH TINSURANCE OFFICES AND ALL
OTHERS CONCERNED

SUBJECT : En ent of PhilFl ewbor re P

1. RATIONALE
The National Health Tnsurance Act of 2013 [Republic Act (RA) 7875 as ameaded by RA 9241
and RA 10606} declares that “the State shall provide compreliensive health care services to all
Filipinos through a socialized health insurance progeam that will prioritized the health needs
of the underprivileged, sick, eldetly, persons with disabilities, women and children”. Thus
PhilHealth aims to provide all Filipinos with mechanism to have ial aceess to essential

P health services.

\\t In 2014, The Natonal Comprehensive Newbom Screening System has expanded the
hS p g Sy P
sereening panel of disorders from six (6) to 28 (and moze) disorders pursuant to Depastment
Bis & [of Healds Administcative Ordes No. 2014-0045 “Guidelines on the Impl ion of the
0. 8 |Expanded Newborn Screening Program”.  However, the extia cost of the screening was
2 borne by the families as the current NCP only covers the six-panel test,
=

Cognizant of its role to provide financial visk protection, PhilHealth through Board
Resclution 2365, 5-2018 approved the enhanced Newbarn Care Package that will cover the
g expanded newbom screening,

I1. OBJECTIVES
This Circular sims o increase the PhilHealth-covered essential health services for the
newborns by including the cxpanded newbotn screening among the services under the
Newbormn Care Package.

111. SCOPE AND COVERAGE
This Circular shall define policies and procedurcs on the implementation of the Newbormn
Care Package. This Circular shall apply to all accredited health eare insticutions (HCT) that
perform deliveries and provide newborn eare such as hospitals, infirmaries/dispensaries and
birthing homes/lying-in clinics

IV. DEFINITION OF TERMS
Newborn Care Package — a PhilHealth benefit package for essenrinl health services of
the newbomn dusing the first few days of life. Tt covers essential newborn care,
newbom screening and hearing screening tests

Page 1 of 4
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V. GENERAL GUIDELINES
A, The Newborn Care Package shall cover infanrs bom in aceredited health care institations
and shall be availed of upon delivery.

B. The amount of Package shall be Php 2,950.00 and new Package Code shall be 99460 with
the following deails:

Newborn Care Package

Package Code: 99460

Description: Initial hospital or birthing center care for evaluation and management of normal
aewborn infant

Package Rate: Php 2,950.00
Componerits:

Supplies for Essential Newborn Care (ENC) such as 500.00
Vitamin I, eye ointment, vaccines for hepatitis B and

BCG

Professionzl Fee 500,00
Expanded Newborn Sereening Test (ENBS) 1,750.00
*see Annex A for the list of the complete panel

Newbom Hearing Screening Test (NHST) 200,00

C. The services for Essential Newborn Care shall include:
1. Immediate drying af the baby;
2. Early skin to skin contact;
3. Timely cord clamping;
4. Non-separation of mother/baby for carly breastfeeding initiation;
5. Giving of eye prophylaxis;
6. Vitamin K admintsrration;
7. Weighing of the baby;
8. First dose of hepatitis B Vaccine; and
9. Fust dose of BCG Vaccine.

D. All services of essential newbom care and expended newhom screening shall be provided
prior to discharge. Claims with incomplete ENC and ENBS services shall be denied.

E. The filter card sticker from the newborn screening kit shall be attached to claims. The
filter card number shall be encoded and transimitted along with other requirements of
electronic claims submission,

)

F. If newborn hearing screening test is done, documentation shall be required upon
submission of claims.

G. Behavioral seflexive tests for hearing such as Tuning Fork test, Penlight Visual examination
merhod and other indigenous methods are not compensable as newborn hearing screening
tests under the Newbomn Care Package.

COPY

0C: A pate: 121
fa =4

MASTER

. ‘The newborns should stay in the facility for at least 24 hours after birth excepr those who
warrant immediate refereal to a higher-level facility.

I. No Balance Billing (NBB) policy (PhilHealth Citcular 2017-006) shall apply.

J.  As stated in PhilHealth Circular 09, s-2014 (ACR Policy No. 3 -Addiaonal List of Medical
Conditions for Hospitals, New Rates for Selected Case Rates in Primary Care Facilities,
Infirmaries-Dispensaries, and Clatification of Existing Rules on All Case Rates), newborns

Page Zof 4
) teamphithealth £ www ficehook can®hilHeatt Yool v youlube.comitcamphi B2d setioncenter@philhealth.gov.ph
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delivered in hospitals and managed for other morbid conditions (Le. newbom sepsis,
congenital pnenmonia) may also chim for NCP as second case rate for health services
provided to the newbom.

VI. CLAIMS FILING

/2 frelles

MASTER
COPY

e 2 I,‘? E_._ Date:

A.

Health Care Institations shall submit the claims electronically according to the PhilHealth e-
claims guidelines.

. The eligibility of cither of the parents as principal members to avail of PhilHealth benefits is

automatically conferred to the newborn. The HCI shall check their eligibility through Claim
Eligibiliry Web Service (CEWS).

. 1f eligible, properly and correctly accomplished PhilHealth Membership Regisnation Fonm

(PMRF) shall be atiached to the claim for updaring of the member’s profile. Claims without
the PMRF shall be returned.

. The Newborn Screening (NBS) filter card number shall be encoded and transmitted as part of

electronic claims while the filter card sticker shall be attached to the lower right portion of the
Claim Signatute Form  (CSF) as illustzated on Annex B, Claims that lack any of the two shall
be denied. The filter card number shall be venified with the Newborn Sereening Reference
Center (NSRC). Claims with unregistered filter card number shall be denied while those with
inconsistencies shall be rerumed to the facility.

. If the newbom hearing screening test is done, the result of the test shall be attached to the

claim (Annex C). Likewise, the result of the test (pass or refer) shall be encoded in the
electronic caim form. Claims without the said results shall automatically have a deduction of
Php 200 which is equivalent to the NH5T component.

. Stacting July 1, 2019 (date of admission) claims with Newborn Hearing Screening Test shall

also have an attached copy of Newbomn Heasing Registry Card (Blue Form) as shown on
Annes E. The registry number shall also be included durning submission of clectronic claims.
Claims without any of them shall have a deduction of Php 200 which is equivalent to the
NHST component.

. The documents required as attachment for elaims are listed on Annex I of this Circular.

. Processing of claims for confinement abroad shall follow the existing rules and guidelines.

The newborn screcning filter card number and the newborn hearing screening registry

ber shall no longer be required for these types of claims.

VILTRANSITION PERIOD FOR 6-PANEL NEWBORN SCREENING

Newborn Care Package with the 6-panel newborn screening shall be climed using the package
code of 99432, Claims shall be paid with the old rate (Php 1,750.00 or Php 1,550.00 whichever is
applieable). However, starting May 1, 2019 all infants bom in aceredited facilities shall be tested
for expanded newhom screening panel. Consequently from thereon, claims with 6- panel test
shall be denied. For clasification, several scenarios are elucidated i Annex I of this Circular.

VIIL
The benefits delivery shall be anchored on PhilHealth Health Care Provider Performance
Assessment System.  All beneficiaries of the package who received newbozn screening test shall
be registered by the providers in the Newbom Serecning Registry muintained by the NSRC while
those with claims for newborn hearing screening shall be registered in the newborn hearing
screening registry. The said registries shall be used as reference during monitoring.

MONITORING AND EVALUATION

Page Yol 4
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MASTER

3

COPY

IX. REPEALING CLAUSE
This Circular amends Sections VIT and X of PhilHealth Circular 25-2015 (Social Health Insurance
Coverage and Benefis of Women About 1o Give Birth Revision 1),

Frovisions of other pzevious issuances inconsistent with this PhilHealth Circular are hereby
amended, modified or repealed accordingly. All other rules and guidelines not contary to this
Circular shall remain in full force and in effecr.

X. EFFECTIVITY
This circular shall 1zke effect after 15 days following its publication in any newspaper of general
circulanon, [t shall be deposited thereafter with the National Administrative Register at the
University of the Philippines Law Center.

XI. ANNEXES
Annex A - List of Disordess Included in the Expanded Newborn Scecening Panel

Annex B - Sample Claim Signamire Form (CSF) with Newborn Screening Filter Card Sticker
Annex € - Sample of Newborn Hearing Sereening Results

Annex D - Sample of Newborn Hearing Screening Registry Card

Annex E - Table of Scenarios During Transition Period for the 6-Panel Newbom Sceeening Test

Annex F - Summary of Decuments Required as Attachment to Newborn Cave Package Claims

ROY B, FERRER, MD, M5c
Acting Presidlent and CEO

Date signed: M

Dafe:

De:

PhilHealth Circular: Enhancement of PhilHealth Newbotn Care Package

Pige4of4
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Annex A, List of Disorders Included in the Expanded Newborn Screening Panel
{as of August 28, 2018)

Disorder Group | Disorder Abbreviatior Metabolite Tested
Fadocnne Disowder | Congenital Hypothyroidism CH Thyroid Samulating Hommone
(TSH)
Congenital Adrenal Hyperplasia | CAH 17-hydroxy- progesterone (17
2-OHP)
Amino Acid Disorded Homoeystinuna HCY Methioni
Hypermethioninemia/ MAT Methionine
Methionine Adenosine
Trans femse Deficiency
Maple Syrup Urine Disease MSUD Leucine
Thenylketonuria PKU Phenylalining
Tyrosineinia Type L 11 ‘L'yrosine
Fatty Acid Disorder | Camitine Palmioyluanstemse [ CPT1 Camitne Palmioylzansferase T
Deficiency
Camitine Palmioylransferase 1 | CPT 2 Hexadecanoyleamitine
Deficiency
Camitine Uptake Deficiency cuD Free ¢
Glutaric Acidemia Type 11 GAIl Butyrylearnitine
Long Chain Hydroxyacyl- CoA | LCHAD Hydraxyhexadecanoylearnitine
Dehydrogenase B eficiency (ACIGOH)
Medium Chain Hydroxyacyl- MCAD Ocranoylearnitine
Cod Dehydeogenase Deficiency
Short Chain Hydeoxyacyl- CoA | SCAD Butyryleanitine
Dehyidrogenase Deficiency
Very Long Chain Hydrosyacyl- | VLCAD Tetradecanoyleatnitine
CoA Dehydrogenase Deficiency
Organie Acid 3- Methyleromyl CoA aMCC Hydroxyisovalerylearnitine
Carboxyvlase Deficiency (ACS- OH)
Glutaric Acidemia Typel GAl Glutarylcarnitine
Isovalerie Acidemia IVA Isovalerylcarnitine
Methylmalonic Acidemia MMA Propionylcarmitine
Muliiple Carboxylase Deficiency | MCD Hydroxyisovalerylearniting
?.. Propionic Acidemia PA Propionylearnitine
A [ Urea Cyele Defece | Citrullinemia CIT Citrulline
| % g Cystie Fibrosis Cystic Fibrosis CF Immunareactive Trypsine
f (IRTY
.:P Hemoglobinopathies | Alpha Thalassema HgB Hemaoglobin
: Beta Thalassemia
Hemoglobin C
s Hemoglobin D
| Hemeglobin E
H Biounidase Biotinidase Deficiency BIND Biotinidase
Deficiency
Others Galacrosemia GAL Total Galactose
Glugos-6- Phosphate GOPD Del | GOPD enzyime activity

Dehydrogenase Deficiency

Source: Newbom Screening Reference Centet

Page [ ed | of Annes A

| 3, ¢ teornphilheuli
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Philhealth Circular No. 20, s-2007: Amendment to Circular No. 34 s 2006
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Annex C. Sample of NMewhorn Hearing Screening Official Result

Forms No,

NAME OF NEWBORN HEARING SCREENING CENTER
A

IEESS, CONTACT N0 EMAIL
OTOACOUSTIC EMISSIONS (OAE)

- or
AUTOMATED AUDITORY BRAINSTEM RESPONSE (AABR)
Hearing Screening Results

Mome of Patient: AgeiSex: i
Address & Tel, No.: Trate of Birth:
Referming Dociar 2 Dare Tested: MHERC Registry Mo.:
The hearing screening Lest was done using oloncoustic emissions (OAE) ar i auclitory bra e
test, Belowe are the results, please do not hesitae w ge in
totieh with us il you have any question regarding the OtoHead
" Otafoad
sereening procedure or (he resulls, WTECOSTIE FRISSING [E57

E0RCOSTIC EANEEIONG TEST

Lafl -4 1517
Rl (5308 18105 T g
o 4w g O

aq ULl

* PASS **REFER

RIGHT EAR: B D

Lnel (€] N

LEFT EAR: LT_I D | Right @ Pass

COMMENTS:

.'/ %//4‘4"@'

COPY
¢ 247 Date

MASTER

[,

~PASS: Means that the hearing pahway from the ear canal 1o the cochien is intagt, This paislly suggests normal development of
specch and lanpgueaps unbess there are other problems,

**REFER: Means that fenther eveluation and tesing is needed to make sute that there fs no hering inmpuinment, Earvax ar a
fiahy swho 18 very active during the lest may lesd to n ' REFER® result, We recommend o repeat sereen in 13 months tme.

PLEASE SHOW THE RESULTS TO YOUR PHYSICIAN. Even if your baby passed the test, your child's doctor will
decide whether o re-screen is needed (7 your child is high risk for hearing loss) or if further evaluation is required,

PLEASE BE ADVISED THAT IT IS IMPORTANT TO CONSULT YOUR CHILD'S DOCTOR IF THERE IS ANY
CHANGE OR PROBLEMS REGARDING YOUR CHILD'S HEARING.

Consultant Sereencr
Section of Audiclogy (Signature Over Prinled Name)

Reference: Revised Manual ~F Mnarariane ~f RA 0709, 2016

Page 1 of 1 of Annes C

B4 tean
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Agnnex D, Newborn Hearing Screening Reference Card

NEWBORN HEARING SCREENING "*'*'%"“T o

oD,
HEARING SCREENING CENTER DATE OF SCREENING: s+ BIRTH WEIGHT: P
PRI e o o i e i . TESY T TT T GESTATION AGE: waeks
Mowse________ \eorsmesews Qo |SSueiomishimsme e
) 02 Vel = € buas
st METHOD OF 5C =} 0 3 WG edristin 48 Aoy
. PHILHEALTH: [FriHEALTH o O 4 Cagioais medcagn
i Divis [Ono ™o ; o O & Famy b of monssantcnichaos
DATEQFBIRTH: .+ _ ¢+ _ RESULT; OB Craniotacis ensmaios .
i T A ¥ VT Pass il oy o s e .
TINE OF BIRTH: ___[inem uem rnsn____ ealar D1 pectaen shocisg i syrenst
s aetiens) ;
GENDER: O Male. 03 Femaie -~ Nol Paitonmed g, i ira Fsetend?
NAME OF INFANT {it availatila): ECREl a
NAME DF MOTHER: S M T M ;
Ime Firat harrn e =
ADDRESS: fr o |EowEoRE
7 Frouse Mumibs=r Willage | Barangay City Provinge o
PHONE: L) PHYSICANROCTOR: . FCrGISTRY CARD HO: ADDDOR0TORE

o

o @
:i{_)\f-:
=

G

Page | of 1 of Aoacs T

Leaniphilhealth %4 s fasebook com/PhilHealls
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Annex E, Table of Examples to Illustrate Transition Period for the 6-Panel Newborn
Screening Test

Scenario/ Example:

Date of Publicaton of the Circular: December 20, 2018
Date of Effectivity of the Circular: January 5, 2019 (fifteen days after publication)
Last day of Transition Period: April 30, 2019

. Dare of . . |
Mewborn Services Performed Bk A diissiii Clatms Filing Remarks
*  Complete Essendal Newborm
Care
o Expanded Ne\\:bom Sc:c?mng December 20, 2018 F_il¢ aﬁt'l'-’ﬁtl:mge f.‘,irtular thoughl published
+  Newborn Hearing Sereening Code 99432 is not yet effective.
Test
= Complete Essenual Newborn
Care . Circular though published
; Fil TPacks : p
*  G-panel Newborn Screening December 20, 2008 Cl;]:sw;;;ge is not yet effective,
*  Newborn Hearing Screening
Test
s Complete Essennal Newbormn
Care Circular is cffective by
*  Expanded New_born Scm.ening January 3, 2019 File as 99460 J;mmry 3 2019,
® Newborn Hearing Screening
Test )
*  Complete Essential Newbown Transition Period
Care Although Ciecular is
*  G-panel Newbom Screening January 3, 2019 File as 99432 effective,
*  Newborn Hearing Screening only 6-panel NBS was
Test done.
. S«:;\:plcte Esszential Newbom Last day of Transition
i . . . Period
*  G-panel Ncwbolm Sc:rccnmg April 30, 2019 File as 79432 Only 6-panel NBS was
[ *  Newborn Hearing Sereening done.
_"%—‘ Test
~| [l*  Complete Essential Newbom Claims with 6-panel test
by Care D it shall be denied. All
xr a ||* O-panel Newbom Screcning May 1, 2019 L newhorns should be resred
u'ls: ‘g e Newbom Headng Screening for expanded NBS starting
E | Test May 1, 219,
< o) | = Complete Essendal Newborn
= | Care All newborns should be
? *  Espanded Newbom Screening | May 1, 2019 File as 99460 tested for expanded NBS
5 ||»  Newbom Hearing Screening starting May 1, 2019
=] Test
Page 1 of 1 af Anncx [
|! teamphilhealih m waww ficebook cond/Philllealth Wl.m% n\.ww_ymmuh hilhealth i hithealth.gov.ph
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Annex F. Summary of Documents Required as Attachment to Newbom Care Package
Claims

1. Claims Signatute Form (C8F) with attached Filter Card Stcker

2. Properly and correctly accomplished PhilHealth Membership Regisnation Form (PMRF)
3. Claim Form 2 - If applicable

4. Statement of Account

5. Result of Newbom Hearing Sereening Test — If applicable

6. Newbom Hearing Screening Registry Card {Blue Form) — If applicable, starting June 1, 2019

Page 1ol | of Amnex B
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Annex 7. Implementation of the Expanded Newborn Screening
Program

Administrative order 2014 - 0045: Guidelines on the Implementation of the
Expanded Newborn Screening Program

Republic of the Philippinés
Departmentaf Health
OFFICE OF THE SECRETARY

NOV 19204

ADMINSTRATIVE ORDER
NO.2014- 0045

SUBJECT: Guidelines on the Implementation of the Expanded Jewborn
Screening Program

L Rationale

Efforts are continuously being done to achieue the goal of saving Filipino newborns
for common life-threatening heritable disorders. Tt this end, the National Comprehensive
Newbotn Screening System is expanding the screerling panel df disorders fiom six (6) to
more than twenty (20) disord, An expanded ing p m will give opp ities to
significantly improve the quality of life for affected newborns d will also ilentify babies
whose condition may not become symptomatic until permanent damage or disability has
occurred.

Review of data on Filipino newborns screened in the California newbbrn screening
program from 2005 to 2011, showed that Filipino newboms confirmed positive with several
disorders in the newborn screening panel. The disorders were a mix of endocrinologic and
metabolic conditions as well as hemoglobinopathies. (Radilla, 2012)

The data prompted a review and subsequently a formal recommendation of the
expanded newborn screening program in the Philipgines to the Advisory Cbmmittee on
Newborn Screening.

In line with the impl ion of the expabded newborn ing a National
Technical Working Group (NTWG) was created under the National Center for Disease
Prevention and Control (NCDPC) composed of representatives of key offices at the
Department of Health and of different concerned institutions. The NTWG was tasked to
prepare the necessary guidelines for the implementation of expanded pewborn kereening in
the country..

OBJECTIVE

s Administrative Order sets the guidelines for the implementation of the expanded
‘born screening in the country. &

t 3

Building 1, San Lazaro Compound, Rizal Avenue, Sta. Cruz, 1003 Manila » Trunk Lime 65{-7800 Direct Line1711-950)
= Fax: 743-1829; 743-1786 ¢ URL: doh.gov.oif; e-mail; dbb.gov.oh
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SCOPE AND COVERAGE

Provisions of this Administrative Order shait apply to all Newborn Sareening Centers,

DOH-Regional Offices, DOH-ARMM, National Comprehensive Newborn Sereening System
= Tr'eatment Network, health facilities and all other agencies apd stakeholdars concerned in
the implementation of the newborn screening program.

Iv.

1.

DEFINITION OF TERMS

Confirmatory Center refers to a facility identified by the DOH tc be part of the
National Comprehensive Newborn Screening System Treatment Network. It is
equipped to do confirmatory testing to ensure the accuracy of screening results.

Newborn Screening Continuity Clinic refers to an ambulaiory clinic bascd in a tertiary
hospital identified by the DOH to be part of the National Comprehensive Newborn
Screening System Treatment Network. It is equipped to facilitate contiruity of care of
confirmed patients in its area of coverage.

National Comprehensive Newborn Screening System Treatment Netwark refers to a
network wherein fotal management of patient with confirmed diagnosis shall be
referred to. It follows the DOH-approved clinical protocol in the menagement of
patients diagnosed in any of the disorders inclutled in the newbom screeing panel.

Newborn Screening Center (NSC) refers to a facility equipped with a newborn
screening laboratory that complies with the standards ejgblished by the National
Institutes of Health, and provides all required laboratory tests and regall/follow-up
programs for newborns with heritable conditions.

Newborn Screening Reference Center (NSRC) refers to the central facility at the
National Institutes of Health that defines testingiand follow-up protocols maintains an
external laboratory proficiency testing program. oversees the national tesling database
and case registries, assists in training activities in all aspects of the progrpm, oversees
content of educational materials and acts as the $ecretariat of the Advisory Committee
on Newborn Screening.

Republic Act 9288: Newborn Screening Act of 2004 refers to the act pramulgating a
comprehensive policy and a national system for énsuring newborn screenihg.

V. GENERAL GUIDELINES

1,
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The number of disorders in the newborn screening panel shall be increased from six
(6) to twenty-eight (28) falling under vamous types of disorders namellyz
hemoglobinopathies, amino acid disorders, organic acidurias, disorders of fatty acid

. oxidation, disorders of carbohydrate metabolism, disorders of biotin mpetabolism,

cystic fibrosis, and endocrine disorders.

Site renovations/preparations, procurement of equipment apd reagents, iring and
training of personnel, upgrading of database, preparation o manuals an protocols,
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and implementation of other necessary program groundwork shall be indertaken prior
to the implementation of the expanded newhorn screening.

3. The necessary confirmatory centers and metwork for referral, management and

treatment of patients found positive under the expanded newborn screening shall
= likewise be established in strategic areas of the country.

4. Pilot-run of the Expanded Newborn Screening shall be undertaken at the Newborn
Screening Center-National Institutes of Health, prior to full implementation before
2015.

5. Newborn screening shall be offered to parengs in all participating facllities with two
options:
a. Option 1: six (6) disorders (CH, CAH, GAT , PKU, G6PD, and MSUD)
under the basic NBS panel; and
b. Option 2: twenty-eight (28) disorders under the expamded newborn
screening panel.

6. Confirmatory centers for the additional disorders shall be identified.

T A network of specialists shall be identified for the management of the additional
disorders.

8. A separate policy shall be issued in the identifitation of expert panel.

9. Newborn Screening Continuity Clinics shall be set-up to facilitate long term care of
patients confirmed through newborn screening.

10.  Information on the expanded screening and the disorders included shall be made
available to health professionals, parents, and fhe general public at all NSCs, DOH-
Regional Offices and Newborn Screening Facilities.

V1. SPECIFIC GUIDELINES/IMPLEMENTING MECHANISM

In terms of the different components of the newborn screening program, the following
shall be considered in the implementation of the expanded screening:

A. Procedure

1. Implementing epanded newborn screening shall involve a series of steps from
motivation, screening, follow-up, diagnosis, yianagement and evaluatipn.

2. AS stated in Sec. 6 of the Implementing Rules and Regulations of RA 9288, any
health practitioner who delivers, or assistc #n the delivery of a newborn in the
Philippines shall, prior to delivery, info1™ parents or legal guarfian of the
newborn of the availability, nature and benefits of NBS. Health practifioners shall
follow the DOH prescribed guidelines on not,fication and education relative to the
obligation to inform. The DOH, other government agencies, non-government
agencies, professional societies and LGUd shall make available mppropriate
information materials and shall have a system of its distribution. The heal
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practitioner shall maintain documentdtion in the patient’s regords that NBS
information has been provided.

3. Refusal form shall be accomplished by parents refusing newborn ycreening.

4, The same screening protocol, which ihcludes the proper timink and specimen
collection, transport, laboratory testing, and repoyfing in comyliance with the
Implementing Rules and Regulation of Republic Act 9288 shall be followed.

B. Reporting and Monitoring Protocols

An evaluation plan shall be implemented that would clearly define selected
indicators, assign responsibility for monitoring, and outline the periodicity
with which evaluations are to occur. The program evaluation $hall encompass
the detailed procedures, operational agrangements and budget source.

C. Roles and Responsibilities

To ensure implementation of expunded NBS, the agencies/organization
identified below shall have the following responsibilities.

1. The Department of Health

a. The FHO shall be the lead agency in the implementatior of expanded
newborn screening. Its roles and respousibilities stated in Section 13 of the
Implementing Rules and Regulations »f RA 9288

b. The FHO, as the lead in the National Technical Working Group (NTWG) on
Newborn Screening shall ensure that tne expanded screening is integrated into
the NTWG’s various functions of lopg-term or medium-terny target setting
and planning. This shall ensure that dll policies, guidelines and standards of
the expanded screening program adhére to over-all internationally accepted
standards and ethical considerations. Specifically, expanded screening shall
be included in the NTWG's functions of:

i.  Developing/reviewing policies; standards and guideline” on Newborn
Screening for rec datims to and approval of the Advisory
Coménittee of the Newborn Screening Program;

ii. Recommending the disorders t be included in the Newbpm Screening

4 panel;

iii. Reviewing and recommending the Newborn Screenmyg fee to be
charged by the Newborn Screenfing Centers:

iv.  Developing/reviewing strategics and tools that ensure effective and
efficient implementation of the Newborn Screening at vasious levels;

v. Formulating national progtam / project plan, puoposals and
collaborative studies on Newbom Screening; and

vi. Reviewing the report of the Neswborn Scre ning Reference Center on

= the performance of the Newbora Screcning Centers and recommended
D TRUE CoPY corrective measures as deemed necessary.
4
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¢. The Health Promotion and Communications Setvice (HPCS), in coordination

with the NSRC, shall be respunsible for advocacy ahd information
.dissemination on expanded screening to the communities. throughout the

. couritry prior to and during the implementation of expanded scteening.

Health Facilities

Health facilities, i.¢. hospitals, birthihg facilities, rural health pmnits and health
centers, shall ensure that the expanfled newborn screening & offered as an
option. It shall be integrated in their Newborn Screening Services and
provision of information, education, communication, screemung, recall and
management of identified cases anfl other related services. as outlined in
Section 14 of the IRR of RA 9288, shall be undertaken.

Newborn Screening Reference Center

NSRC shall define the testing and follow-up protocols for the additional
disorders; maintains an external labgratory proficiency testing program, and
integrating the additional disordets in its case registries and national testing
database it oversees; assists in trainiing activities in all aspedts of the NBS
program.

Newborn Screening Centers

NSCs shall ensure that laboratory space, equipment and supplies needed for
the implementation of the expanded pewborn screening are in place. It shall
ensure that the mechanism for ordermg and payment of expgnded newborn
screening service is in place. It shall dnsure that patients identified positive in
any of the disorders are followed up and referred to specialists for initial
management. All NSC’s shall strictly follow the prescribed guidelines of good
laboratory practices.

Newborn Screening Continuity Clinjes

Newborn Screening Continuity Clinfcs shall facilitate contipuous care of
confirmed positive patients. It shall provide long-term follow-ug care activities
related to improving care delivery, including engagemen} of affected
individuals and their families.

D. Budget Source

L

The NBS Feeg-

a. The cost of the tests shall be as follows (Per recommendation of the Advisory

- Committee on Newborn Screening on August 19, 2012):

Option 1 (6 disorders) - Php55G.00
Option 2 (expanded newborn scveening) - Php1,500.00.

b. For PhilHealth members, P550 shall bé. covered by PhilHealth.

For Option 1 (6 disorders), the fotal cost shall be covered
For Option 2 (expanded NBB), only P50 shall ba covered by

ICERT|F|E“D:TR';JE COPY i PhilHealth and the balance shdll be an out-of-pocket ekpense of the
{ family.
| |
‘ L] 1] *;
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¢.. Both options | and 2 shall have an §llowable charge of P50 for the collection
. of thie sample (DOH AO No. 2005-045).

Health. The following administratije fines shall be imp¢sed on health
facilities that were found liable for collecting more than the maximum
allowable NBS fees (DOH AQ 2008-0026-A4):
First offense - Warning
Second offense - Administratlte fine of fifty thousand isos (P50,000)
Third offense - Administrative fine of one hundred thousand pesos
(P100,000)

d. Overpricing of newborn screening fges shall be teported to th{ Department of

2. Usage of the NBS Fee

9288, the NBS fee shall be applied to} among others, testing cdsts, education,

As stated in Section 22 of the Impgmenting Rules and Regglations of RA
sample transport, follow-up and reasojable overhead expenses

VII. REPEALING CLAUSE

Provisions of AQ No. 121 s. 2003 and all othey issuances that are incongistent with
the provisions of this Order are hereby repealed /rescihded.

VIII. SEPARABILITY

If any provision of this Order is declared intalid, the other provisiong not affected
thereby shall remain valid and subsisting.

IX. EFFECTIVITY

This Order shall take effect fifteen (15) days #fter its ﬂppr'?val and publication in the
official gazette or newspaper of general circulation.
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Administrative Order 2014 - 0045 - A: Amendment to AO 2014-0045 Guidelines on
the Implementation of the Expanded Newborn Screening Program

Republic of the Philippines
Department of Health

OFFICE OF THE SECRETARY

HAR 29 2019

ADMINISTRATIVE ORDER
No. 2%9—- 2004-D0AS-A

SUBJECT: Amendment to Administrative Order No. 2014-0045: Guidelines
on_the Implementation of the Expanded Newborn Screening
Program

Pursuant to Section 11 of Republic Act No. 9288, otherwise known as the Newbom
Screening Act of 2004, the Advisory Committee on Newborn Screening (ACNBS) shall review
and recommend the newborn screening (NBS) fee to be charged by the Newborn Screening
Center (NSCs) in order to ensure that NBS will be accessible to all newborns.

During the meeting of the ACNBS held last 04 October 2018, the price adjustment in the
expanded newborn sereening (ENBS) fee of One Thousand Seven Hundred Fifty Pesos (Phpl,
750.00) has been approved. The said price will apply to all new NBS filter cards purchased
from the NSCs upon effectivity of this Order. In view of this, the following provision of
Administrative Order No. 2014-0045 dated November 19, 2014 is hereby amended:

FROM:
VI Specific Guidelines/Implementing Mechanism
D. Budget Source
l. The NBS Fee
a. The cost of the tests shall be as follows (Per recommendation of the
ACNBS on Auguse 19, 2012):
Option 1 (6 disorders) - Php550.00
Option 2 (expanded newbom screening) - Phpl,500.00.

b, For PhilHealth members, P550 shall be covered by PhilHealth.
For Option 1 (6 disorders), the total cost shall be covered.
For Option 2 (expanded NBS), only Php 550.00 shall be covered by
PhilHealth and the balance shall be an out-of-pocket expense of the
family.

TO:
VI. Specific Guidelines/Implementing Mechanism
D. Budget Source
I. The NBS Fee
a. The cost of the tests shall be as follows (Per recommendation of the ACNBS
on October (4, 2018);
Option 1 (6 disorders) - Php350.00
Option 2 (Expanded Newbomn Screening) - Php1,750.00.

b.For PhilHealth members, the total cost shall be covered by PhilHealth (Per
PhilHealth Circular 2018-0021 on Enhancement of Newborn Care Package):
Option 1 (6 disorders) - Php 550.00
Option 2 (Expanded Newborn Screening) — Php 1750. 00

Buiiding 1, San Lazaro Compeund, Rizal Avenue, Sta, Cruz, 1003 Manila  Trunk Line 551—7"500 lnclel 13, 1108, 1135
Direct Line: 711-9502; 711-9503 Fax: 743-1829 & URL: hitp:/fwww.doh.gov.ph; e-mail: fidugueidah.gov.ph
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Option 1 (6 disorders) shall be offered until April 30, 2019 only. Effective May 1, 2019,
all infants born in accredited facilities shall be tested for expanded newborn screening panel
(Option 2) only.

As thus amended, all other provisions of Administrative Order No. 2014-0045 shall
remain in full force and in effect.

This order shall take effect fifteen (15) days after publication in the official gazette or
newspaper of general publication,
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Annex 8. Administrative Order 2020 — 052 Revised Guidelines
on the Implementation of the Expanded Newborn Screening
Program

Republic of the Philippines

Department of Health
OFFICE OF THE SECRETARY

0CT 27 2020
ADMINISTRATIVE ORDER
NO. 2020-_0gsa.
SUBJECT: Revised Guidelines on the Implementation of the Expanded

Newborn Sereening Program
I BACKGROUND/RATIONALE

Republic Act 9288, otherwise known as “the Newborn Screening Act of 2004,
provides for the establishment of a national comprehensive newborn screening system that
includes (i) education of relevant stakeholders; (i1) screening, recalling and diagnosis of
patients; (iii) provision of medical/dietary/surgical management to address the untoward
consequences of heritable conditions when left untreated; and (iv) evaluation activities to
assess long term outcome, patient compliance and quality assurance of short term and long
term follow-up. The principles being carried out by the Republic Act 9288 of universality,
inclusivity, and person-centeredness are the same principles that Department of Health (DOH)
ushers in through Republic Act 11223 or the Universal Health Care (UHC) Act.

The Expanded Newborn Sereening (ENBS) as an option to the NBS basic 6-test was
implemented in November 2014 through the issuance of DOH Administrative Order (AO) No,
2014-0045, Further, the National Policy and Strategic Framework on Expanded Newborn
Screening for 2017-2030, which was released on November 05, 2018 through the issuance of
DOH AO No. 2018-0025, outlined the shift to ENBS and the provision of continuing care for
confirmed patients. The ENBS Fee was later increased from Phpl,550 to Phpl, 750 in March
2019 by an amendment to AO No. 2014-0045-A. The ENBS Fee augments other services in
addition to screening, such as confirmatory tests for the metabolic conditions and
hemoglobinopathies and life-saving management of newborns diagnosed with metabolic
disorders. PhilHealth worked on the full coverage of the ENBS in the Newhomn Care Package
and released the Circular No. 2018-0021 on Enhancement of Newbomn Care Package which
includes the coverage of the ENBS Fee of Phpl, 750.00.

With the above-mentioned developments and thrust of the program towards full shift
to ENBS, this Order shall serve as reference for the full implementation of the ENBS
to ensure the continuity and sustainability of quality testing, follow-up services and
management of diagnosed newborn infants in the country with the provision of guidelines on
the transition to full expanded screening, on the establishment and operation of Center for
Human Genetic Services. and on the allocation of a portion of the ENBS Fee to augment the
cost of treatment and management of patients.

11 OBJECTIVES

To update the guidelines on the following:

Building 1, San Lazare Compound, Rizal Avenue, Sta. Cruz, 1003 Manila @ Tronk Line 651-7800 Direct Line: 7119501 R‘-U
Fax: 743-1829; 743-1786 = URL: ttp:/'www.dol s e-mail: T Il /:ﬁ‘/ ﬁ %
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1. Implementation of the Expanded Newbormn Screening Program;

2. Expansion of the National Comprehensive Newbomn Screening System (NCNBSS)
with the establishment of the Centers for Human Genetics Services (CHGS).

3. Allocation and utilization of a portion of the ENBS funds for the operation of the
CHGS and for the management (diagnostic and therapeutic) of patients.

IMI.  SCOPE OF APPLICATION

This Order shall apply to all DOH-Centers for Health Development (CHD), Ministry
of Health (MOH) Bangsamoro Autonomous Region in Muslim Mindanao (BARMM),
Newborn Screening Centers (NSCs), Newborn Screening Reference Center (NSRC), Institute
of Human Genetics, Newborm Screening Facilities (NSFs), and all other agencies and
stakeholders concerned in the implementation of the newborn screening program.

IV.  DEFINITION OF TERMS

1. Advisory Commitice on Newborn Screening (ACNBS) - refers to the body created
as an integral part of the Office of the Secretary of the DOH to ensure sustained
inter-agency collaboration. It is tasked, among others, to review and recommend
the standard NBS Fee to be charged by NSCs.

2. Acute Crisis - refers to acute episode of illness caused by accumulation of toxic
metabolites which may be precipitated by catabolic stress such as infections,
fasting, or events surrounding the perinatal period. This may manifest with a
variety of symptoms depending on the specific disorder, but may involve poor
feeding, altered conscious state, seizures, acidosis or ketosis, respiratory distress
and circulatory failure.

3. Center for Human Genetic Services (CHGS)- refers to a facility that covers island-
wide services (Luzon, Visayas Mindanao) and facilitates comprehensive clinical
evaluation, appropriate management (diagnostic and therapeutic), and genetic
counseling services to families or individuals with genetic conditions.

4. Confirmatory Center - refers to a facility identified by the DOH to be part of the
National Comprehensive Newborn Screening System-Treatment Network,
equipped to do confirmatory testing to ensure the accuracy of screening results.

5. Dietary Supplements - refer to vitamins, minerals, amino acids or other nutrients
intended to provide nutrition, enhance the removal of accumulated toxins or
facilitate the function of a metabolic process (e.g. carnitine for organic acidurias
and carnitine uptake defect; and biotin for biotinidase deficiency).

6. Genetic Services - refer to services (i.e. genetic counseling, metabolic nutrition
counseling, clinical consults for evalpation and manag reviews, etc.)
provided to patients confirmed to have metabolic disorders, birth defects and other
genetic disorders.

7. Goods - refer to medications, medical food, dietary supplements, and highly

specialized medical supplies.
s
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8. Medical Food - refers to food used for therapeutic purposes specially formulated
and intended for the dietary management of a disorder that has distinctive
nutritional needs that cannot be met by normal diet alone (e. g. phenylalanine-free
milk).

9. Medications - refer to medicines that may or may not be available commercially
but essential for treatment; thus, prescribed by the pediatrician or specialist to
address specific medical issues of patients with metabolic disorders. Treatment
quantity and duration may vary according to the prescription of the pediatrician or
specialist.

1

f=1

. National Comprehensive Newborn Screening System — Treatment Network —
refers to a network wherein total management of patient with confirmed diagnosis
shall be referred to. It follows the DOH approved clinical protocol in the
management of patients diagnosed in any of the disorders included in the newborn
screening panel.

11. National Institutes of Health-Institutes of Human Genetics (NIH-IHG) - refers to
the unit at the National Institutes of Health that provides comprehensive clinical
evaluation of families or individuals with or at risk for heritable conditions; it
provides support for remote, real-time referral (the Telegenetics Referral System
and Birth Defects Surveillance System) in the country. It also offers laboratory
and diagnostics services pertinent to the management of heritable conditions.

12, Newborn Screening Center (NSC) - refers to a facility equipped with a newborn
screening laboratory that complies with the standards established by the National
Institutes of Health and the DOH, and provides all required laboratory tests and
recall/follow-up programs for newbomns with heritable conditions.

13. Newborn Screening Continuity Clinie (NBSCC) - refers to an ambulatory clinic
based in a tertiary hospital identified by the DOH to be part of the National
Comprehensive Newborn Screening System Treatment Network, equipped to
facilitate continuity of care of confirmed patients in its area of coverage.

14. Newborn Screening Facilities (NSFs) - refers to institutions (i.e. hospitals, birthing
facilities, sanitaria, infirmaries, rural health units and health centers) offering
newbom screening services such as, but not limited to, motivation of parents,
collection of blood sample and recall.

15. Newborn Screening Reference Center (NSRC) - refers to the central facility at the
National Institutes of Health that defines testing and follow-up protocols,
maintains an external laboratory proficiency testing program, oversees the national
testing database and case registries, assists in training activities in all aspects of the
program, oversees content of educational materials and acts as the Secretariat of
the Advisory Committee on Newbom Screening (ACNBS).

16. PhilHealth Enhanced Newborn Care Package (NCP) - refers to the PhilHealth
benefit package released on December 21, 2018, which includes the full coverage
of the ENBS fee of Php1,750 in the NCP.
A
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V. GENERAL GUIDELINES
A. Expanded Newborn Screening shall be offered in all NSFs.

B. The number of disorders in the expanded newborn screening panel shall be twenty-
eight (28) and more falling under various types of disorders namely:
hemoglobinopathies, amino acid disorders, organic acidurias, disorders of fatty
acid oxidation, disorders of carbohydrate metabolism, disorders of biotin
metabolism, cystic fibrosis, and endocrine disorders.

C. The NCNBSS-Treatment Network for the expanded newbomn screening shall be
maintained in strategic areas of the country.

a. Confirmatory centers that provide confirmatory testing following a positive
screen and follow-up of diagnosed individuals shall be maintained and the
list of confirmatory centers to be provided by NSRC.

Confirmatory Testing Fund allocation, from the NSCs and CHD shares
on portion of the ENBS Fee, shall be used for confinmatory testing of
conditions included in the newbom screening panel.

b. The CHGS shall be established and will cover island-wide services (Luzon,
Visayas, and Mindanao). It shall facilitate comprehensive clinical
evaluation, appropriate diagnostic and therapeutic management, and genetic
counseling services to families or individuals confirmed to have a disorder
included in the ENBS panel.

¢. Newborn Screening Continuity Clinics (NBSCCs) established as per AO
No. 2014-0035 shall be added in strategic areas of the country to facilitate
and increase access to long term care of patients confirmed through
newbom screening,

d. Experts committees on ENBS panel of disorders shall be created and
maintained to provide new information on the disorders, participate in the
review of datasets and cutoffs of the disorders, propose research agenda
and recommend inclusion of new disorders.

D. Information, education, and communication on the expanded screening and the
disorders included shall be made available to health professionals, parents, and the
general public at all NSCs, DOH-Central Office, DOH-CHDs, MOH-BARMM,
and Newborn Screening Facilities through multi-media in collaboration with the
DOH-HPCS and NSRC.

E. Newborn Screening Center preparations shall include laboratory renovations to
meet accreditation standards, procurement of equipment and reagents, hiring and
training of personnel, upgrading of database, preparation of manuals and protocols,
and implementation of other necessary program groundwork and shall be
undertaken in line with the strategies enumerated in the National Policy and
Strategic Framework on Expanded Newborn Screening for 2017-2030.

VI. SPECIFIC GUIDELINES

A

{/}d?
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A Establishment of CHGS

1. National Institutes of Health-Institute of Human Genetics (NIH-IHG) shall
establish the CHGS of the Newborn Screening Program.

2. The NIH-IHG shall have administrative and operational oversight of all
CHGS.

3. The NIH-IHG shall serve as the CHGS for Luzon. It shall establish satellite
CHGS in Visayas, Mindanao and other centers in the future.

4. The CHGS shall be manned by a core team composed of clinical geneticist,
pediatrician or family physician, nurse, dietitian/nutritionist, pharmacist,
genetic counselors, psychologists, social worker and administrative staff.

B. Roles and Responsibilities

To ensure implementation of expanded NBS, the agencies/organization
identified below shall have the following responsibilities:

1. The Department of Health

4. The Department of Health, through the Disease Prevention and
Control Bureau-Children’s Health Development Division
(DPCB-CHDD), shall be the lead ageney in the implementation
of ENBS. Its roles and responsibilities are stated in Section 13
of the Implementing Rules and Regulations of RA 9288. The
DPCB-CHDD shall also be responsible in reviewing/updating
the guidelines periodically at least 3 years or sooner if there are
new developments in the program.

b. The Health Promotion and Communications Service (HPCS), in
coordination with the NSRC, shall be responsible for advocacy
and information dissemination on expanded newbomn screening
to the communities throughout the country,

c. The Health Facilities and Services Regulatory Bureau (HFSRB)
shall ensure health facilities applying as newborn screening
facilities shall comply to the minimum regulatory standards set
by the DOH in the provision and delivery of quality maternal
and newborn care services. Further, it shall enforce the fines and
other penalties as contained in issuances concerning ENBS fees
and the like.

d. The Health Facility Development Bureau (HFDB) shall assist in
the identification of facilities or institutions that will gualify as
the Newborn Screening Centers in the other parts of the country
where the services of such will contribute in the provision of the
comprehensive newborn screening services. It shall integrate
and update relevant aspects of establishing and developing
NSCs all over the country in the Health Facility Development
Plan sensitive to the needs of the country. Further, the HFDB
shall provide technical inputs in the further development of
these NSCs in various joint workshops of the NSRC and DOH.

5 o
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2. Centers for Health Development shall:

a
b.
c. Allocate funds for expenses related to monitoring of patients

Assist in the implementation of expanded newborn screening;
Collaborate with relevant stakeholders; and

and adherence to medical management and continuity care
where needed.

3. Philippine Health Insurance Corporation (PhilHealth) shall:

a

b.

Include the full coverage of the ENBS in the PhilHealth
Newborn Care Package.

Issue circulars defining the new policies and procedures on
the enhancement of the Newborn Care Package, particularly
on ENBS.

. Revise the coverage of the current Newborn Care Package

based on the recommendations from the Health Technology
Assessment Council.

4. Newborn Screening Facilities shall:

a
b.

Ensure that expanded newborn screening is offered; and
Provide information, education, communication, screening,
recall and management of identified cases and other related
services, as outlined in Section 14 of the IRR of RA 9288.

5. Newborn Screening Reference Center shall:

.

= N.r]

i ]

Provide the guidelines for the establishment of the NSCs,
NBSCCs, CHGS, and other health facilities that will be
relevant to the implementation of the ENBS Program, to
include but not limited to personnel requirements (for hiring
and renewal) and laboratory accreditation requirements;

. Define the testing and follow-up protocols for the additional

disorders;

. Maintain an external laboratory proficiency testing program;
. Integrate the additional disorders in its case registries and

national testing database;

. Assist in training activities in all aspects of the NBS program;
. Handle the legal requirements for the remittance, allocation

and transfer of fund with NSCs and with NIH-1HG;

. Determine the appropriate allocation of funds for

confirmatory testing and management/treatment based on the
prevailing costs in coordination with DOH; and

. Conduct program monitoring in coordination with the

Department of Health.

ﬁ 4

139



NCNBSS Manual of Operation

6. NIH-IHG shall:

d.

(=%

. Establish and oversee the operations of CHGS;
. Facilitate the procurement and distribution of goods needed

by the NSCs and the CHGS;

. Submit to NSRC the annual funding proposal for the

procurement and distribution of specific goods needed and
the operations of CHGS; and

Submit quarterly reports to NSRC on procured and required
medicines for CHGS.

Submit consolidated reports of CHGS to NSRC.

7. Centers for Human Genetic Services shall:

. Facilitate comprehensive clinical management and genetic.

counseling services for families and individuals;

. Assist NSCs, NSFs, and NBSCCs in the acute and long term

management of patients;

. Serve as the central repository of medical foods, orphan drugs

and products and other treatment needs not readily available
locally and/or commercially;

. Coordinate the distribution of medical food, supplies, drugs

to NSCs and NBSCCs;

. Conduct research that shall contribute evidence-based data

for directing strategic future plans of the National
Comprehensive Newborn Screening System program;

. Collaborate with NIH-IHG—in developing management

guidelines and other related advocacy materials targeting
relevant stakeholders;

Submit periodic reports to NIH-IHG. and

Assists NSRC in its capacity building among health
personnel of NBSCCs, among others;

8. Newborn Screening Centers shall:

a.

Ensure that personnel, laboratory space, equipment and
supplies needed for the implementation of the expanded
newborn screening are in place;

. Ensure that the mechanism for ordering and payment of

expanded newborn sereening service is in place;

. Strictly follow the prescribed guidelines of good laboratory

practices;

. Establish an appropriate financial and inventory system that

shall ensure effective and efficient distribution of goods to
patients with metabolic disorders in acute crisis;

. Ensure that patients identified positive in any of the disorders

are followed up, confirmed, and referred to specialists for
initial management;
Remit funds to NSRC for treatment and for CHGS;

? “g
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g. Allocate funds for monitoring, appropriate diagnostic and
therapeutic management, and confirmatory of patients where
necessary;

h. Coordinate with CHGS on the 2 t of pati
needing further diagnosis and/or management; and

i. Endorse confirmed patients to the NBSCCs for continuity care.

9. Newborn Screening Continuity Clinics (NBSCCs) shall:

a. Facilitate continuous care of confirmed positive patients;

b. Provide long-term follow-up care activities related to
improving care delivery, including engagement of affected
individuals and their families;

c. Ensure periodic distribution of goods to patients seen at the
continuity clinic;

d. Ensure proper storage of goods;

e. Maintain buffer stock and record of goods;

f. Coordinate with the CHGS on provision of long-term

management of their patients, including supply of medical

food and orphan drugs/products;

Provide monitoring data and surveillance of patients to NSRC

and DOH for policy development:

Schedule genetic counseling sessions for the parents and other

family members, either face-to-face or Telegenetic counseling;

i. Submit periodic reports to CHGS on the agreed indicators for
quality care of patients; and

j. Submit quarterly reports to NSRC.

F m

C. Budget Source

1. The NBS Fee

a. The adjusted ENBS Fee shall be Phpl, 750.00 (Per
recommendation of the Advisory Commitiee on Newborn
Screening on October 04, 2018).

b. For PhilHealth members the total ENBS Fee of Phpl,750.00
shall be covered.

c. ENBS shall have an allowable charge of P50 for the collection
of the sample (DOH AO No. 2005-005).

d. Overpricing of newborn screening fees shall be reported to the
Department of Health-Health Facilities and Services
Regulatory Bureau (HFSRB. The administrative fines shall be
imposed on health facilities that collect more than the
maximum allowable NBS fees (DOH AO 2008-0026-A):

i. 1*offense - Warning
il. 2" offense - Administrative fine of fifty thousand
pesos (P50, 000)

8 W/f)""?’
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ifi. 3" offense - Administrative fine of one hundred
thousand pesos (P100, 000)

2. Usage of the NBS Fee

.

As stated in Section 22 of the Implementing Rules and
Regulations of RA 9288, “Guidelines on the usage of funds, as
approved by the ACNBS, shall be formulated by the NIHP and
DOH. The NBS fee shall be applied to, among others, testing
costs, education, sample transport, follow-up and reasonable
overhead expenses.”

. The treatment fund is a portion of ENBS fee that shall be

allocated to augment the cost of treatment and management of
patients.

. The NSRC shall prepare a Memorandum of Agreement

(MOA) with NSCs and NIH-IHG for the allocation and
transfer of funds from NSC which shall in tumn be transferred
to IHG for the procurement of medicines, medications, and
medical/surgical management for patients from all NSCs and
the operation of CHGS.

. NSCs shall allot:

i. P200 per patient screened intended for treatment fund,
and facilitate quarterly transfer of treatment fund to
NSRC based on actual collection; and

ii. P30 per patient screened intended for operations of the
CHGS, and facilitate quarterly transfer of fund to
NSRC based on actual collection. The budget for the
CHGS operations shall include Personnel Services,
Maintenance and Office Operation Expenses and
Capital Outlay (e.g. space rental/renovation, office
equipment, etc.).

. The Treatment Fund shall augment expenses for treatment of

patients with a confirmed metabolic disorder who underwent
ENBS. These expenses shall be limited to medications,
dietary supplements, medical food, and highly specialized
medical supplies. The list shall be provided by the NIH-IHG;

The Treatment Fund support shall also be provided for initial
(one-time) acute crisis management. This shall be limited to
emergency medical procedures (e.g. peritoneal dialysis, central
line placement), medications, medical food, dietary
supplements, and highly specialized medical supplies. This
shall not be convertible to cash;

. The assistance to patients shall be subject to availability of

funds: and /WLU’_/
9
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h. All disbursements of funds shall be subject to existing
accounting and auditing rules and regulations.

D. Reporting and Monitoring Protocols

An evaluation plan shall be implemented that would clearly define selected
indicators, assign responsibility for monitoring, and outline the periodicity with
which evaluations are to occur. The program evaluation shall encompass the
detailed procedures, operational arrangements, performance evaluation of program
implementers, and fund management.

Operational details of the CHGS operations and Treatment Fund shall be
incorporated in the MOA, Department Circulars, and/or Manual of Operations.

VII. REPEALING/SEPARABILITY CLAUSE

AO No. 2014-0045, 2014-0045-A and other issuances that are inconsistent are
hereby repealed/rescinded. If any provision of this Order is declared invalid, the other
provisions not affected thereby shall remain valid and subsisting.

VII. EFFECTIVITY

This Order shall take effect fifteen (15) days after publication in a newspaper of
general circulation.

~ DUQUE, 11, MD, MSc
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Annex 9. NBS Milestones 1996 — 2020

February 22, 1996

First organizational meeting attended by representatives from
different PPS and POGS accredited hospitals in Metro Manila

April 02, 1996

Creation of the NBS Study group composed of Pediatric and OB-
Gynecology consultants from participating hospitals. Project name:
Philippine Newborn Screening Project

June 27, 1996

Commencement of the Philippine Newborn Screening Project in 24
participating hospitals (18 private and 6 government)

June 1996 - September
1997

Coordination with the New South Wales Newborn Screening
Program in Australia for test performance and analysis

September 18, 1997

Start of operation of the Newborn Screening Laboratory at the
National Institutes of Health, UP Manila

March, 1999 Inclusion of the Newborn Screening Program in Child Health
2025, a planning framework on children’s health of the
Department of Health with the ultimate goal of achieving good
health for all Filipino children by the year 2025

July 30, 1999 Creation of the Inter-agency Task Force on Newborn Screening

composed of representatives from DOH as Chair, Institute of
Human Genetics-National Institutes of Health, UP Manila, DILG,
midwives’ association, and other health groups

January 03, 2000

Issuance of Administrative Order # 1-A s 2000 by the Department
of Health stating the Policies for the Nationwide Implementation
of Newborn Screening (see Annex A)

July 19, 2000

Newborn Screening Study Group declared as Outstanding Health
Research Awardee (OHRA) by the Philippine Council for Health
Research and Development

February 07, 2001

Issuance of Department Order No. 29-C s 2001 by DOH, Subject:
“Creation of the National Technical Working Group on Newborn
Screening Program under the National Center for Disease
Prevention and Control”. The group was tasked to provide
direction and guidance for the nationwide implementation of the
NBS program (see Annex B). DO 29-C s 2001 has been
amended by DPO 2005-1660 to reconstitute the NTWG
membership (see Annex C)
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February 21, 2003

First National Awarding Ceremonies for the Outstanding
Achievers in the Implementation of Newborn Screening
sponsored by DOH and NIH

May 01, 2003

Canadian International Development Agency (CIDA) awards a
financial grant to the Institute of Human Genetics to intensify
promotional and advocacy work on newborn screening in
Regions 4, 6, 10, with funds allocated for the writing of a Manual
of Operations for newborn screening

December 09, 2003

Issuance of DOH Administrative Order No 121, s 2003, Subject:
“Strengthening Implementation of the National Newborn
Screening System” (see Annex D)

January 20, 2004

Issuance of the Presidential Proclamation No. 540, Subject:
“Declaring the First Week of October of each year as “National
Newborn Screening Awareness Week” (see Annex E)

April 07, 2004

Enactment of Republic Act 9288 known as the Newborn
Screening Act of 2004 (see Annex F)

October 07, 2004

Signing of the Implementing Rules and Regulations of the
Newborn Screening Act (see Annex G)

December 02, 2005

Opening of the 2nd Newborn Screening Center in Visayas at
West Visayas State University Medical Center

January 22, 2006

Inclusion of NBS in the licensing requirement of Philippine
hospitals; 90% of NBS fee covered by national health insurance
[PhilHealth]

January 02, 2007

Opening of Scholarships for Genetics and Endocrinology
Fellowship training for regions without specialists

December 2007

Inclusion of Newborn Screening in the PhilHealth’s Newborn Care
Package (NCP) (see Annex I)

June 12, 2008

Issuance of DOH Memo No. 2009 — 0123 imposing the following
targets: 30% - 2008, 50% - 2009 and 85% by 2010 (see Annex J)

June 28, 2008

Creation of the NTWG Panel of Expert Committee

August 08, 2008

Issuance of AO No. 2008 - 0026 and 2008 - 0026A by DOH
imposing penalties for non-implementation and/or overpricing of
NBS (see Annex K)
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May 20, 2009

Setting up of additional G6PD Confirmatory Centers (see Annex
L)

July 7, 2009

Creation of the National Newborn Screening Follow-up
Committee (NNSFC)

October 5, 2009

Opening of the 3rd Newborn Screening Center in Mindanao at the
Southern Philippines Medical Center (formerly Davao Medical
Center)

October, 2010

Opening of the 4th Newborn Screening Center at the Angeles
University Foundation Medical Center Central Luzon

February, 2011

Creation of the Committee on Storage, Use and Disposal of the
Residual Dried Blood Spots (DBS) (see Annex __)

June, 2011

Initial offering of the MS Genetic Counseling Program by the
Philippine General Hospital (PGH) — Department of Pediatrics
and UP Manila College of Medicine

June 18, 2012

Started inclusion of Maple Syrup Urine Disease (MSUD) in the
NBS Panel of Disorders

September, 2013

Opening of the 5th NSC in Region 4A (CALABARZON) at Daniel
0. Mercado Medical Center in Tanauan City, Batangas

May 2, 2014

Setting up of Continuity Clinics in different parts of the Country

December 24, 2014

Expanded Newborn Screening — inclusion of more than 20+
disorders in the NBS Panel of Disorders

May, 2017

Opening of the 6th Newborn Screening Center in Northern Luzon
at the Mariano Marcos Memorial Medical Center

October 4, 2018

Inclusion of Argininosuccinic Aciduria (ASA) in the NBS Panel of
Disorders

January 5, 2019

Inclusion of the Expanded Newborn Screening in PhilHealth’s
Newborn Care Package

May 1, 2019

Full implementation of the Expanded Newborn Screening

October 27, 2020

Inclusion of Center for Human Genetics Services and details on
the treatment and management in the Revised Guidelines on the
Implementation of the Expanded Newborn Screening
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Annex 10. Administrative Order No 2018 — 0025

f"u‘% Republic of the Philippines

*

4 Department of Health
&) )5/ OFFICE OF THE SECRETARY

Nz

ADMINISTRATIVE ORDER
No. 2018 - 0pas

NOV 05 7018

SUBJECT: [National Policy and Strategic Framework on Expanded Newborn
Screening for 2017 - 2030

I. BACKGROUND AND RATIONALE

For two decades, the Newborn Screening (NBS) program has successfully laid its
foundation by integrating the program to the existing health system and infrastructure as
outlined in the NBS strategic framework, Workshops for strategic planning on NBS were
conducted in 2001 and 2009, respectively. Initially, the focus was on building the foundation
for the NBS program and how it will be implemented in major facilities. Later on, the
program aimed to increase the national coverage by continuous implementation of NBS to
the rest of the facilities nationwide and integration to the service delivery network through
policies and advocacies.

Today, the National Comprehensive Newborn Screening System (NCNBSS) thrust in
the next thirteen years is to ensure the sustainability of NCNBSS, including the full shift to
expanded newborn screening and the provision of continuing care for confirmed patients for
any of the screened disorders. Several policies were released in 2014 in pursuit of these
thrusts such as Administrative Order No. 2014-0045, which set the guidelines on the
implementation of the Expanded Newbomn Screening (ENBS) program and provided the
option for parents to avail between the 6-test and ENBS test; and the DOH Administrative
Order 2014-0035 that facilitated the initial establishment of the NBS Continuity Clinics in 14
regions to facilitate continuity of care of confirmed patients in their area of coverage.

The Department of Health (DOH) in coordination with its program partners reconfigured
the NCNBSS framework for 2017-2030 to provide direction and to intensify the
implementation, especially the ENBS. The plan shall concretize the long-term goals of the
NCNBSS.

II. OBJECTIVES

This Order aims to:

1. Provide a strategic framework for the implementation of the Expanded Newborn
Sereening Program from 2017-2030; and

2. Provide policy direction and guidance for DOH offices, its attached agencies, LGUs,
and development partners in prioritizing interventions for the health of newborns.

IT1. COVERAGE AND SCOPE OF APPLICATION
This Order shall apply to the entire public and private health system, including DOH

bureaus, Regional Offices (ROs), hospitals and other health facilities, attached agencies, local
government facilities, external development partners and other stakeholders implementing

health programs for and with pregnant women, mothers and newborns.

Building 1, San Lazaro Compound, Rizal Avenue, Sta. Cruz, 1003 Manila @ Trunk Line 650-7800 local 1113, 1108,
11335 Direct Line: 711-9302; T11-9503 Fax: 743-1829 » URL: http:/‘'www.doh.gov.ph; e-maif ftduqued@doh. gov.ph
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IV. DEFINITION OF TERMS

1.

Newborn Screening is an essential public health strategy that enables the early
detection and management of several congenital disorders (metabolic and endocrine
disorders, hemoglobinopathies, and cystic fibrosis), which if left untreated, may lead
to mental retardation, disability and/or death,

Long term management system is the provision of appropriate management,
intervention and support services to all confirmed cases of NBS disorders to enable
optimal, physical, mental and social outcomes for these individuals.

V. GENERAL GUIDELINES

1.

The National Policy and Strategic Framework on Expanded Newborn Screening for
2017-2030 shall guide healthcare interventions on newborn screening to be able to
attain the following targets by 2030:

a. Al least 95% national coverage of the expanded newborn screening;

b. At least 90% of health facilities with maternity and newborn services that
includes expanded newborn screening;

c. At least 95% monitoring data are generated from regional offices and
Newborn Screening Facilities (NSFs) through online monitoring system;

d. 100% ISO certification of all newborn screening centers and newborn
screening reference center;

e. 100% of comprehensively trained and certified personnel who will perform
NBS collection in NSFs;

f. At least 95% of regions maintained 99% satisfactory sample collection rate;

100% PHIC coverage of the newborn care package to include ENBS;

At least 85% of identified strategically located provinces with established

long-term management system for NBS confirmed positive patients,

Fm

2. STRATEGIC FRAMEWORK

The Newborn Screening Program is guided by the following principles: (a)
integration with all child health programs; (b) evidence-based interventions/approach,
quality, and (c) sustainability and partnership and shared responsibilities. The
Strategic Framework for Newborn Screening directs the program for the next 13 years
and is aimed to ensure the sustainability and nationwide implementation of expanded
newborn screening program through actionable program components and variety of
strategies (See ANNEX A).

The shift from the six-panel screening into an expanded screening for 28+ panel of
heritable disorders would entail upgrading, strengthening and sustaining the different
program components with the end result of delivery of quality services through ISO
certified facilities and reaching out to every infant in the community, The service is
not limited to screening alone but long-term management of children who are

confirmed positive for congenital disorders,

Page 2of 9
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The targets are to be achieved through the following strategies:

STRATEGIES (See Strategic Plan in Annex D)

II.

Ensuring Efficient Operations, Systems and Networks Management

This shall be upgraded to reach areas that need access to newbom care. This
includes construction and/or renovation of well-planned and equipped
infrastructures to ensure quality service among patients and to engage more
health facilities to offer NBS services (human resource for health-trained and
capacitated)

a. Development of Manual of Operations and Standards from screening,
confirmatory testing to referral and management.

b. ISO 15189:2012 Certification of all Newborn Screening Centers
(NSCs).

¢. Information dissemination geared towards importance and regulation
of testing in confirmatory centers,

Expanding Package of Services and Delivery Network

In the next ten years, the program aims to shift fully into expanded newborn
screening. Enrollment of new facilities and sustaining the operations of
existing facilities is critical in increasing the coverage of service delivery.
Strategic actions to increase the uptake of ENBS are critical to ensure
nationwide implementation, which involves strong promotion, advocacy and
cooperation of the newhorn screening facilities.

a. Opening of additional three NSCs shall ensure expedient sending and
receiving of results to and from geographically isolated and
disadvantaged facilities.

b. Setting up of continuity clinics and referral system in the provinces to
further strengthen the referral and management network of positive
cases in the hope that no patient will be deprived of long term care.

¢, Strict enforcement of newbomn screening policies to ensure delivery of
sustainable ENBS service at the national level down to local level.

d. Enhancement of diagnosis, follow up, and management of confirmed
cases through prompt recall and confirmatory tests of patients by
effective utilization of service delivery network for appropriate referral
and management of patients, collaborative partnerships and assessment
of recall and follow up protocols.

e. Training and deployment of clinical geneticists, pediatric
endocrinologists and genetic counselors at the provincial level,

s
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f  Develop human resource complement positions at the DOH and Local
Government Units (LGUs) to ensure that nurses, doctors and other
health professionals working in the continuity clinics and regional
offices are given plantilla positions,

Enhancing Health Promotion and Advocacy

This requires a developed and well-coordinated comprehensive health
promotion and communication plan targeting different audiences to increase
awareness and uptake on expanded newborn screening. It shall also focus on
information campaign by strengthening communication strategies using
different media platforms.
a. Develop an ENBS national communication plan to increase the uptake
of ENBS nationwide.
b. Strengthen alliance building with different organizations and Local
Government Units (LGUs).
¢. Integrate ENBS in the academic curriculum with other health related
subjects in the secondary and tertiary levels, specifically in Grade 8
level,
d. Intensify training and development of innovative training materials for
newborn screening with post training evaluation.

Optimizing Health Information Management Systems for Expanded
Newborn Screening

This aims to optimize current investments on health management information
systems by adopting interoperable, consensus-based, evidence-driven and
standards-based vocabularies and system that maximize the use of electronic
health record systems that will automatically process and send information and
reports to (a) PhilHealth for verification of ¢laims for NBS, and (b) the NBS
registry for program planning and research purposes, among others.

a. Establish efficient national database and case registries for real-time
generation of data.

b. Develop and implement online monitoring system for easy access of
data.

Strengthen Monitoring and Evaluation

Program monitoring and evaluation of procedures and systems, both for
laboratory and administrative units shall be undertaken to ensure smooth
implementation of the program. Periodic review of monitoring and evaluation
tools should be done including quality assurance assessment.

R
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a. Modify NBS evaluation tools such as the Philippine Performance
Evaluation Assessment System (PPEAS) tools for NSCs, ROs,
Continuity Clinics and NSFs for periodic assessment.

b. Conduct program review, audit and evaluation procedures and systems
for both laboratory and administrative units.

¢. [Establish local QA laboratory for the monitoring and evaluation of
Newborn Screening Centers (NSCs).

V1.  Establishing Sustainable Financing Scheme

The DOH, as the lead agency of the NBS program shall allocate funds for the
set-up of new strategically-located newborn screening centers. The National
Comprehensive Newborn Screening System (NCNBSS) also ensures funding
for researches relevant to the implementation of newbom screening at the
national level that maybe utilized for policy recommendations. The Philippine
Health Insurance Corporation (PHIC) also ensures full coverage of expanded
newborn screening, while LGUs and other stakeholders and partners are
empowered to provide ways or means to make the NBS accessible and
affordable, particularly on the economically depressed areas.

a. Include full coverage of ENBS in the Philhealth newborn care
package.

b. Provide funds for research grants for policy recommendation on
NBS,

c. Building alliance with LGUs and other institutions/agencies to allot
budget for screening, confirmatory tests and management in the
continuity clinics by having a community financing schemes and
programs.

d. Continuous collaboration to include NBS program in the
Department of Health investment plan and allot budget for the
needs of newborn screening from the national fund including
health promotion and communication campaign at all levels using
different media platforms.

VL. IMPLEMENTING MECHANISMS

The DOH Central Office shall act as the lead agency, along with the LGUs, for the
implementation of this Order. The Advisory Committee on Newborn Screening
(ACNBS) is the inter-agency body that reviews and recommends policies and
standards to the Secretary of Health. The DOH created a Technical Working Group
on Expanded Newborn Screening whose primary role is to oversee the
implementation of the Program and monitor progress based on the M&E Framework.

(see ANNEX B).
Page 5 of 9 ('/
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The following summarizes the roles and functions of the different groups of stakeholders that
have critical roles in the Newborn Screening Framework 2017-2030;

a. DOH - Disease Prevention and Control Bureau shall undertake the following
tasks:

* Disseminate the strategic framework and enabling policies to ensure
implementation of the strategies;

* Mobilize funds and various resources of various offices and agencies for the
set-up of strategically located new newbom screening centers, confirmatory
centers, and continuity clinics all over the country.

¢ Provide human resource complement through the provision of plantilla
positions for nurses, doctors and other health professionals to assure
availability of dedicated and committed statt.

* Provide technical inpuls/assistance in developing a health promotion and
communication plan & materials for ENBS in collaboration with HPCS and
NIH-NSRC to educate health professionals and the general public.

e Oversee the conduct of regular monitoring and evaluation of the program
implementation;

b. DOH — Health Facilities and Services Regulatory Bureau (HFSRB)
¢ Include certification from NSRC as part of licensing requirement for hospitals
and birthing facilities;
¢ Include NBS in their monitoring compliance in giving license to operate to
hospitals and birthing facilities; and

¢. DOH - Health Human Resource Development Bureau (HHRDB) Provision of
human resource complement through the provision of plantilla positions for nurses,
doctors and other health professionals to assure availability of dedicated and
committed staff is beyond the DOH capacity;
¢ Develop competency-based modules on NBS for health service providers
* Map potential partner institutions to deliver NBS courses per region and per
province.
* Monitor the learning and development of NBS providers in coordination with
the Regional Office Program Coordinators and Training Specialists,

(-9

. DOH - Health Promotion and Communication Service (HPCS) shall develop
comprehensive Newborn Screening health promotion and communications plan
including. prototype information, education & communication (TEC) materials and
collaterals in coordination with DPCB —~FHO and NIH — NSRC to facilitate advocacy
for expanded newborn screening.

e. DOH - Knewledge Management Information Technology Service (KMITS) shall
provide technical assistance in the (a) development, integration and maintenance of
interoperable, consensus-based, evidence-driven and standards-based wvocabularies
and system module on NBS in electronic health record system; (b) development and
maintenance of an NBS registry; and (c) facilitate and ensure interoperability of these
HER systems with the NBS registry and other relevant information systems to
facilitate knowledge management and timely decision-making.

£
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f. DOH Regional Offices and DOH ARMM are the implementing arm of the
Department of Health in the regional level and ARMM, where each has a designated
Newborn Screening (NBS) Coordinator to facilitate and collaborate the full
implementation of the program by the participating health units at the local level. The
coordinators should be responsible of the following tasks:

s Disseminate the strategic plan and enabling policies to LGUs and agencies in
the regions.

* Lead in the conduct of comprehensive training and orientations to hospitals,
health organizations and the community;

* Assist in all health information and advocacy activities, particularly in the
promotion of ENBS;

*  Monitor and assist the recall of patients for immediate tracking and retrieval of
positive screening for confirmatory testing, referral and proper management;
and

g. Department of Interior and Local Government (DILG) in Regional Offices and
ARMM

» Encourage LGUs to implement RA 9288 and extend total cooperation in the
implementation of the said law, )
*  Assist DOH in the monitoring and evaluation of the program implementation.

h. Local Government Units (LGUs) of Regions and ARMM

* Develop the capabilities of health workers;

* Issue local ordinances and resolutions that integrate NBS in the delivery of
health delivery system;

* Ensure that adequate and sustained NBS services such as information,
education, communication, screening, recall and follow-up are being provided
in all LGU Health facilities (Rural Health Unit/ City Health Unit, Lying-ins,
City/Municipal/ District/Provincial Hospitals);

s [Establish a functional case management referral system with strategically
accessible NCNBSS treatment network;

* Establish coordination and networking among concerned agencies in NBS
implementation;

* Monitor and evaluate the newborn screening implementation in
their localities;

* Explore/encourage creative financial packages to make NBS accessible
particularly among the economically deprived populace; and

® Perform other roles and responsibilitics as deemed necessary for the
implementation of this Act.

i. Philippine Health Insurance Corporatipn (PhilHealth).

o Include proof of newbomn screening services in their checkhsi for the
accreditation of health facilities for quality newbomn and pediatric services;
and

* Facilitate increase of benefit package for newborns, covering the expanded
newbom screening service,

ety
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j- Department of Education (DepEd) and Commission on Higher Education
{CHED) shall assist the DOH on the integration of newhorn screening policy in the
curriculum to be implemetited by the schools and higher education institutions at
basic, secondary and tertiary levels.

k. Newborn Screening Reference Center (NSRC) is the central facility that provides
technical assistance to the Department of Health. It shall do the following:

Provide technical assistance in setting up NSCs including training and
capability building;

Define testing and follow-up protocols;

Maintain an external laboratory proficiency testing program

Advocate and disseminate importance of taking confirmatory tests through
creation and distribution of IEC materials;

Allocate funds for the fellowships to ensure the availability of qualified health
personnel {e.g. Clinical Geneticists and Pediatric endocrinologists) who could
be tapped by the NCNBSS in the follow-up treatment and monitoring for
prompt and proper management of newhorn babies screened positive.

Develop IEC materials and training modules among others, for dissemination
to partners and facilities, for ENBS promotions;

Oversee the national testing database, case registries and content of
educational materials;

Create a plan for long-term outcome evaluation of NBS utilizing the case
registries;

Conduct regular monitoring and evaluation of the program

Assist in the national training activities of the program; and

Process the transfer of funds to the regional offices

L. Newborn Sereening Centers are the facilities equipped with a newborn screening
laboratory that comply with the standards established by the National Institutes of
Health (NIH) and are responsible to the following tasks:

Create capability building plan and activities;

Provide financial support to continuity clinics;

Conduct all required tests for all newbom screening samples received;
Coordinate immediate recall or short-term follow up of newbomns with
heritable conditions to sending NSFs and DOH ROs and DOH ARMM; and
Participate in the follow-up programs of newborns screening.

m. Newborn Screening Host Facility lodged in health facilities shall provide for the
venue or space for newborn screening centers.

n. Newborn Screening Facility implements the NCNBSS at the communlty level,
- which are responsible for the following tasks:

Integrate NBS in its delivery of health services spec1ﬁcal|v maternal and
newborn services

Serve as collecting health facility for NBS

Coordinate with the duly aceredited NSC covering their area

Ensure that that adequate and sustained NBS services such as information,
education, communication, screening, recall and management of identified
cases are being provided in the hospital;

Page 8of 9 /V'/\W
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e Establish a NBS Team that will be responsible for the following: collection of
samples, sending of samples to accredited NSC, prompt recall of positive
patients, referral and management of patients; f

e FEstablish an appropriate financial system that will ensure effective and
efficient collection of fees and payment of NBS services to the NSC:

* Conduct orientation and/or training of hospital staff on NBS;

* Monitor and evaluate the implementation of NBS within in the institution;

* Define creative financial packages to-mike NBS accessible particularly among
the economically deprived populace.

VII. REPEALING CLAUSE
The provisions of previous Orders and other related issuances inconsistent or contrary
with the provisions of this Administrative Order. including AO No. 2014-0045 are
hereby revised, modified, repealed or rescinded accordingly. All other provisions of
existing issuances which are not affected by this Order shall remain valid and in effect.
VIIL SEPARABILITY CLAUSE
If any provision of this Order is declared unauthorized or rendered mvalid by any court
of law or competent authority, those provisions not affected thereby shall remain valid
and effective.

IX. EFFECTIVITY

This Order shall take effect immediately.

FRANCIS£O T. pPUQUE 111, MD, MSc

Secretliry of Health

Page 90of9
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Annex C: Legal Frameworks/Mandates

3

Republic Act 9288 or Newborn Screening Act of 2004 — an act promulgating a
comprehensive and national system for ensuring newborn screening

Implementing Rules and Regulations of RA 9288 — promulgates the implementation
of RA 9288

AO No. 1-A 2000 — Policies on the Nationwide Implementation of Newborn
Screening

4. AONo. 121 5 2003 ~ Strengthening Implementation of the NBS System

=

-

17.

AO No. 2005-005 — Cost of the NBS and Maximum Allowable Service Fees for the
collection of NBS samples in all NSCHF

AO No. 2007-0027 - Revised Rules and Regulations Governing the Licensure and
Regulation of Clinical Lab in the Philippines

AO No. 2009-0025 — Policies and Protocol on Essential Newborn Care

AO No. 2009-0028 — Designation of the NSRC, NIH-UPM to Oversee the Quality
Assurance Program for G6PD Test

AQ No. 2012-0017 — Dried Blood Spots Guidelines
. AD No. 2013-0015 — Guidelines on the Newborn Screening DOH CHD and ARMM

4% Fund Utilization

- AO No. 2014-0035 — Implementing Guidelines on the Setting-up of NBS Continuity

Clinics

- AO No. 2014-0045 —~ Guidelines on the Implementation of the Expanded NBS

Program

- AQ No. 2008-0029 — Implementing Health Reforms for Rapid Reduction of Maternal

& Neonatal Mortality

- AOQ No. 2009-0028 — Designation of the NSRC, NIH-UPM to Oversee the Quality

Assurance Program for GoPD Test

. Dept. Order No. 29-C s, 2001 — Creation of NTWG on NBS Program
. DM No. 59 s, 2004 — Establishment and Accreditation of NSCs
DM No. 2007-0108 — Ensuring that all newborns shall have access to Newbomn

Screening

18. DM No. 2008-0020 - Reiterating the Provision ol NBS Services as a Mandatory

19.
20.

Licensing Requirement for all Hospitals

DM No. 2008-0114 — G6PD Confirmatory Laboratories
DM Nao. 2009-0025 — Hiring of Full-time Staft Coordinators for the NBS Program

Page 3o0f 6
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Annex 11.

Advisory Council on
Newborn Screening

NCNBSS Functional Chart

DEPARTMENT OF HEALTH

Health Facilities and

National Institutes of
Health

Services Regulatory
Bureau

Disease Prevention

Newhorn Screening

Newhorn Screening Facilifes (NSFs)
Government and Private Hospitals
(Level 1,2, 3 and Specially),
Birthing Hornes and Infirmaries

Newborn Screening
Centers (NSCs)

DOH

Centers for Health Developrment
CHDs)

and Control Bureau Reference Center
(NSRC)

i
E
Wational Technical )
Wiarking Group E
|
................................... a

Newharn Screening
Continuity Clinics
(NBSCCs)

Local Governrnent Units
(LGUs)

Newhorn Screening Facilifes
(NSFs)
DOH Retained Hospitals

Newhorn Screening Faciliies (NSFs)
Provincial and District Hospitals,
Rural Health Units, Local Health

Centers, Barangay Health Stations
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Annex 12. Administrative Order 2016-0036 Revised
Guidelines on the Utilization of the 4% Newborn

Screening Fund by the DOH-CHDs and MOH BARMM
Republic of the Philippines

Department of Health
OFFICE OF THE SECRETARY

0CTO07 0%
ADMINISTRATIVE ORDER
No. 2016-__0036

SUBJECT: Revised Guidelines on the Utilization of the 4% Newborn Screening Fund
by the Department of Health-Regional Offices and ARMM

L Rationale

To ensure the maximum and appropriate utilization of the Newborn Screening (NBS) 4%
Fund by the Department of Health Regional Offices (DOH ROs) and DOLII Autonomous
Region in Muslim Mindanao (DOH-ARMM), the Advisory Committee on Newbom
Screening (ACNBS) recommended the review of the NBS 4% Fund utilization and the
subsequent release of Administrative Order 2013-0015 on April 16, 2013, which sets the
guidelines on its utilization.

As provided in Section 16 of the Republic Act 9288, the said NBS 4% Fund shall be set
aside from the NBS Fees for the DOIH — Centers for Health Development (presently
referred to as Regional Offices - ROs) or their future equivalent to be used solely for follow-
up services, education and other activities directly related to the provision of newborn
screening services. Such provision shall thereby contribute in ensuring the sustainability of
the National Comprehensive Newbomn Screening System (NCNBSS) and in subsequently
reaching the vision of saving all Filipino newborns from mental retardation and death,

However, almost three years after the review of the fund utilization in 2012 and the release
of the AO 2013-0015, gaps were still identitied in the 4% Fund Utilization. Thus, during
the meeting of the National Technical Working Group on Newborn Screening held on April
30, 2015, a thorough review of the fund utilization was recommended. The result of the
review is embodied in the revision of AO 2013-0015 as outlined in this Administrative
Order.

1L Objective
To expand the guidelines on the Newborn Screening 4% fund utilization of DOH-ROs and
DOH-ARMM and 1o ensure appropriateness and maximized use for the NCNBSS.

III.  Coverage
Provisions of this Administrative Order shall apply to all DOH-ROs, DOH-ARMM,

Newborn Screening Reference Center (NSRC), Newborn Screening Centers (NSCs) and
Newborn Screening Continuity Clinics. /y}/

il

Building 1, San Lazare Compound, Rizal Avenue, Sta. Cruz, 1003 Manila  Trunk Line 651-7800 Local 1111, 1112, 1113, 1108
Direet Line (02) 711-9502; 9503 Fax: 743-1829; 743-1786 » URL: hitp://www.doh.gov ph; c-mail: offi doh.gov.ph
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1v.

Definition of Terms

a. Newborn Screening is an essential public health strategy to detect and manage
congenital disorder to prevent mental retardation and death.

b. RA 9288: Newborn Screening Act of 2004 refers to the act promulgating a

comprehensive policy and a national system for ensuring newborn screening.

c. Department of Health Central Office is the lead agency in implementing the
Republic Act 9288 or the Newborn Screening Act of 2004.

d. Department of Health Regional Office is the satellite offices of the Department of
Health in every region, where each has a designated Newborn Screening (NBS)
Coordinator as the key implementer of newborn screening program at the regional
level.

2, Newborn Screening Continuity Clinics refers to an ambulatory clinic based in a
tertiary hospital identified by the DOH to be part of the NCNBSS. It is equipped to
facilitate continuity of care of confirmed patients in its area of coverage.

£ Newborn Screening Center (NSC) refers to a facility equipped with a newborn
screening laboratory that complies with the standards established by the National
Institutes of Health (NIH), and provides all required laboratory tests and
recall/follow-up programs for newborns with heritable conditions.

g Newborn Screening Reference Center (NSRC) refers to the central facility at the
National Institutes of Health (NIH) that defines testing and follow-up protocols,
maintains an external laboratory proficiency testing program, oversees the national
testing database and case registries, assists in training activities in all aspects of the
program, oversees content of educational materials and acts as the Secretariat of the
Advisory Committee on Newborn Screening.

Policies and Procedures
a. General Guidelines

The earmarked amount to DOH-ROs/DOH-ARMM shall be for the purpose of
implementing the newborn screening program and facilitating achievement of
required outputs.

The 4% of the NBS Fee shall be set aside for the DOH ROs and DOH-ARMM to
be used for follow-up services, education and other activities directly related to the
provision of newborn screening services, incentive for RHU collecting health units,
staff development of NBS personnel, capital outlay needed for NBS program
implementation, and cost of repeat samples [Section 22, IRR of RA9288].

At least 30% of the total amount requested from the 4% NBS funds and transferred
to each region shall be used for its Maintenance and Other Operating Expenses

2 ot
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- (MOOE). Excluded from the said MOOE are the salaries and wages of NBS

personnel.

B. Specific Guidelines

L The 4% share of the DOH-ROs and DOH-ARMM shall be used for the
following NBS-related activities:

a)

b}

Follow-up service of patients with positive screening result by
personnel hired for the NBS unit based at DOH-ROs/DOH-
ARMM:

The line item budget shall be used for the following:

(1) Salaries and wages of Nurse and/or Medical Coordinator on
contract of service and designated vehicle driver (if
applicable);

2) Traveling expenses of monitoring visits;

(3)  Per diem of monitoring teams; and

(4)  Other related expenses.

Follow-up service of patients confirmed positive by personnel
hired for the NBS unit based at Newborn Screening Continuity
Clinics.

The line item budget shall be used for the following:

(€8] Salaries and wages of Nurse/Genetic Counselor and/or
Medical Coordinator on contract of service;

(2) Traveling expenses of monitoring visits/attendance to
trainings/conferences;

3) Per diem of monitoring team;

(4) Indigency funds for laboratory tests and long-term
management; and

(5) Other related expenses.

Education and other activities directly related to the provision of
NBS services.

The line item budget shall be used for the following:

(1) Meetings with municipal/provincial/Newborn Screening
Facility Coordinators;

2) Venue and food of participants during the conduct of
lectures/trainings/orientation seminars;

3) Supplies and materials needed for the conduct of
lectures/trainings/orientation seminars;

4) Honoraria of resource persons/facilitators;

(5)  Traveling expenses and per diem for the conduct of
training/orientation seminars;

6) Printing and reproduction of advocacy and information
materials; and

3 W &
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d)

e)

M

Other training/seminar and campaign related expenses.

Incentives for RHU collecting health units of AT LEAST 2% of
the 4% funds of the DOH-ROs/DOH-ARMM.

Incentive may be in the form of}

)
@

3
)

NBS kits;

Sponsorship to newborn screening — related local meetings
and conferences;

Promotional materials/giveaways; or

Telecommunication expenses related to newbormn screening
activities.

Staff development of the personnel of the NBS unit based at the
DOH-ROs/DOH-ARMM and Continuity Clinics.

The line item budget shall be used for the following:

(1

@)
3)
(C)]

Registration fees of trainings/seminars/conventions/
official meetings;

Traveling and accommodation expenses;

Per diem of staff directly involved in the program; and
Attendance to intemational conferences approved by DOH-
Screening & Evaluation Committee for Training &
Development (SECTD). Approval shall be based on the

following:

(a) An official country representative involving a
highly specialized field that is related in the
program management or policy development; and

(b) The conference focus on newborn screening
program management and policy development; and

(c) Paper or poster presentet/s on newborn screening-
related services/innovation; or

(d) Oral presenter/invited resource person representing

the country either in plenary or in parallel session.

Post travel report shall be submitted two weeks after travel.

Capital outlay

The line item budget shall be used for the following:

(48]

@

Purchase of Office Equipment, Communication Equipment,
IT Equipment and Software, Furniture and Fixtures needed
in the implementation of the NBS program;

Purchase of Motor Vehicle for NBS program, which shall
abide by the following rules:

(a) Each RO can acquire one (1) vehicle subject to
government procurement process. Request for a

. &
/o
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second vehicle shall require approval of the Advisory

Committee on Newborn Screening (ACNBS);

(b) The type of vehicle is limited to SUVs/4-wheel drive
or its equivalent. The vehicle will have a vehicle
wrap using a prescribed DOH-NBS standard design

approved by the DOH;

(c) The motor vehicle shall be for official use only and
shall be primarily for monitoring and evaluation of
the implementation of NBS program at health
facilities, government and private, at all levels,
patient recall, advocacy, technical and logistics
assistance to Local Government Units (LGUs), Non—
governmental organizations (NGOs), Academic
Institutions and other stakeholders; monitoring and
supervision activities on NBS facilities; for other
functions officially related to the implementation of

the NBS Program;

(d) The vehicle shall be for official NBS use only; and
(e) The designation of driver will be dependent on the
set up of each region with the objective of ensuring

proper usage and maintenance of their vehicle.

2) Maintenance and operating expenses of the program

The line item budget shall be used for the following:

(1) Telephone bills/Call Cards (Landline and mobile phones);
2) Office Supplies and Other Supplies Expenses;
(3) Internet Expenses;
) Representation Expenses;
(3) Repairs and Maintenance of acquired Properties &
Equipment; and
(6) Other Administrative Overhead related expenses.
h) Cost of repeat samples due to insufficient and contaminated

samples of patients in their catchment area.

NBS Nurse Coordinators shall be in-charge of the monitoring of funds

transferred to DOH-ROs/DOH-ARMM.

All disbursement of funds shall be subject to existing accounting and
auditing rules and regulations.

These guidelines shall be reviewed periodically by the Family Health
Office of the Department of Health (FHO-DOH) for technical processes

and Newborn Screening Reference Center for the usage of fund.

C. Roles and Responsibilities

1.

DOH ROs/DOH-ARMM shall:

E

i

166

/!

o



a) Maintain a Trust Fund account for the 4% earmarked amount;

b) Take charge of the overall management and disbursement of the
transferred fund;
c) Submit the following approved documents, namely: (1) Internal

Operating Budget (I0B) for the calendar year, (2) Work and
Financial Plan (WFP), (3) Accomplishment report, and (4) any
supplemental plans to DOH-Disease and Prevention Control
Bureau.

d) Prepare and submit to NSRC the request letter for fund transfer
along with the original copy of approved documents, namely: (1)
Fund utilization report (FUR) verified by Resident COA; (2)
Internal Operating Budget (I0B) for the calendar year; (3) Work
and Financial Plan (WFP); (4) Accomplishment report and (5)
supplemental plans (if any); and

e) Utilize the unexpended balance of the 4% funds from the previous
year/s for the NBS activities of the following year.

NSRC shall:

a) Review fund transfer request based on the approved and submitted
FUR, I0B, WFP and Accomplishment Report. Findings shall be
elevated to the DOH-FHO;

b) Request funding and payment approval from UP Manila of the
funds for transfer to DOH-ROs/DOH-ARMM; and

c) Transfer earmarked funds to DOH-ROs and DOH-ARMM within
45 working days from date of receipt of requests.

Procedural Guidelines

1.

A Memerandum of Agreement (MOA) shall be executed between NSRC,
NSCs and DOH-ROs/DOH-ARMM on the collection and transfer of 4%
of NBS fees;

NSRC shall collect from NSCs the percentage of the NBS fees for DOH-
ROs/DOH-ARMM;

NSRC shall notify the DOH-ROs/DOH-ARMM on the availability of 4%
of NBS fees;

DOH-ROs/DOH-ARMM shall request from NSRC the amount for transfer
as indicated in the DOH-ROs/DOH-ARMM Annual Internal Operating
Budget (I0B);

NSRC shall transfer earmarked funds to the DOH-ROS/DOH-ARMM;

and

DOH Ceniral office shall facilitate monitoring and evaluation of fund
utilization of and fund requests from DOH-ROs/DOH-ARMM, in
coordination with NSRC. Assessment shall be reported and resolutions to
critical issues shall be discussed by the DOH Central Office with the ﬂ

region/s concerned.
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Repea;ling Clause

AQ No. 2013-0015 and all other Orders whose provisions are inconsistent with this Order
are hereby repealed/modified.

Effectivity

This Order shall take effect fifteen (15) days after its approval and publication in
the official gazette or newspaper of general circulation. /’/

Secretary of Health

PAULYN ﬁ%ﬁﬁ%ﬂ%\éﬁéﬂpm CESO-;/
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Annex 13. Institutional Database Form

Institutional Membership Form £

[NSRCH042018.9) il NSTC

Additional Requirements: [ Business/Mayor's Parmit 0 SECIDTI

NSRC Pmral:]uI Nohne |
spechically wil rposes within NSRC, NSC, NBSCC, DOH for he use |

oﬂhem;aaammandrsmtmhwmpaiﬁThesalenhnmimlilbemkedatNSRCNSFQﬂm[hﬂu MNSC Laboratory Information Management

System, and DOH records. The names and P be used as par of recaling of patients.

The exch T i, and hard copy. The information il be stored inthe datsb Disposal o hardoopies wil b

based on the Nafional Archive of the Philippines Record Disposifion Schedule.

You have the right to ask for a copy of any personal information we: hold about you, as well as fo ask for it fo be corected i you think it is wrong. To do so, please contact
infoinewbomscreaning ph.

Institutional Profile
Name of Hedth Facdity Region Philhealth Accreditation No_
BdgMoSbeel, =~~~  (Boeegy 000000000 Province/City MreaCode Zp Code
Confact Numbers
STrunk Line (el e e, ;. yeiDeptotbediines . i iy Laboratary - MurseryPeditric Ward
Facility Classification
Ownership O Private:
O Government
0 DOH Retzined oLel 0 Special Govemment
Functional Capacity |
O General Hospital U Specialty Hospital O Health Facility [ Local Health Offices
Jleveld D Category A: O Category B: DO Categary C: D Category D: aPHO |
O Level 2 Primary Care Custodial Care Diagnosfic! Specialized OMHO
Jleveid O InfirmaryDispensary Therapeuic OutPafient ocho
D Birthing Home ocHn
ORHU OBHS
Courier Information Preferred Mode of Payment |
Available Courier in the Area e T Bank T Postal Money Order
T Ar21lFedex oLec OURS 1t oo eorier s avelekls it e v e DCheck  DCash i
drop off or pick-up point:
O DHLWWW JLIBCAP OABOMZ
0 ABEST Others; Please Specily Stafistics
i Annual Number of Deliveries
Newllom Screening (:onlﬁlatm |
e an NES Cocrdinator and Assistant NESS C wil the whole i  nenb invg in the insfiuion and shal act as

hmﬁmﬂﬂemmmﬂ All commwunications and supplies shall be addressed to the NBS Cooedinator. Any changes on the NBS Coordinator should ke
‘communicated propesty to the NSC.

NBS Coordinator Name NBS Assistant Coardinator Name:

Sincerely,

Name and Signature Posifion Office.

For DOH Regional Office -NBS Only For NSRC Use Only

Endorsed by: Hospital Code NSC Assignment
Date: Date Processed Processed by:

(Signature over printed name)

169



NCNBSS Manual of Operation

Annex 14: Pink Brochure / FAQs About Newborn Screening
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Expanded Newborn Screening Pink Brochure (Filipino)
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Annex 15. NBS Refusal Form

English

National Comprehensive
Newborn Screening System

REFUSAL FORM

Date:

Newborn Screening Facility:

Republic Act 9288 also known as the “Newborn Screening Act of 2004" provides for a
comprehensive national policy to ensure that every newborn in the Philippines has access to
newborn screening services that can detect heritable metabolic conditions that can result in
mental retardation, serious health complications and death.

The health practitioners in this health facility have informed the undersigned of newborn
screening, its procedure, its benefits, its availability in this facility and the catastrophic
consequences of undiagnosed metabolic conditions. As  parent/guardian  of
, 1 refuse to have newborn screening done for the

(Name of Patient/Newborn)

following reasons:

(Please indicate

reason/s)

| declare with full knowledge and competence that this institution and the health workers
therein shall be free from all liabilities under the law because this refusal for newborn
screening is of my decision.

| understand that a copy of this refusal form shall be part of the permanent medical records of

my child/ward and will be part of a national registry/database of the National Comprehensive
Newborn Screening System.

Witness/es:

Signature over Printed Name of Signature over Printed Name/Designation
Parent/Guardian
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Filipino

National Comprehensive
Newborn Screening System

KASULATAN NG PAGTANGGI

Petsa:

Newbomn Screening Facility:

Nakasaad sa batas ng Newborn Screening Act of 2004 (Republic Act 9288) na
ang bawat bagong panganak sa Pilipinas ay tiyak na may akses sa serbisyong ‘newborn
screening’. Ang ‘newborn screening” ay isang paraan ng maagang pagtuklas ng ilang
metabolic condition na maaaring maging sanhi ng mental retardation, malalang
kumplikasyon sa kalusugan at maagang kamatayan.

Ipinaliwanag sa akin ng pasilidad ang mga sumusunod:

Ang pamamaraan ng newborn screening

Ang pasilidad ay nag-aalok ng newborn screening

Ang magandang epekto ng pagpapa-newbom screening

Ang masamang epekto ng di pagpapa-newbormn screening ng bagong
panganak na sanggol

[SESRS

Sa kabila nito, tumatanggi pa rin ako, bilang magulang/tagapangalaga na ipa-
newborn screening ang sanggol/anak na si sa mga
(Pangalan ng Sanggol)

sumusunod na kadahilanan

(Dahilan ng Pagtanggi)

Sa aking sapat na kaalaman at kakayahan, walang pananagutan sa batas ang
institusyong ito, at ang mga
nagtatrabaho dito sa aking desisyong pagtangging ipa-newbom screening ang sanggol.

Naunawaan kong ang kopya ng kasulatan ng pagtangging ito ay magiging parte
ng permanenteng rekord ng aking anak/bata sa aking pangangalaga at magiging bahagi
din ng database ng National Comprehensive Newborn Screening System.

Mga Testigo:
Pirma sa ibabaw ng Pangalan Pirma sa ipabaw ng
ng Magulang/Tagapangalaga Pangalan/Designasyon
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Annex 17. Transmittal Form

Newbarn Screening Center - NIH

Institute af Human Genetics, Liniversity af the Philipgines Manila
Rm 102, Building H, UP Avala Land TechnaHub Complex
Cammenwealth Avenue, Diliman, Quezan City, 1101 Philipgines
Tel. Nos. [632] 2750962 437600543 7609653760967

Fax No. (632 9216395

email: nsc-nih @up.edu.ph

TRANSMITTAL FORM

Name of Hospital:

Hospital Code

With this package are the following:
# OF INITIAL SAMPLES
# OF REPEAT SAMPLES
OTAL
INITIAL SAMPLES:

Mother's name (Last Name, First Name)

REPEAT SAMPLES:

Mother's name (Last Name, First Name)

PN

PAYMENTS:
Landbank Deposit Slip:
Check :
Others :

REMARKS:

Prepared by

(Signature over printed name)
Date prepared

Verified by
(Signature over printed nae)

by o different

NBS-FO-02, Rev.01
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Annex 18. NBS Results (Within Normal Limits)
Individual Result Parent’s Copy (Within Normal Limits)

Newborn Screening Center
Address 1
Address 2
Contact Details

Report run date: January 20. 2021

SAMPLE ID: 20210290003 DATE OF BIRTH: 112512021
MOTHER'S NAME:  XXXOO0C XXX DATE OF COLLECTION: 112612021
MULTIPLE: 0 DATE RECEIVED: 112612021
SEX: MALE AGE AT COLLECTION: 1 dayfs and 3 hour/s
FEEDING TYPE: Breast BIRTHWEIGHT: 2,892 gms
AGE OF GESTATION: 38 weeks
HOSPITALIPLACE OF COLLECTION: ADDRESS TO NBS COORDINATOR
XXX XXX FXIOCKHXK HHHHX
KOG XOOCOCK 2O ATTENTION TO HEALTH PRACTITIONER
HOOOKK

NEWBORN SCREENING RESULTS

DISORDERS BEMABKS

Congenital Hypothyroidism {CH) Within Normal Limits
Congenital Adrenal Hyperplasia (CAH) Within Normal Limits
Galactosemia (TG) Within Normal Limits
Gl = D Defici (GEPD) Within Normal Limits
Amino Acid Disorders (AA) Within Normal Limits
Organic Acid Disorders (OA) Within Normal Limits
Fatty Acid Disorders (FAQ) Within Normal Limits
Biotinidase Deficiency (BTND) Within Normal Limits
Cystic Fibrosis (CF) Within Normal Limits
Urea Cycle Disorders (UC) Within Normal Limits
Hemoglobinopathies (HGB) Within Normal Limits

INSTRUCTIONS:

Within Normal Limits
MNormal result for the screened disorder.

Laboratory Manages Unit Head

Summary Report to NSF (Within Normal Limits)
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Newborn Screening Center
Address 1
Address 2
Contact Details

Reportrun date: January 28, 2021

ATTENTION:

Name of Hospital of Collection:
00RO OO
Address of Hospital:

2000

Name of NBS Coordinator:
JOROR OO XCCOCOL

The following patients were found to be NORMAL for all screened disorders.

Sample ID. Mother's Name Multiple  Date of Birth ~ Sex Date
Received
20210220191 KOO 00K 0 011572021  FEMALE 112272021
20210220192 OO0 000K ] 01152021  FEMALE 10222021
20210220193 XK XK 0 011572021  FEMALE 112272021
20210220194 XO00OOOOO0C 0 011672021  FEMALE 1/22/2021
20210220196 KOO OO ] 011672021 MALE 11222021
20210220197 XG0 X000 0 0114/2021  FEMALE 11222021
20210220199 XOOGOOC 000K 0 0171472021 MALE 1222021
20210220200 KOO XX 0 011142021 MALE 112272021
20210220202 2OOKXCCK XXX ] 01142021 MALE 1/22/2021
20210220203 XK XXX 0 0115/2021  FEMALE 1/22/2021
20210220204 2O 00K ] 0114/2021  FEMALE 112212021
20210220205 KOO 00K 0 011572021 MALE 112212021
200000000000000K
Laboratory Manager
This igmane
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Date Collected

011642021
0116/2021
0116/2021
011772021
011772021
01M15/2021
011672021
01/16/2021
011642021
01M16/2021
01162021
01162021

Unit Head

Physician
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Annex 19. NBS Results (Outside Normal Limits)

Individual Result (Outside Normal Limits)

Newborn Screening Center

Address 1
Address 2
Contact Details

Report run date: January 20, 2021

ATTENTION:
Name of Hospital of Collection:

2000000000OOOOOOOOOOOK
Address of Hospital:  X0000000000000X

Name of NBS Coordinator:
0000000000000

LEGEND:
Remarks

Within Normal Limits

Instrucfions

Noemal result for the screened disorder.

Outside Normal Limits* Positive on test, y test must be done i
Kindly refer your patients to the confimatory center nearest your area.
Sample ID Mother's Name Multiple  Date of Birth Sex Date Received  Date of Callection Physician
20210220088 XI000CO0G00000X 0 01132021  FEMALE 012212021 01/14/2021 X00000X
DISORDERS REMARKS

Congenital Hypothyroidism (CH)
Congenital Adrenal Hyperplasia (CAH)
Galactosemia (TG)

Gl 3 pt iency (GEPD)
Aming Acid Disorders (AR}

Organic Acid Disorders (OA)

Fatty Acid Disorders (FAD)
Biotinidase Deficiency (BTND)

Cystic Fibrosis (CF)

Urea Cycle Disorders {UC)
Hemoglobinopathies (HGB)

Within Mormal Limits
Within Mormal Limits
Within Mormal Limits
Outside Normal Limits®
Within Mormal Limits
Within Mormal Limits
Within Mormal Limits
Within Normal Limits
Within Normal Limits
Within Mormal Limits
Within Mormal Limits

GEPD Confirmatory Centers Address Contact Numbers Contact Personis
2000000000000 XO00COCO00N00N
Laboratory Manager Unit Head
‘This is a comp Sigpanze i
o0 0
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Summary Report (Outside Normal Limits)

Newborn Screening Center

Address 1
Address 2
Contact Details

Report run date: January 20, 2021

ATTENTION:
Name of Hospital of Collection:

Address of Hospital:  XX3O0000000000X

Name of NBS Coordinator:
JOOODOOD00O0000

LEGEND:
Remarks
‘Outside Normal Limits™

Within Normal Limits

Instructions

Infant may be at risk for an inbom erur of metabolism. Urgent repeat

«collection is required.
Normal result for the screened discrder.

Sample ID Mother’s Name Multiple Date of Birth Sex Date Received Date of Collection Physician
20210220080 0000000000000 o 01/13/2021  FEMALE 01/2212021 01714/2021 000000
DISORDERS REMARKS
Congenital Hypothyroidism [CH) Within Normal Limits
Congenital Adrenal Hyperplasia (CAH) Within Normal Limits
Galactosemia (TG) Within Normal Limits
Glucose-6-Phosphate Dehydrogenase Deficiency (G6PD) Within Normal Limits
Amine Acid Disorders (AR} Within Mormal Limits
‘Organic Acid Disorders (OA) Within Mormal Limits
Fatty Acid Disorders (FAD) Outside Normal Limits*
Biotinidase Deficiency (BTND) Within Mormal Limits
Cystic Fibrosis (CF) Within Normal Limits
Urea Cycle Disorders {UC) Within Normal Limits
Hemoglobinopathies (HGE) Within Normal Limits
X000000000GK 00K
Laboratory Manager uni Head
npe Sipmatua i
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Annex 20. Parent Refusal on Confirmatory Form

English

REFUSAL FORM
FOR CONFIRMATORY TEST

Date:

The Newborn Screening Act of 2004 (Republic Act 9288) states that newborns
found positive in any of the metabolic disorders through the newbom screening must
undergo confirmatory testing. It is a process of verifying the newbomn screening positive
result.

The following were explained to me:

The difference between newbom screening and confirmatory testing
The procedure of confirmatory testing

The health facilities which are offering confirmatory testing

The benefits of undergoing confirmatory testing

The disadvantage of not undergoing confirmatory testing

SRS

Despite these, as parent/guardian of s
{MName of pafient/Newbom)
| refuse to have confirmatory done for reasons known only to me.

| declare with full knowledge and competence that this institution,
and health workers therein shall be free

(MName of the Institution)
from all liabilities under the law because this refusal for confirmatory testing is my
decision.

| understand that a copy of this dissent form shall be part of the permanent
medical records of my childfward and will be part of a national registry/database of the
National Comprehensive Newborn Screening System.

Signature over Printed Name of Parent/Guardian

Witnessles:

Signature over Printed Name/Designation
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Filipino

National Comprehensive Newborn Screening System

NS ASITATES B4 AT

KASULATAN NG PAGTANGGI
SA CONFIRMATORY TEST

Petsa:

Nakasaad sa Newborn Screening Act of 2004 (Republic Act 5288) na ang
sanggol na positibo sa alinman sa mga metabolic disorders matapos ang newborn
screen ay kailangang dumaan sa confirmatory testing. Ito ay isang pamamaraan ng
pagtiyak sa positibong resulta ng newborn screening.

Ipinaliwanag sa akin ng pasilidad ang mga sumusunod:

Ang pagkakaiba ng newborn screening at confirmatory testing

Ang pamamaraan ng confirmatory testing

Kung anong mga pasilidad ang nagsasagawa ng confirmatory testing

Ang benepisyo ng pagpapa-confirmatory testing

Ang pinsala na maaaring isulot ng hindi pagpapa-confirmatory festing ng
bagong panganak na sanggol

(AR S

Sa kabila nito, tumatanggi pa rin ako bilang magulangftagapangalaga na ipa-

confirmatory test ang anak/sanggol na si sa mga
kadahilang ako lamang ang nakakaalam. (Pangalan ng Sanggol)

Sa aking sapat na kaal at kakayahan, walang | gutan sa batas
ang institusyong ito, at ang mga

{Pangalan ng Instituzyon)
nagtatrabaho dito sa aking desisyong hindi ipa-confirmatory test ang sanggol.

Naunawaan ko na ang kopya ng kasulatan ng pagtangging ito ay magiging parte
ng permanenteng rekord ng aking anak/sanggol sa aking pangangalaga at magiging
bahagi din ng database ng National Comprehensive Newborn Screening System.

Pirma sa ibabaw ng Pangalan ng Magulang/Tagapangalaga

Mga Testigo:

Pirma sa ibabaw ng Pangalan/Designasyon
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Annex 21. Performance Evaluation and Assessment
Scheme for NSF

Philippine Performance Evaluation and Assessment Scheme

PPEAS for Newborn Screening Facilities*
NSF Program Review

Newborn Screening Reference Center

National Institutes of Health, UP Manila

* Based on the PEAS {version 8/25/08) developed by Health Resources and Services Administration, Maternal and Child Health
Bureau, Genetic Services Branch, and National Newborn Screening and Genetics Resource Center, Department of Pediatrics, The
University of Texas Health Science Center at 5an Anfonio.

COMPONENTS
1. Existence of a Newborn Screening Program in the Health Facility
2. Existence of an Effective Mewborn Screening Team
3. Facility Support
4. Administrative support for NBS Implementation
5. Quality Improvement of NBS
6. Reporting: Quarterly Submission to Regional Office

7. Other Remarks
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G6PD Brochure
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Annex 23. Relevant Clinical Information
TSH BTND
1. Trisomy 21/Down Syndrome 1. Seizures
2. Family history of Congenital 2. Hypotonia
Hypothyroidism (CH) 3. Skin rashes (erythematous dermatitis)
3. Maternal thyroid disease (e.g. Grave’s 4, Alopecia
disease, Hypothyroidism, Thyroid cancer)
4, Mother under thyroid medication (e.g. HPLC
L-thyroxine, Methimazole, Carbimazole, 1. Generalized edema and pallor (features of
Proplythiouracil) hydrops fetalis)
5. Same sex twin with elevated TSH result 2. Jaundice at less than 24 hours of life
6. Clinical manifestations of CH or 3. Family history
hypopituitarism (e.g. micropenis, * Pallor/red cell blood
undescended testes, hypoglycemia, transfusion/hemoglobinopathy/
prolonged jaundice, failure to thrive) thalassemia
* Previous pregnancies resulting in
170HP stillbirth or hydrops fetalis
1. Atypical genitalia « Early gallstone formation among family
2. Family history of CAH members (less than 40 years old)
3. Family history of neonatal death
G6PD
GAL
1. Family history 1. History of early gallstone formation in the
+ Childhood cataract family (less than 40 years old)
+ Siblings with known GAL disorder 2. History of sudden jaundice with anemia in
2. Failure to thrive the family
3. Poor suck, cry and activity 3. History of prolonged anemia in the family
4. Jaundice 4. Neonatal jaundice within 24 hours of life
5. Liver dysfunction
6. Sepsis-like presentation with any of the IRT
following: 1. Known carrier or family history of CF
* Family history of childhood cataract 2. Meconium ileus (failure to pass meconium
* Failure to thrive before 24 hours)
« Jaundice 3. Salty sweat; many parents notice a salty
+ Liver dysfunction taste when kissing their child
4. Greasy, smelly stools that are bulky and
MSMS pale colored
1. Seizure 5. Poor growth and weight gain (failure to
2. Family history of disorder thrive)*
3. Hypoglycemia 6. Recurrent coughing, wheezing or
4, Coma pneumonia episodes™
5. Poor suck *late manifestations
6. Unusual urine smell
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