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FOREWORD

The Quality Manual is a compilation of the essential policies and procedures of Philippine Heart
Center (PHC). This manual outlines routine procedures thereby promoting effective and efficient
operations at all levels. Policies, procedures and other information stated therein are derived from
policies approved by the Executive Director, statutory, regulatory and other official requirements.
Documentation of the organization’s policies and procedures promotes the “standardization of its
functions.

The purpose of this Quality Manual, then, is twofold: first, topprovide statements of policies and
procedures for general guidance in conducting operations; and second, to provide specific
instructions and guidelines for those personnel who, afe responsible for the preparation of
necessary documents, forms and other materials_qvelved in the provision of quality services to
customers and stakeholders.

The Top Management is responsible  for coordinating the development of policy guidelines to
ensure consistent formatting, coordination of revisions or additions to the organization’s policies and
procedures, and the distribution ef this information.

It is the responsibility of the oOffice head to disseminate information pertinent to the functions of
subordinates and to ensure, that the employees are aware of, understand and comply with all issued
policies and proceddres in this Quality Manual

JOEL M. ABANILLA, MD

Executive Director
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INTRODUCTION

This Quality Manual demonstrates and documents the Philippine Heart Center's commitment to
maintaining a high level of quality and strong customer service within an environment that has

safety as a priority, is focused on customers and fosters continual improvement.

1. Scope
1.1. General
This manual covers the overview of the Quality;Management System (QMS) set by
Philippine Heart Center.

1.1.1. This Manual applies to PHC_‘processes as a Tertiary Specialized Hospital
delivering Medical, Nursings™ Education, Training and Research and Hospital
Support Services. The established, documented and implemented QMS specifies
requirements that will demonstrate its ability to consistently provide services that
meet customersatisfaction in  compliance with applicable regulatory
requirements;thereby enhancing customer satisfaction.

2. Introduction to Philippine*Heart Center

HISTORY

The Philippine Heart Center is a government corporation organized and existing

under and by virtue of Presidential Decree No. 673.

Inaugurated on February 14, 1975, the Philippine Heart Center was dedicated to the
Filipino people as an institution committed to caring for patients with heart and

related ailments.

Since then, the Center has stood as a testimony to the commitment to save lives and

alleviate thousands who suffer from cardiovascular diseases, a leading cause of death in
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the Philippines. The Center has brought renewed hope especially to those who otherwise

could not afford specialized medical care.

Now on its fourth decade of dedicated service, the Center continues to bring increased
optimism not just to Filipinos but to the people of the Asia-Pacific region as well as other
countries who look to this medical facility as a wellspring of a healthier and longer life. The
Center has gained a reputation as one of the busiest Congenital"Meart Surgery centers in
the region where patients from as far as South Pacific Islands.and the Middle East travel to

the Philippines and receive quality service at reasonable pfices.

As symbolized by its four-heart logo, the Center offers*a comprehensive program of patient
care, education and training, research, and public ihnformation. The Center extends the best
and most efficient medical services to its patients by maintaining a pool of well-trained and
highly-experienced physicians and othef 'medical personnel who utilize some of the latest in

technology and procedures in cardiavascular science.

Another cornerstone of thesinstitution is researches in improving the prevention, diagnosis,
and treatment of heart @lment. An equally important mission is the training of medical staff,
nurses, and paramedical personnel. Completing its fourfold objective is the task of informing
the public about ‘the risk factors as the healthy lifestyle that guarantee longer, more

productive fives through the Center's public information and community service program.

At the moment, the Philippine Heart Center is heavily involved in improving its facilities to
keep up with world-class standards, expanding its capacity and upgrading its human and
technological resources to meet the increasing demand for its services. Amidst this self-
imposed act of renewal, the Center remains in focus in terms of its primary mission: to care

for those who need the best of what medical science with a social conscience has to offer.
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2.1. Mission, Vision, Objectives and Core Values of Philippine Heart Center

Our Mission
We shall provide comprehensive cardiovascular care enhanced by education and

research that is accessible to all.

Our Vision
The PHILIPPINE HEART CENTER is the leader in uphglding the highest standards of
cardiovascular care, a self-reliant institution respogsive to the health needs of the

Filipino people by 2022.
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PHC Strategy Map: Beyond Better 2017-2022

3 PHILIPPINE HEART CENTER STRATEGY MAP 2017-2022

The F'Ilili|:|,:i|u' Heés ris the leader in upholding the highest standards of = =
cardiovascular care, a self reliant N T sivee to the health needs of the { V] S'I D n
Filipino people by 2022

BETTER HEALTH OUTCOMES IN
CARDIOVASCULAR DISEASES HEALTHIER FILIPINO HEARTS
IN THE COUNTRY

Position Philippine Heart Center as the country’s
lead advocate in the prevention of
cardiovascular diseases

Position Philippine Heart Center as the |
cardiovascular care at par with global benchmarks

STRATEGIC
POSITION

CORE
PROCESS

Hl Frovide reliable patient care Replicate PHC expertize in F search on primary Strengthen linkages with
using multi-disciplinary cardiovasculer care E dary prevention stakeholders and pelicy
best practice standards nationwide and CAD/IHD makers for policy advocacy

Streamline
procurement
process for greater
efficiency

Frovide technology
solutions to support
an expansive strategic requirements

ragional presence

SUPPORT
PROCESS

Promote Equitable Health Care Financing

Core | PATIENT-FOCUSED CARE | COMPASSION
Values| INTEGRITY | RESPECT | EXCELLENCE

Approved by:

é;y;:é’
JOE% BANILLA, MD

Exefutive Directar, PHC
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Our Objectives

To provide compassionate and expert patient care.

To provide world-class education and training.

To conduct Internationally-acclaimed research.

To responsibly disseminate scientific and lay information to the public.

Our Values

We believe that by sharing the following values, we shall remain trug, to 6Ur Mission:

Patient-focused Care

We shall uphold the highest commitment to éach one of our patients, giving each of them
utmost priority and ensuring everyone has.everything he needs to get well, including our

dedicated care and attention.

Compassion
Our patients shall know uSynet only for our expertise but also for our sensitivity and

compassion. We try always to remember that our patients need not just cure but

healing and nurturing. Their overall wellness is what we seek.

Inteqgrity
We shall conduct ourselves in the highest standards of professionalism and ethics. We shall

uphold fairness and honesty in all our dealings with our patients, partners and suppliers.
We believe that it is only in so doing that we preserve our right to serve the Nation and our

Countrymen.

Respect
We give what is due in every transaction or relationship. We earn respect by

likewise according the respect each one deserves, not by demanding it.
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Excellence

We seek excellence in everything we do by striving to be better each day. We shall be the

experts in our fields of endeavor and we will not rest until we have shared this expertise with

others who have the same passion for excellence. We believe our patients and the Filipino

people deserve no less.

3. References, Terms and Definitions

3.1.References
For the purposes of PHC QMS, the terms and definition gien In1SO 9001:2015 apply:

3.1.1.

3.1.2.

3.1.3.

3.1.4.

3.1.5.

3.1.6.

3.1.7.

Quality Management Systems — mapagement system to direct and control an

organization with regards to quality!

Top Management — persofi or"group of people who directs and controls the
organization. Refers the arganization’s Executive Committee, Executive Director
and Assistant Directors'who are in direct reporting to the Board of Trustees with

the Secretary of Health as Chairman.

Continual Improvement — recurring activity to increase the ability to fulfill the

requirements

Audit Criteria — set of policies, procedures or requirements used as reference

Audit Evidence - records, statements of fact or other information which are

relevant to the audit criteria ad are verifiable
Non-conformity (NC) — non-fulfilment of a requirement
Risk — effect of uncertainty on objectives; often described by an event, a change

in circumstance or a consequence. It is characterized and is measured in terms of

its consequence and likelihood.
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3.1.8. Likelihood — is the chance that an event might happen. It can be defined,

3.1.9.

3.1.10.

3.1.11.

3.1.12.

3.1.13.

3.1.14.

3.1.15.

3.1.16.

3.1.17.

determined, or measured objectively or subjectively, and can be expressed either

qualitatively or quantitatively.

Consequence (Impact) — is the outcome of an event and has an effect on
objectives. A single event can generate a range of consequences which can have

both positive and negative effects on objectives.

Risk assessment — is a process involving riskldentification, risk analysis and risk

evaluation

Risk identification - is a process thatis used to find, recognize, and describe the

risks that could affect the achievement of objectives.

Risk analysis - is a progéss'that is used to understand the nature, sources, and
causes of the risks, that' you have identified and to estimate the level of risk. It
is also used to Study impacts and consequences and to examine the controls

that currently’exist.

Risksevallation - is a process that is used to compare risk analysis results with
risk criteria in order to determine whether or not a specified level of risk is

acceptable or tolerable.

Risk Source — is where a risk originates

Risk Treatment — is a risk-modification process. It involves selecting and

implementing one or more treatment options

Control — is any measure or action that modifies a risk. It includes any policy,
procedure, practice, process, technology, device or method that modifies or
manages risk

Risk Owner — person or entity with the accountability and authority to manage a

risk
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3.1.18. Risk Register — the documented information used to review and monitor the

3.1.19.

3.1.20.

3.1.21.

3.1.22.

3.1.23.

3.1.24.

3.1.25.

3.1.26.

3.1.27.

3.1.28.

3.1.29.

context of the organization and its corresponding risks, opportunities and action

plan

QMS — Quality Management System

CAR — Corrective Action Report

IQA — Internal Quality Audit

Soft Copy Document — refers to unprintet,document stored in computers

Master Copy — is the controlled.Soft*copy of PHC's QMS documented information

under the strict control of(the”Document Controller in coordination with the

Management Services Office®

Controlled Copy)s, eopy of QMS documented information and records under the

custody of,thezdocument controller.

Uncontrdlled Copy — All printed/ hard copy of QMS documented information and

records.

Obsolete Copy — are documented information that are outdated and are for

disposal from archive files.

Revised Documents — documented information and records with partial or

complete revision or changes

Internal Documents — documents internally generated/originated in the
organization

External Documents — documents, specifications, requirements and other written
information from suppliers, clients, government and system standards which are

not created in the organization.
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3.1.30. Distribution — issuance of approved documents for the implementation of system

3.1.31.

3.1.32.

3.1.33.

3.1.34.

3.1.35.

Distribution List — is a summary of service holding a copy of registered document

Confidential Document — refers to document with limited accessibility and usage

to public

Customer — refers to client and could be used integchangeably

PHC — Philippine Heart Center

Process Owner — the individualyeWho™ has the ultimate responsibility for the

performance of a process in realizing its objectives and has the authority to make

any necessary changes

4. Context of the Organization

4.1.The PHC shall determipie.internal and external issues that are relevant to its purpose and its

strategic direction and that can affect its ability to achieve the intended results of its QMS.

PHC shall moniterand review information about these internal and external issues.

4.2.PHC shall determine relevant interested parties and their relevant requirements that can

affect or potentially affect QMS. PHC shall monitor and review information about these

interested parties and their relevant requirements.

Risk Regqisters, are accomplished by process owners after considering internal and

external issues. These are reviewed at least once a year upon Management’s direction

when there are major changes for the organization

The Risk Assessment approach of PHC is described in Figure 1 below (as adapted from
ISO 31000):
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Figure 1: Risk Assessment
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*
4.3.The Scope of the M&PHC has considered the following:
*

e

4.3.1.

4.3.2. the requirements of relevant interested parties

rnal and external issues

/%

4.3.3. the service of the organization

4.4.PHC shall establish, implement, maintain and continually improve its QMS, including the

processes needed and their interactions.

The Sequence and interaction of these processes is illustrated in the Process Map of PHC
(Figure 2.)

More detailed processes’ descriptions and process interactions can be provided by referring
to PHC’s documented information.
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Process Map of the Philippine Heart Center
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4.4.1.

Managegient Process

The Management Process includes Planning Operations, Finance, Monitoring and

Assessing Performance vis-a-vis its objectives, and Managing Improvements of the

core and support processes.

4.4.2.

Core Process

The Core Processes relate to the provision of PHC’s major services addressing its

client’'s needs and requirements. The core processes describe all the processes that

are necessary for PHC to realize and deliver the desired and expected service to its

customers. These includes general hospital operations like patient management, i.e.

emergency, in-patient, out-patient, and admitting services, and ancillary services, i.e.

therapeutic and diagnostic services and infection control
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4.4.3. Admitting Services

4.4.4.

Philippine Heart Center's Admitting Services includes the processes of the
Admitting Section and Social Service Division. Its processes generally focus on
securing accurate information relevant to patients’ data upon admissions and
discharges. It also facilitates timely and precise communication of the information
to medical and nursing personnel and other hospital clientele with discretion and
prudence. It also coordinate with other departments and patient-patient care areas

regarding patient’s admission, transfer, discharge and,other related services.

Emergency Services

This covers the collaborative processesN\of the Medical and Nursing Services
under its umbrella. Its process inxOlveS triaging and assessing to be able to
provide immediate medical care.tfo,cardiac patients.

4.4.4.1. In-Patient Services
The In-Patient*Services of PHC provides direct and in-direct care to
patientswhose condition warrants admission. The interplay of the

nursing and medical services processes is involved under this.

4.4,4:2 OUt-Patient Services
The Out-Patient Services of PHC delivers integrated medical and
nursing services to patients who, at the moment, do not require
admission to a hospital. It encompasses a wide range of services
including primary and preventive care. Patients enter In-Patient Care

mainly from this area, after referral from the attending physician.

4.4.4.3. Ancillary Services
This delivers a wide-range of healthcare services which provides support
to the processes under the Emergency, In-Patient and Out- Patient
Services. These services are classified to Therapeutic
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(Pharmacy, Physical Medicine and Rehabilitation, Nuclear Medicine,
Medical Specialties, Nutrition and Dietetics and Blood Bank) and
Diagnostic Services (Laboratory Medicine, Cardiovascular Radiological
Science). The hospital’s Infection Control Committee also falls under this

service.

Please refer to the respective Manuals of Phdarmagy, Physical Medicine

and Rehabilitation, Nuclear Medicine, Medical Specialties, Nutrition and

Dietetics and Blood Bank and Laboratory Medicine, Cardiovascular

Radiological Science and Hospit al’®I'nf ect ion Cont rol Committee for

details.

4.4.5. Support Process

The Support{‘Rrocesses ensure that the requirements of the
Management and Core Processes are addressed to provide efficient and
effectivén support services which include management of human
resources, procurement, facility and equipment, central supply,

information technology (HIS), admitting section and quality management.

Refer to the Policy Manuals of the Hospital Support Services for details.

4.4.6. To the extent necessary, PHC shall maintain documented information to support

the operation of its processes through its Quality Manual, Quality Policy and

Obijectives

4.477. To the extent necessary, PHC shall retain documented information to have

confidence that the processes are being carried out as planned through records,

monitoring reports etc.

5. Leadership

5.1.The Top Management of PHC refers to its Executive Committee (ExeCom). The Top

Management is reporting to the Board of Trustees with the Secretary of Health as its

Chairman.
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The Top Management of PHC provides evidence of its leadership and commitment to the

development and implementation of the QMS and continual improvement of its effectiveness

by:
5.1.1.
5.1.2.

5.1.3.
5.1.4.
5.1.5.
5.1.6.
5.1.7.
5.1.8.

5.1.9.
5.1.10.

taking accountability for the effectiveness of the QMS

ensuring that the quality policy and objectives established for the QMS are
compatible with PHC’s mission, vision and strategic direction

ensuring the integration of QMS to PHC's processes

promoting risk-based thinking and process-based approach

ensuring that resources needed for the QMS afg available

communicating the importance of QMS

ensuring that the QMS achieve its intended, results

engaging, directing and supportinggpersons to contribute to the effectiveness of
the QMS

promoting improvement initigtives

supporting other relevant mahagement roles

The Top Management of PHE shall also demonstrate leadership and commitment with

respect to customer focuS.by ensuring that:

5.1.11.

5.1.12.

5.1.13.

customer” and applicable statutory and regulatory requirements are
determined, understood and consistently met

the risks and opportunities that can affect conformity of the services and the ability
to enhance customer satisfaction are determined and addressed

the focus on enhancing customer satisfaction is maintained

5.2. Quality Policy

The Quality Policy of PHC:

The Philippine Heart Center commits to provide the highest standard of comprehensive

Cardiovascular Care, Education and Research.

We commit to satisfying all relevant statutory and regulatory requirements.

We commit to continually improve our processes.
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The Quality Objectives of PHC

To uphold this commitment of providing the highest standard of comprehensive
Cardiovascular Care, Education and Research, PHC shall:

5.2.1. Continuously improve services to be able to provide expert patient-care with
compassion

5.2.2. Establish programs to enhance knowledge, skills apditisk-based thinking

5.2.3. Advocate patient-focused care, respect, integrity, compassion, excellence,
teamwork and accountability to advance thegiiterest of the stakeholders

5.2.4. Investin human resource as its most valuable resource

The Quality Policy is maintained as documented information, disseminated as a separate
document and is communicated, understogd and implemented throughout the organization. It is
also available to relevant interested parties, as appropriate.

5.3.The Top Management Gf,"PHC has assigned the responsibilities and authorities
pertaining to QMS.

The 1SO Team isgqprimarily responsible and authorized for the development of QMS, its

implementation’and direction, including management of changes if applicable (e.g. transition).

To ensure engagement of people, the responsibility assignments are:
5.3.1. All members of the organization: ensuring QMS conformity
5.3.2. ISO Team: ensuring processes with intended outputs
5.3.3. ISO Team: ensuring performance of QMS
5.3.4. ISO Team: ensuring promotion of customer focus

5.3.5. ISO Team: ensuring integrity of QMS is maintained

Responsibilities and authorities are also well defined in personnel Job Descriptions.

Reporting Structure is defined in PHC'’s O rganizat io nal Chart .

The QMS Audit Team'’s role is to:
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5.3.6. Determine whether the QMS is effectively implemented and maintained
through audits

5.3.7. Prepare audit plan, coordinates and implements PHC's audit program

5.3.8. Identify the necessary resources for managing PHC's audit program

5.3.9. Provide input to management review regarding the results of audits

5.3.10. Monitor and maintain actions taken to non-conformities raised during audits

The QMS Document Controller
5.3.11. Ensures that the requirements for retaining “documented information are
established and implemented
5.3.12. Coordinates and oversees activitiess \elated to managing organizational

knowledge

Planning
6.1.PHC shall consider the outputs frofhSeéction 4.1 and Section 4.2 above for planning actions

to address risk and opportunities.

Options to address risk can include avoiding the risk, taking the risk in order to pursue an
opportunity, eliminating the risk source, changing the likelihood or consequence, sharing

the risk or«etaining the risk by informed decision.

The opportunities detected or recognized are means to improve and or adopt new
practices, open new services and new customers, building new teams and partnerships,
using new technology and other desirable possibilities to address PHC's and its

customer’s and stakeholder’s needs.

Refer to Corporate Risk Register and the various Risks Registers of the Various Process

Owners.

6.2.The Top Management shall establish its quality objectives in coordination with its Office of
the Strategy Management and cascaded to all relevant function levels within the
organization. It defines its quality objectives through the Office, Department and Division

Breakthroughs which are in conformity with the PHC’s Strategic Performance
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Management  System (SPMS), the Performance  Governance  System and

Accreditation Canada International.

The Performance Indicators defined in the Breakthroughs assesses the quantitative and

qualitative performance of each personnel.

Refer to Manual of Office of Strateqy Management for Details

Also_Refer to Documented Information of the Performance~Governance System (PGS),

Accreditation Canada International (ACI) and the Stratedie.Performance Management System
(SPMS) for more details

The PHC quality objectives shall:
6.2.1. Be consistent with the quality policy
6.2.2. Be measurable
6.2.3. Take into account applicable requirements
6.2.4. Be relevant to conformity of products and services and to enhance customer
satisfaction
6.2.5. Be monitored
6.2.6. Be.comnilnicated

6.2.7. ‘And be updated as appropriate

PHC shall maintain documented information on the quality objectives.

6.3. PHC shall determine need for changes to its QMS based on :
6.3.1. Change in scope or certification
6.3.2. Change in products or services
6.3.3. Major change in the organizational structure

6.3.4. Major change in process or procedures
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These changes shall be carried out in a planned manner considering:

6.3.4.1. The purpose of the changes and their potential consequences
6.3.4.2. The integrity of the QMS
6.3.4.3. The availability of resources

6.3.4.4. The allocation or re-allocation of the responsibilities and authorities

Risk assessment as described in Sections 4.1 and 4.2 will be\accomplished as part of
planning of changes to ensure that the organizational contekt @nd risks arising from these

changes are considered.

Support

PHC determines and provides the resource$ heeded to implement, maintain and continually
improve the QMS. Resource allocation is done'with consideration of the capability and constraints
on existing internal resources, as well\asywhat needs to be obtained from external providers. The
organization ensures that its finanCial resources are properly allocated through the conduct of

annual planning and budgeting where all operating units are involved.

Refer to Policy Manuals of Hospital Support Services consisting of Financial Services

Department, Adaotinistrative Services Department and Ancillary Services Department.

Financial Services consists of the Accounting Division, Budget Division, Treasury Division,

Billing and Claims Division, Procurement Division

Administrative Services Department consists of Human Resource Management Division,

Engineering_and Maintenance Division, General Services Division, Property and Supply

Management Division.

Ancillary Services Department include the Social Services Division, Patient Services Division,

Nutrition and Dietetics Division and Pharmacy Division.
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7.1.PHC determines, provides people and ensures their competence for QMS.
Evidence of competence shall be retained as documented information.
PHC maintains organizational knowledge through appropriate documentation (e.g.
Standard Operating Procedures, Training Manuals) and HR related processes (training,

turnover process, mentoring)

Refer to Manuals of Education, Training and Research Séfvices (Clinical Research and

Education and Training Department) and Human R€sgtrce Management Division

7.2.PHC determines, provides and maintains ~the infrastructure and environment

processes and to achieve conformity of praducts and services.

Refer to Manuals of Engineerindhand Maintenance Division, General Services Division,

Property and Supply Division, and Management Information Systems Division.

7.3.PHC ensures that persgns doing work under the organization’s control are aware of :
The quality pelicy
b. Relevantrgquality objectives
c. Their ‘eontribution to the effectiveness of the QMS including benefits of improved
performance

d. The implications of not conforming with the QMS requirements.

This is done through Unit/ Division or Departmental Meetings or posting through the PHC

Intranet.

7.4.PHC shall determine the internal and external communications relevant to the QMS

Internal communication details between process interactions are described within the

respective policy manuals of the divisions.
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These are also posted at the PHC Intranet and its Website. Internal Communications are also
made through Office Memorandum. External Communications are those duly signed and
emanating from the Office of the Executive Director.

7.5.Documented information

PHC'’s documented information shall be controlled.

Refer to OMS-QOM-002: Standard Operating Proceduréson Document Control.

8. Operation

8.1.PHC shall plan, implement and control thé\processes in Section 4.4. needed to meet the
requirements for the provision of its s€rvices and to implement the actions determined in

Section 6

Operational planning and)eontrol are described within the policy manuals of various Units.
Further PHC, determines, maintains and retains documented information to the extent

necessary:

To have confidence that the processes have been carried out as planned

To demonstrate the conformity of services to their requirements
PHC shall ensure that outsourced processes are controlled (see 8.4).
8.2. Communication with customers include :
a. Providing information relating to products and services
b. Handling enquiries, contracts or orders, including changes

c. Obtaining customer feedback relating to products and services, including customer

complaints

o

. Handling or controlling customer property

(0]

. Establishing specific requirements for contingency actions, when relevant




Document Type Document Code:

QMS-QM-001
POLICY Effective Date:
October 2018
Document Title Revision Number:
2
PHILIPPINE
HEART CENTER QUALITY MANUAL Page:
24 of 34

Information regarding company profile and services are provided in the PHC website

(www.phc.gov.ph). All inquiries, feedback, including customer complaints should be

posted in the Contact PHC page. Information are then screened by the Marketing
Specialist under the Public Relations Office and forwarded to Patients Services Division

and Quality Assurance for appropriate action or reply to the customer.

Other concerns, complaints or feedback are immediately addressed during Board of
Trustees Meetings, regular correspondences, ad discussions *between PHC and its

stakeholders.

8.3. Design and Development:

8.3.1. The services provided by PHC arg hased on the needs and requirements of its
customers and other interestedyparties. PHC shall establish, implement and a
maintain design and development processes to ensure the provision of quality

services.

8.3.2. PHC shall consider the following when determining the process for design
and devel6pmeént:

a.._T[he nature, duration and complexity of the design and development
activities

b. The requires process and applicable design and development reviews

c. The required design and development verification and validation activities

d. The responsibilities and authorities involved in the process

e. Theinternal and external resource needs

f. The need for involvement of customers and users in the design and
development process

g. The documented information needed to demonstrate that design and

development requirements have been met

8.3.3. Design and Development Inputs:
PHC shall determine the requirements essential to the products and services to be
designed and developed, and shall consider:

a. Functional and performance requirements
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Information derived from previous similar design and development
activities

Statutory or regulatory requirements

Standards or code of practice that PHC has committed to implement

Potential consequences of failure.

8.3.4. Design and Development Controls

PHC shall apply design and development controls te,'ensure that:

a
b.

The results to be achieved are defined

Reviews are conducted to evaluate™the ability of the design and
development activities to meet requirements

Verification of activities are‘gondUcted to ensure that the output meets the
inputs

Validation activities @re;eonducted to ensure that the resulting product or
services meet the fequirements for the specific application or intended use

Documented.information of these activities are retained

8.3.5. Design and Development Outputs

PHC shall ensure that design and development outputs:

a
b.

Meet the input requirements

Include reference monitoring and measuring requirements, as appropriate,
and acceptance criteria

Specify the characteristics of the product or service that is essential for
their intended purpose and their safe and proper provision

Are documented

8.3.6. Design and Development Changes

PHC shall identify, review and control changes made during or after the design

and development activities, to the extent necessary to ensure that there is no

adverse impact on conformity to requirements. PHC shall retain documented

information on:

a.
b.

Design and development changes

The result of the reviews
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c. The authorization of changes

8.4.PHC shall ensure the determination and review of products and service requirements. When
there are changes in requirements, PHC shall also ensure relevant information is amended,
and that relevant persons are made aware of the changes requirements, when the
requirements for products and services are changed.

8.5.PHC shall ensure that all externally provided processes, products and services conform to

requirements.

PHC provides timely, cost effective, transparent ang-Cempetitive procurement services. All
procurement of goods and services are in accordance with bid parameters, specifications and
applicable laws. Procurement documents cahtain clear description of goods or services
ordered. Procurement documents are reViewed and approved prior to its release to suppliers.
Inspection, evaluation and acceptance, activities are in place to ensure that all specifications

are met.
Performance of apptoved suppliers and service providers are periodically reviewed and
evaluated to ensure.their ability to meet PHC'’s quality requirements. Records of review and

evaluation areypaihtained.

PHC ensures its compliance to the requirement of the implementing rules and regulations of

Republic Act 9184 otherwise known as the “Government Procurement Reform Act”.

Refer to Policy Manual of Procurement Division, General Services Division, Engineering and

Maintenance Division, Property and Supply Management Division.

8.6.Service Provision

8.6.1. PHC shall implement service under controlled conditions.

Refer to Policy Manuals of the Surgery and Anesthesia Department (Adult

Cardiothoracic _Surgery Division, Pediatric _Cardiothoracic _Surgery Division,

Vascular Surgery Division, Cardiovascular Anesthesia Division)
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8.6.2.

Further,
through

Refer to Policy Manuals of Allied Medical Specialties Department (Radiological

Sciences Division, Nuclear Medicine Division, Laboratory Medicine Division, Physical

Medicine _and Rehabilitation Division, Renal and Metabolic _Division, Pulmonary

Medicine Division)

Refer to Policy Manuals of Adult Cardiology Department (Glihical Cardiology Division,

Invasive Cardiology Division, Non-Invasive Cardiology\DiviSion, Electro Cardiology

Division, Vascular Medicine Division)

Refer to Policy Manuals of Pediatric Cardiology Department (Pediatric Cardiology

Division, Pediatric Invasive Cardiolody “Bivision, Pediatric Non-invasive Cardiology

Division)

Refer to Policy Manual of,’/Ambulatory, Emergency and Critical Care Department

(Emergency Care Division, €ritical Care Division, Out-Patient Division)

Refer to Policy"Manuals of Nursing Services consisting of Special Critical Care

Department-and*General Nursing Department.

Patient Charts/ Medical Records are retained to ensure traceability of all
diagnosis, medications, treatments, procedures undertaken on patients including
progress reports on patient's health and status including dates of admission and

discharge.

PHC's Departments also maintain identification and traceability of their outputs

various account folders.
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8.6.3. PHC shall exercise care with property belonging to customers or external
providers while it is under the organization’s control or being used by PHC such as

consigned items and rented equipment .

Refer to Guidelines/Policy Manual of Consignment Committee for Details.

If property is damaged or found unsuitable for use, PHC shall report to the customer or

external provider and retain documented information on what has occurred.

8.6.4. PHC shall preserve outputs during sepwce®provision to the extent necessary to
ensure conformity to requirements.\For the case of outputs in the form of
documented information this shallinelude identification, storage, transmission and
protection, Refer to Policy Manual of Medical Records

8.6.5. PHC shall meet the reqtirements for post-delivery activities associated with its
services considerings
Applicable, statutory and regulatory requirements
Potential undesired consequences associated with services
Nature use and intended lifetime of its services

Patients’ requirements and feedback

(Refer to Guidelines of Tele Care System of Nursing Services)

8.6.6. To the extent necessary to ensure continuing conformity with requirements, PHC

reviews and control changes of service provision.

PHC retain documented information describing the results of the review of changes,
the persons authorizing the changes and any necessary actions arising from the
review. These are defined in the various Policy Manuals of the different
Departments.
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8.7.PHC shall implement planned arrangements to verify service requirements have been met.

PHC shall retain documented information on the release of services which includes evidence

of conformity with acceptance criteria and traceability to the person/s authorizing the release.

Documented information includes, but is not limited to, resolutions, mémas, turnover

documents, minutes of the meeting, discussion or presentation of\projects, contracts etc.

8.8.PHC shall ensure that outputs that do not conform, ta”"the“requirements are identified and

controlled to prevent their unintended use or delivepy.
PHC shall address the nonconforming outputs with one or more of the following ways:
Correction or immediate action
8.8.1. Return or suspension
8.8.2. Informing the cugtamer
8.8.3. Obtaining authgrization for acceptance under concession

The organization shall«gtain documented information by using one or combination of:

Non-conformity report, Action plan report, resolutions, memos, minutes of the meeting,
contracts or contract amendments.

Refer to OMS-OM-005 Control of Non-Conformances and Corrective Action

9. Performance evaluation

PHC shall determine its provisions for monitoring, measurement, analysis and evaluation. The

appropriate documented information shall be retained as evidence of results.
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Summary of the performance evaluation process is describes as follows:
. What What When to Locus of
2?2
What to Monitor? Method? Frequency? Analyze? Responsibility
Conformity of
Products/Services
Breakthrough
Measures
ggﬁg;ﬁjcsl a. Division Office of the
imol tati Meetings Monthl Monthl Strategy
r?%ﬁ_rlr;]en I?hlol\rr b. Reports to y y Management
g I : eg_”_ o the ExeCom All
‘?‘_a”C,e 1ing Services/Pro
Citizen's cess Owners
Charter for
frontline
services
, Human
Employees a. SPMS Bi-annual Bi-annual Resource
Performance A
Division
a. Patient
Satisfaction
Survey for in-
patients,
b. Frontline
Service Client Patient
Customer Satlsfaqt|on Monthly, Monthly, S(_ar_VI_ces
X i (out-patient) Division,
Satisfaction Quarterly, Quarterly, :
c. Reports on Quality
(External) ; Annually Annually
complaints Assurance
handling
d. Number of
complaints
received from
8888
a. Survey
Meeting
Customer b. Employee Human
Satisfaction (Internal) Satisfaction Annual Annual R
esource
Survey =
Division
c. Reportsto
ExeCom
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a. Ocular All
Check Services/Proc
b. Reports ess Owners
Performance of from end- Quarterly Quarterly Janitorial
External Providers users to Linen Security
Hospital
Support
Services
Effectiveness of a. Audit Se rviélal s/Pro
Actions for b. Division Annual Anpual cess owners
Risks/Opportunities Meetings

9.1.PHC monitor issues of internal and external interestéd’parties through Patient Satisfaction

Survey, Feedbacks/ Complaints received through 888, ‘Exit Interview of out- going personnel,

Personnel Satisfaction Survey and Feedbackstegeived through its website.

Results of these measurements are afialyZzed and summarized to become an input to the

continuous improvement of PHC <rocesses. Results are discussed during management

reviews where improvement actions are identified for implementation. Monitoring of all

management decisions arg eonducted by converting recommendations/observations into

Action Plans.

Refer to Appendix.B to L for Forms related to Quality Objectives (Breakthrough) Monitoring.

9.2. PHC conducts an Internal Quality Audit at least twice a year to verify whether quality

activities and related results conform to and is effectively implemented and maintained:

9.2.1. PHC Requirements as stated in:
9.2.1.1. ACI
9.2.1.2.1SO
9.2.1.3. PGS

9.2.2. Regulatory and statutory requirements

Details of the PHC Internal Quality Audit Procedure are discussed in QMS-QM-004: Standard

Operating Procedure on Internal Quality Audit.




Document Type Document Code:

QMS-QM-001
POLICY Effective Date:
October 2018
Document Title Revision Number:
2
PHILIPPINE
HEART CENTER QUALITY MANUAL Page:
32 0of 34

9.3. The Top Management reviews the QMS at least once a year and or at planned intervals to
ensure its continuing adequacy, applicability and effectiveness. The review is led by the
Quality Management Representative, Deputy Quality Management Representative and
Quality Leader. The review evaluates the need for changes to the organization's QMS,

including its quality policy and quality objectives.

The review shall consider the following as necessary:

« the status of actions from previous management reviews

« changes in internal and external issues that are relevaht to ' QMS

« the effectiveness of actions taken to address risks ane,opportunities

« information on the performance and objectives,e{' @MS including trends in:
U client satisfaction and feedback from relévant interested parties,
U the extent to which quality objectivesthave been met
U PHC'’s Performance Indicators
U nonconformities and corre€étive actions/process performance  monitoring and

measurement result

U audit results
U performance of €xternal providers

» adequacy of resources, and

e opportunities«for improvement

The outputs from the management review include but are not limited to decisions and actions
related to:

e opportunities for improvement

« any need for changes to QMS

e resource needs.
Results of management reviews are recorded.

Process on Management Review is detailed on QMS-QM-006: Standard Operating Procedure

on Management Review.
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10. Improvement

10.1. The Top Management determines and selects opportunities for improvement and

implements any necessary actions to meet customer requirements and enhance

customer satisfaction. These include;

e improving processes and services to meet requireménts as well as to address
future needs and expectations,
e correcting, preventing or reducing undesirethout€omes, and

e improving the performance of QMS

10.2. Nonconformity and Corrective Action

PHC maintains a Corrective Action Pr@Ceddre to ensure that it reacts to the nonconformity

and as applicable, take action to controland correct it or deal with the consequences.
The procedure also provideg™a,System for reviewing, analyzing, determining the causes and if
similar nonconformities €xist, or could potentially occur, to ensure that appropriate corrective

actions are taken.

Records of‘the nature of the nonconformities and any subsequent actions taken and results of
any corrective action are maintained.

Procedure on this is detailed on the OMS-OM-005: Standard Operating Procedure on Non-

Conformances and Corrective Action.

10.3. PHC shall continually improve the suitability, adequacy and effectiveness of the QMS
by considering the results of analysis and evaluation, and the outputs from the Management
Reviews, to determine if there are needs or opportunities that shall be addressed as part of
continual improvement.
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10.4. Control of Nonconformity

PHC ensures that service provided which does not meet requirements is identified, controlled

where possible to prevent unintended use or delivery to the customer, and corrected if it has

been delivered. This procedure includes provisions for:

identification, documentation, evaluation, segregation) (where  practical),
disposition of nonconforming service, and for \notification of the functions
concerned;

assigning responsibility for the reviewgand” the authority for disposition of
nonconforming service;

correction of nonconforming ‘s€rviCe and re-verification/calibration of the
affected equipment after corrgetion to demonstrate conformity (if necessary);
handling of nonconformifig,'service when it is detected after delivery to the

customer.

Procedure on this is detailed”amthe QMS-QM-005: Standard Operating Procedure on Control

of Non-Conformances and.Corrective Action Plan

10.5. ContinualNimprovement

PHC continually improves the applicability, adequacy and effectiveness of the QMS through

the results of audits, analysis and evaluation of data and the outputs from the corrective and

preventive action and management review. The organization plans and manages the

processes necessary for the continual improvement of the QMS.
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1. OBJECTIVE

This procedure defines the method for preparing, reviewing, approving, maintaining, tracking, and

changing documents identified in the individual Document Master Lists.

2. SCOPE

This process applies to all functions and processes definéd in“the scope of the Quality

Management System. This procedure applies to the creation andtevision of documents of PHC, from

core or operating to support units.

3. DEFINITIONS

Document Controller - This refers to the ‘person/s responsible for the control of all documents and

data relating to the requirements of ISO 9001:2015 both in electronic and hard copy.

Document - This refers to PHC's procedures, work instructions, manuals, or associated form/s

which is used to control.the®processes that affect the quality of the services provided by the

organization.

Document Control Form (DCF) - This refers to the form used to create or change a document.

Master List - This refers to the list that identifies PHC's documents and data as well as current

revision status
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4. PROCEDURES OUTLINE
A. CREATION OR REVISION OF DOCUMENTS
RESPONSIBILITY INTERFACE

Process Owner

Process Owner

Process Owner

Process Owner

Department Manager
Deputy Executive
Director

Executive Director

Document Controller

ACTIVITY

Need for
documentation

\

Existing?

Yes

v

Revise the
documents

!

Accomplish the
Document
Reauest Form

!

Review the
documents

'

Approve the
documents

!

Control and
disseminate information
about its availability

online

Masterlist of
documents

Determine the
type of document

!

Document Control
Titling and Coding

Assign a
document code

Masterlist

I

Masterlist of

Documents
Prepare the new
document
Document
Request Form
4—

Memorandum and
Routing Slip
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B. REQUESTING FOR DOCUMENTS
RESPONSIBILITY ACTIVITY INTERFACE
Masterlist of
Process Owner Need for review of documents
amendment of
doucmentation
Process Owner Accomplishes Document

Document Controller

Document Controller
Management
Information System
(MISD) personnel

the Document
Request Form

!

Logs the request
onthe Document
Masterlist Form

!

Communicates with MISD
(Magt. Informations System
Division) o release an
editable copy of the said
document to the requesting
body

Request Form

Masterlist of
Documents

Masterlist of
Documents PHC
Intranet
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PROCEDURE DETAIL
5.1. If an opportunity to establish or revise a new document is presented, the process owner
or assigned personnel shall review the master list to verify that the creation or revision
of the document has not already been done.
5.2. For new documents the following are the general guidelines in formatting:
5.2.1. GUIDELINES
5.2.1.1. A table of the summary of the cumulative history of revisighs will appear on the first
page of each document.
5.2.1.2. For Page 2 and onwards, the “Reviewed by” and\Appfoved by” footnote/ fields are
omitted
5.2.1.3. Generally, Arial font, 1.5 lines paragraphspacing and justified alignment shall be
used for the whole document. Font size Will vary depending on the location and

usage.

5.2.1.3.1. HEADER CONTENT

5.2.1.3.1.1. PHC.Logo

5.2.1.3.1.2. Hospital Name — situated below the logo (Arial, 12- point, Bold, All
Caps)

5.2.1,3.1.3. Service (Medical/ Hospital Support/ Nursing/ Education, Training
and Research) in bold letters, upper case, Arial 11, under
Hospital Name

5.2.1.3.1.4. Department — pertains to origin of the policy, typed in regular case
(Arial,8), under Service Name

5.2.1.3.1.5. Specific name of the division in regular case (Arial,8), under the
Department Name

5.2.1.3.1.6. If a document is specific to an area, unit or section, write its name
right after the Division’s name in regular case, Arial 8

5.2.1.3.1.7. Document Type- the type of document, whether Policy, Standard
Operating Procedure, Work Instruction, or Guidelines typed in
bold, all upper case letter, (Arial, 11)

5.2.1.3.1.8. Document Title — the identification of the document. This should be
a unigue name/description that is not duplicated by another

document, typed in bold, all upper case (Arial, 11)
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5.2.1.3.1.9. Titles such as Document Type, Document Title, Document Code,
Effective Date, Revision Number, Page, are all typed in regular
cases (Arial, 9)
5.2.1.3.1.10. Specific entries in the above-mentioned titles are typed in
regular, all upper case, Arial, 9 and as follows:
5.2.1.3.10.1. Document Code: Use twoqto three letters for
Service, Department amdy Division ownership
separated by a hyphep.\Hyphens will be used as a
standard form, rather= than spaces, slashes or

underscores.

AAA - Service (MED/NSG/HSS/ETR)
BBB - Department owier €CC - Division

000 — Document/8€éries number

Note: Please refer to the DOCUMENT.CONTROL TITLING AND CODING MASTER LIST file
which can be found on the ACI and §SO“Journey in the PHC Intranet and for new document codes, the
process owner shall communicate, the addition to the Document Controller through the Document
Request Form

For coding Forms and Cemnitnications refer to the Coding System Guidelines QMS-QM-003

5.2.1.3.10.2.Effective Date — [Month] [Year] — the specific date the
policy has been implemented, whether it is its first
issuance or the effectivity/ implementation of the revised
version example, January 2010.

5.2.1.3.10.3.Revision Number - Original documents will be noted
as revision 0. All subsequent revisions will be numbered
sequentially (1, 2, 3, 4....)

5.2.1.3.10.4.Page — general numbering system is used. Each policy
shall be numbered as 1 of #, 2 of #, and so on. The
number sign ‘# represents the total number of pages of

a given document.
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5.2.1.3.10.5.Use roman numerals (lower case), i, ii, iii, iv, v, vi, in

paging the following sections:
a. Table of Contents
Introduction
Vision / Mission

b

c

d. Organizational Structuge
e Organizational Chaft

f

Physical Lay-Out

5.2.1.3.2. BODY CONTENT
5.2.1.3.2.1. The body of the policy is wiitten in Arial size 10 5.2.1.3.2.2.
5.2.1.3.2.2. Use 1.5 line spacing
5.2.1.3.2.3. Indentions are _.applied and should be aligned throughout the
document. ThiS will apply in numbering format and bullets.
Note: Bullét format to be used is “outline numbered” as shown in this

guideline:

5.2.1.4. SAVING THE FIKE
5.2.1.4.1. Individual policy shall be saved as one file.
Example: Policy on Patient's Complaint shall be saved as “MSO-QA-001-
Patients Complaint”
5.2.1.4.2. Soft copy of the file will be submitted to the Management Information System
Division (MISD) for uploading to the PHC's intranet.
5.2.1.4.3. All uploaded Documents are signed and approved by the concerned Deputy

Executive Director and the Executive Director respectively.

5.3. All documentation activities, i.e. creation, revision, review, deletion, etc., shall be communicated
to the Document Controller using the Document Control Form

5.4. The Department Manager, Division Chief, process owner or members of a committee assigned
for documentation activities shall be the one responsible in ensuring the correct preparation and
formatting.

5.5. The Deputy Executive Director or, if applicable, the Chairperson or Leader in a committee

assigned for any documentation activity, is responsible in reviewing the proposed document.
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5.6. All documents should be approved by the Executive Director

5.7. Final and approved documents shall be registered by the Document Controller and necessary

changes in the Master list of Documents shall be made.

6. REQUESTING FOR DOCUMENTS

6.1.

6.2.

6.3.

When reviewing, amending or deleting a document, the process owner shall request for an
editable format of the specific document to the Document Contraller.

Request for an editable format of documents shall be communicated through the use of
the Document Control Form.

The Document Controller shall record the reqUest” on the Master list and shall

communicate with the HIS personnel for the issuarce of the request.

7. CONTROL OF DOCUMENTS

7.1.

7.2.

7.3.

7.4.

7.5.

All documents shall be controlled” uSing the standard coding (refer to QMS-QM-

005:Guidelines on Coding System,ahd Document Control Coding Master List)

Appropriate issue and revision namber shall be indicated in the document. Every revision in

a document shall be refl€eted in the revision number for the document.

Changes in the documentation may be made from time to time. There are also cases when

these documepts may have to be withdrawn for replacement, or perhaps ultimately for

retirement, Fypical of these cases are as follows:

7.3.1. © Aye-issue of the document is needed

7.3.2.  Documentis no longer in effect

7.3.3. Document has been replaced with another

7.3.4. Contents have been combined with another document

7.3.5. Contents have been split into two or more documents

7.3.6. Document was rewritten with a change in category (e.g., changing procedure into
guideline)

All changes made in the document shall be summarized and entered in the Revision

History page.

Any documents external to the organization that affect the quality of service but are not

covered by the QMS or are included by reference shall be controlled by the respective

department user. These shall be communicated to the Document Controller and shall

be registered in the master list with the latest revision. Examples of such external
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documents are manual of standards from ISO and ACI, product or machine
specifications etc.

7.6. The Master Copy of all documents is in soft copy and uneditable format and is uploaded
in PHC’s intranet.

7.7. All printed documents (hard copies) by the Document Controller are considered
Controlled Copies.

7.8. A Master List of Documents shall be prepared to indigate jcopy holders of all

controlled documents.

8. DISTRIBUTION

8.1.Master Copies of all documents are uploaded andNs'readily accessible for viewing via the
PHC'’s Intranet

8.2.Controlled copies of the Quality Manual\shall be tagged as “Controlled” and shall be
distributed to all Department, Division{ Unit and Sections of the organization.

8.3.Controlled copies of certain types\of documents relevant to specific processes shall be
tagged as “Controlled” and shall bé selectively distributed to process owners.

8.4. The Document Control Fepmvand Master list shall be accomplished accordingly to ensure
proper tracking and, to"prevent unauthorized access of documents.

8.5.Obsolete documents and records shall be tagged as “Obsolete” and shall be archived and
stored or dispose€d in accordance to the National Archive of the Philippines General
Records‘Disposition Schedule :

8.5.1. The Master Copy of obsolete documents shall be removed from the
intranet and shall be stored as reference in PHC’s Hard Drive upon its
effectivity date.

8.5.2. Controlled copies of obsolete documents shall be removed from the
active file upon its effectivity date.

8.5.3. Controlled copies of obsolete documents shall be destroyed using a
shredding machine.

8.6.The originating Department Manager is responsible in informing all concerned that a
document was created, reviewed, revised or deleted through a memorandum or meeting.

Refer to Annex A for the Document Request Form
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I Objectives

To provide specific guidelines on the coding system for documents and records within the

Quality Management System.

Il. Scope

These guidelines shall apply to all documents and records generated within the Quality

system. Covered by these guidelines are new, as well as existing, doeuments and records.

M. Responsibility

Every concerned Process Owner (Policy-maker) who Will,'create a new document or record
and/or use an existing document or record shall-ke,responsible for the implementation of

these guidelines.

V. Guidelines

1. Quality Manual (c/o ISO-QMS Team)

The Quality Manual shall be identified’by the following code:

QMS-QM-001 where

QMS - Quality Management System

QM »Operations Manual

001- -"bocument number

2. One Hospital Policy

The One Hospital Policy are documents describing the multidisciplinary approach to

providing safe and effective healthcare services in relation to the 15 Standards of

Accreditation Canada International.

All documents under this shall be identified by the following code:
PHC-ACI-AAA-000 where

PHC - Philippine Heart Center

- Accreditation Canada International (ACI)
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AAA - ACI Standard
(ACS- Ambulatory Care Standard, EDP- Emergency and Disaster
Preparedness)
000 - Document Number

3. Standing Committees
All hospital-assigned committees shall be identified by the following,cade:
PHC-COM-AAA-000 where:

PHC - Philippine Heart Center
COM - Standing Hospital Committee
AAA - Name of Committee

000 - Document Number

4. Management Services Department
All offices under the Management'Services Department shall be identified by the following
code:
DO-MSD-AAA-000 ywhere

DO € Director’s Office

MSp  ® Management Services Department
AAAX" - Division

000 - Document Number

5. Office of the Strategy Management (OSM)

All documents under this office will be identified by the following code:

PHC-DO-OSM-000 where:

PHC - Philippine Heart Center
DO - Director’s Office
OosM - Office of the Strategy Management

000- Document Number
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6. Documents from Process Owners
All documents under the different Services, Departments, Divisions and Sections

shall be identified by the following codes:

AAA-BBB-CCC- 000 where:

AAA - Service (MED/NUR/HSS/ETR)
BBB - Department owner

ccc - Division

000 - Document Number

Example: NUR-DSA-SPE- 000 where:

NUR - Nursing Service

DSA - Department of Special and Critical Care
SPE - Division of Spe¢ialized Care

000 - Document Number

Refer to the Documeént ‘€ontrol Titling and Coding Masterlist

7. Forms and written eommunication

7.1.Forms
All forms will be identified by the following codes:
AAA-FRM-000-0000, where:

AAA - Process Owner’s Code
FRM - Form

000 - Series Number

0000 - Effectivity Year

Example: QMS-FRM-001-2018 (Document Control Form), where:

QMS - Quality Management System (originator)
FRM - Form
001 - Document Number

2018 - Effectivity Year
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7.2.Communications
7.2.1. Memorandum
All memoranda entered in PHC's online Memorandum System shall be
automatically assigned the following codes:
AAA-M:000-0000 where:

AAA - Originator’'s Code
(Director’s or any of the Deputy EX€eutive Directors’ Office)
M - Memorandum (Memo)
000 - Document Number
0000 - Year Issued

Example: DO-M:001-2018, where:

DO - Director’s Office

M - Memo

001 - Doctiment Number
2018 - Year Issued

7.2.2. Routing Slip
All routing®slip will be identified by the following codes:
AAA;BBB-CCC-RS-000-0000, where:

AAA - Service (Medical/l Hospital Support Services/ Nursing/
Education Training and Research)
BBB - Department
CCcC - Division/ Specific Unit or Section
RS - Routing Slip
000 - Document Number
0000 - Year of Issuance
Example: NUR-CLA-ER-001-2018, where:
NUR - Nursing Service
CLA - General Nursing Department
ER - Emergency Room
001 - Document Number

2018 - Year of Issuance
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7.2.3. Letters
All letters will be identified by the following codes: AAA-BBB-LT--000-0000, where:

AAA-BBB-LT-000-0000, where:

AAA - Service (Medical/ Hospital Support, Services/ Nursing/
Education Training and Research)

BBB - Department

LT - Letter

000 - Document Number

0000 - Year of Issuance

Example: MED-PED-LT-001-2018, where:

MED - Medical"Services
PED - Pediatric Cardiology Department
LT - Letter
001 - Doeument Number
2018 € Year of Issuance

7.2.4. Minut€s of the Meeting
All minutes of the\meeting will be identified by the following codes:
AAA-BBB-CCC-MOM-000-0000, where:

AAA - Service

BBB - Department

CCC - Division
MOM - Minutes of the Meeting
000 - Document Number

0000 - Year of Issuance
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Example: ETR-CRD-MLD-MOM-001-2018, where:

ETR - Education, Training and Research
CRD - Clinical Research Department
MLD - Medical Library Division
MOM - Minutes of the Meeting

001 - Document Number
2018 - Year of Issuance

Job Order

All requests entered in PHC's online Job Order Systém Shall be automatically assigned a code.

Purchase Request and Purchase Order

All Purchase Requests and Orders are aSsigned codes by the Purchasing Division.
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I. OBJECTIVE

1. To determine whether the quality management system of the Philippine Heart Center
conforms with:
1.1.requirements of the 1ISO 9001:2015 International Standards
1.2.other existing regulatory and statutory requirements relevant in the delivery of
safe and quality patient care.
2. To ensure that these requirements and standards of care afé\effectively implemented

and maintained

. SCOPE
1. The internal audit process shall include thesmedical services, nursing care, medical
ancillary units, administrative unit$¢“and support services relevant to the

implementation and sustainability of quality patient care.

[ll. RESPONSIBILITY

1. 1SO Over-all Chairman/Cogtdinator
2.1.Has the overall task@f.ensuring that internal audits are conducted at planned intervals
2.2.Reviews the results or audit findings submitted by the Lead Auditor
2.3. Approves thessummary of internal audit findings PRIOR to submission to Office of
Executivé\Director
2.4.Updates the organization about any new requirements or standards for application to the

organization

2. Lead Auditor
2.1.Prepares the Audit Plan
2.2.Determines the Audit Criteria for the respective services to be audited
2.3. Leads the Opening Meeting and Closing Meeting during internal audits
2.4. Summarizes and analyzes the Audit Findings
2.5. Submits the Final Summary Report of IQA Findings to the QA Officer

2.6. Presents the Internal Audit Findings during Management Reviews




Document Type Document Code:

QMS-QM-004
POLICY Effective Date:
October 2018
Document Title Revision Number:
2
PHILIPPINE
HEART CENTER INTERNAL QUALITY AUDIT Page:
30f7

3. Internal Auditor

3.1. Actively participates in the audit process as required

3.2.Reviews the audit criteria and standards relevant to the type and basis of audit to be
conducted

3.3.Prepares & submits the findings to the Lead Auditor in the time allotted

3.4. Shall participate in the analysis and summarization of the audit findings

3.5.Shall confer with the Lead Auditor any concerns pertaining to"the jactual conduct of the
audit

3.6.Prepares the CAR on the audit findings he/she had submitted

4. Respective Unit QA Representative
4.1. Shall participate in meetings or workshgpsischeduled by the QA Office
4.2.Shall assist the Unit in ascertaining the* compliance of the Unit to the standards, or
regulatory and statutory requirengeénts’prescribed
4.3.Encourage to be observers duking audit, and become a qualified internal auditor

5. Auditee
5.1. Shall abide with the, scheduled audit itinerary
5.2.Shall coopetate and provide the documents required with the internal audit process
5.3.Shall premptly accomplish the CAR issued to the Unit, should there be any audit
findings

IV. Procedures on the Conduct of the Internal Audit

1. An Internal Quality Audit shall be conducted at planned intervals, preferably twice a

year, to include the services as described above.

2. The Notice of Internal Audit, together with the approved Audit Plan / Audit Itinerary
shall be sent to the Units concerned, at least thirty (30) calendar days PRIOR to the

conduct of scheduled Internal Audit.

2.1.The Audit Plan / Audit Itinerary shall include the
2.1.1. Purpose of the Internal Audit
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2.1.1.1. Scope of Audit and Audit Criteria per Unit
2.1.1.2. Assigned Auditors

2.1.1.3. Date and Time of Audit, and

2.1.1.4. Other arrangements made for this Audit, if any

2.2.The Audit Plan is prepared by the Lead Auditor, and shall be supmitted as follows:
2.2.1. Final Review by the ISO QMS Coordinator
2.2.1.1. Final Approval by the Office of the Executive Director

2.3.All the concerned Department Heads, Division Chiefs; Unit Heads and respective QA

Representatives are enjoined to attend the Openihg*Meeting and Closing Meeting.

2.3.1. During the Opening Meeting,.introduction of auditors to auditees and time mand
schedule are tackled

2.3.2. During the Closing Meeting, the Lead Auditor shall present the audit findings.
Appeals for consideration and explanation on the audit findings can be done by

the Auditee during\this session.

2.4.Conduct of Audit ‘ts through interview, observation, and examination of documented
information yequifed by the standards and regulatory and statutory requirements relevant

to the Senice.

2.5.The Internal Auditors shall gather accordingly any available objective evidence, both

deficiencies and conformances, relevant to the process and procedure under audit.

2.6.At the end of EACH day of audit, the internal auditors shall discuss, validate and
summarize their audit findings. The Auditee may present additional evidences at the end

of each audit day to explain and rectify any findings or non-compliance observed.

2.7.A Summary of the Final Report on the Internal Audit Findings shall be submitted by the
Lead Auditor after two (2) working days to ISO QMS Coordinator for review and final

approval.
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2.8. The ISO QMS Coordinator shall submit this Summary of Audit Findings to the Office of
the Executive Director within three (3) working days, for his information and for his perusal

during the Management Review.

V. Procedure on Documentation of Audit Findings and Issuance of Corrective Action
Request (CAR)
1. Audit Findings shall be categorized as follows:
1.1.Non- Conformities (NC)

1.1.1. Failure to fulfil one or more requirements” of the management system

standard

1.1.2. a situation that raises significant doubt about the ability of the Unit quality

management system tg'achieve its intended outputs.

1.1.3. A completed €AR"“shall be accomplished to give the detailed plan of
corrective .actiohs; the implementation of effectiveness of corrective

actions/Shall be verified in the next internal audit

1.2.Minor Nonconformities (Min)
1.2, \"Capse in some of the requirements of the management-system standard;

N2.2. Requirements are not fulfilled completely BUT this does not jeopardize

the effectiveness of the management-system element (i.e. chapter of the
standard).

1.2.3. The Unit must return to the QA Office the filled up CAR giving the details
of INTENDED corrective actions; The implementation and effectiveness

of corrective actions will be verified in the next audit.

1.3.Opportunities for Improvement (OFI)
1.3.1. Aspects that would lead to management system optimization with

respect to a requirement of the standard.

1.3.2. The requirements of the standard regarding the process element have

been fulfilled but that there are still areas for potential improvement of
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system effectiveness and efficiency. Implementation by the organization

is recommended.

1.4.Positive Aspects (P)

1.4.1. Positive aspects of the management system meriting special mention

After the Summary of Audit Findings have been duly validated by the Team Leader,
and reviewed by the Lead Auditor, the Internal Auditots’ shall issue two copies of
Corrective Action Request (CAR) for each audit fipding.

This CAR must be received by the concernehUNIT within five (5) working days from

date of issuance of CAR.

The accomplished CAR shall be returned by the concerned UNIT within 14 days from
time date of receipt of CAR:

The respective QA Representatives of each Unit/Service shall follow up on the action
plan submitted Bysthe Dept Managemer/ Division Chief / or Unit Head

Closurerof '€AR shall be monitored by the Lead Auditor and the effectiveness of the

actionmplans shall be verified by the Internal Auditors during the next audit

VI. Selection & Evaluation of Internal Auditors

1.

Competencies and Skills

1.1.Shall have undergone workshops/training on auditing management systems and

currently employed by the institution

1.2. Able to communicate clearly and respectfully
1.3. Able to do task management

1.4. .Displays team working abilities

Evaluation of Internal Auditors

2.1. After each IQA, the internal auditors shall be evaluated by each Team Leader
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2.2.The Team Leaders and all the other intenal Auditors shall be individually evaluated
by the Lead Auditor

2.3.An evaluation Tool for Internal Auditors shall be provided

3. Related Documented Information
3.1.Annual Audit Plan — QMS-IQA-FRM-001-2018
3.2. Audit ltinerary — QMS-1QA-FRM-002-2018
3.3. Audit Checklist - QMS-IQA-FRM-003-2018
3.4. Audit Report - QMS-IQA-FRM-004-2018
3.5. Summary of Audit Findings - QMS-IQA-FRM-005:2018
3.6. Evaluation of Internal Auditors - QMS-IQA-ERM-006-2018
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l. Objectives.

1. This policy establishes the course to correct the cause(s) of non-conformances or potential
non- conformances in the Quality Management System, Services, and/or Operational

processes at Philippine Heart Center in accordance with the Quality Manual.

2. To ensure that nonconforming outputs/services are identified_and controlled to prevent

its unintended use or delivery.

Scope.

This is applicable to all departments divisions,wnits/ sections, providing services governed by
the requirements specified within the PHC QUality Management System.

Definitions.

Originator. This refers to the ‘person who will be the advocate of the Request for Action

process from initiation uatil close out phase.

Corrective Action\This refers to the action taken to eliminate the cause of a detected non-

conformance \unmet targets or other undesirable situation in order to prevent recurrence.

Non-conformance. This refers to non-fulfillment of a specified requirement of the QMS
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RESPONSIBILITY ACTIVITY INTERFACE

Internal Quality
Auditor/Process Qwner

Internal Quality
Auditor/Process Owner

Internal Quality
Auditor/Process Owner

Internal Quality
Auditor/Process Owner

Internal Quality
Auditor/Process Qwner
Internal Quality

Auditor/Process Owner

Internal Quality
Auditor/Process Owner

Mon-conformance is
observed! Target is
unmet

Formulate Corrective Action

Request Form (CAR)

Check completeness of form

Issue/Initiate CAR

Log in CAR Reqgistry

Follow-up with Process
Owners within 5 days
after issuance

h
Review Corrective Action

No

Acceptable?

Yes

IQA Findings Report

IQA Findings Report
CARForm

CAR Form

CAR Form

CAR Registry

CAR Registry

CAR Form
CAR Registry
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Internal Quality Review the proposed CAR Form
Auditor/Process Owner Corrective Action
Internal Quality l No
Auditor/Process Owner
Process Owner Implement CFE:;rr?ctwe Action CAR Form
l CARRegistry
Internal Quality
Auditor/Process Owner Verify implementation
. l No
Internal Quality
Auditor/Process Owner
Yes
Internal Quality Close-out the CAR CAR Form
Auditor/Process Owner form CARRegistry
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Guidelines

1. Non-conforming outputs/service shall be properly identified (e.g. error in billing, lack of
materials, etc.) and isolated or intervened when appropriate to prevent its unintended use or
delivery to the next process.

2. Inform related parties through oral or written means to:

2.1. Check previous processes for similar problems.
2.2. Provide containment action.
2.3. Check subsequent processes for conformity and/oeffectiveness of containment action.

3. All non-conformances shall be discussed in meetings, analyzed and given appropriate

actions. All actions and agreements made ‘duxing the meeting shall be documented for
discussion during Management Review to\provide evidence of action plans to address
issues.

4. The Corrective Action process shall“be’ initiated upon detection of non-conformity or in the

presence of unmet targets.
Corrective Action Requegt\(€AR) shall be initiated as a result, but not limited to, the
following:
Internal and exterhal quality audit findings
Action,items'from Management Reviews of Quality System effectiveness
Facilities audit findings
Suppliers’ quality audits
Service and process problems identified by employees
Unmet Breakthrough or KPI targets
Non conformance/ unmet targets as identified performance evaluation process
(page 31-35 QMS-QM-001)
5. Originator shall secure and accomplish, in duplicate, the CAR form by using any of the
following methods:
5.1. Accessing and accomplishing the CAR form directly thru the PHC Intranet
5.2.Securing and accomplishing the hard copy of the CAR form from the Lead Auditor
5.3. The originator shall retain the original copy and will issue a copy to the Quality Assurance
Office for CAR Registry.
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5.4.The originator will issue one accomplished CAR form to the concerned process owner

and will retain and control a copy.

6. The Originator and Process Owner shall accomplish the CAR and follow the following

guidelines:
6.1. PART 1:
6.1.1.

6.1.2.

6.1.3.

Non-Conformity Data

The Originator/auditor shall accomplish the data as tos:

6.1.1.1. Date Issued- the date the CAR to be issugdito’the process owner

6.1.1.2. Originator's name/Designation- the jeomplete name or designation of
the Originator/s

6.1.1.3. Unit/Department- the unit or depattment of the Originator/s

6.1.1.4. Phone- local number of the assigned unit of the Originator/s

6.1.1.5. Email- email address of the’ Originator/s

6.1.1.6. Department- unit of department where the nonconformity was found out

The Originator/auditor«shall put a tick mark on the appropriate box to how the

CAR is intended to.

6.1.2.1. Correct & Non-conformity/ eliminate source of non- conformance

6.1.2.2. RreVent a potential Nonconformity/ mitigate risk

The Oyiginator/auditorshall put a tick mark on the appropriate box the description

of,.the Non-Conformance.

6:1.3.1. IQA Related- non conformance was detected during the Internal Quality
Audit

6.1.3.2. Supplier-Related- non conformance was detected by the client or
customer

6.1.3.3. 3rd Party Audit Related- non conformance was detected by the certifying
body

6.1.3.4. Process/Procedural-related- non conformance was detected by the

process owner from his own unit or department
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6.1.4.

6.1.5.

6.1.6.

6.1.7.

6.1.8.

6.2. PART 2:
6.2.1.

6.1.3.5. Customer Satisfaction related- non conformance was derived from
customer’s complaint

6.1.3.6. KPI/ Quality Objective Review Related- non conformance detected
was related to the Key Performance Indicators (KPI) or Quality
Objective

6.1.3.7. Other than the above mentioned

The Originator/s shall write the Audit Finding and_the” Objective evidence on

the space provided.

The Originator/s shall write the ISO Clause”ntumber and the title of the Clause

related to the Audit Finding.

The Originator/s shall write the “type of Non-conformity/ Opportunity for

Improvement

6.1.6.1. Major- the absencé or the total breakdown of a system to meet the
requirements of ‘a clause of 1ISO 9001 or other related documents.

6.1.6.2. Minor- a failur€ to meet one requirement of a clause of ISO 9001 or
other (rgeference document or a single lapse in following the
arganization’s Quality Management System.

6.1.6.3~OFI[* are observations which, if not addressed early enough, or if just left
to continue may result to a deviation against the QMS requirements.

The "Process Owner shall write the Immediate Action or Correction related to

the nonconformity on the space provided.

The Originator/s shall affix his/her signature over printed name on the

Acknowledged by space provided including the date it was signed

Cause Analysis Data

The Process Owner shall write the following on the space provided:

6.2.1.1. Cause of Non-Conformance based on his/her Root Cause Analysis

6.2.1.2. separate sheet for the Root Cause Analysis may be attached to the
form if necessary.

6.2.1.3. Date the Cause of Non Conformance was written
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6.3. PART 3:
6.3.1.

6.3.2.

6.4. PART 4:

6.4.1.

6.4.2.

6.5. PART 5:
6.5.1.

6.2.1.4. Responsible Officer- name of the Process Owner who led the
conceptualization of the Root Cause Analysis
6.2.1.5. Estimated Close Out Date of the CAR form

Solution Data

The Process Owner shall write the Action Plan to address the Nonconformity

Finding and fill up the following on the space provided:

6.3.1.1. Activities- specific actions to be taken

6.3.1.2. Responsible Person- the designation of the person/s responsible to
implement the action plan

6.3.1.3. Target Date of implementation of each Activities

6.3.1.4. Actual Date the activity.was implemented

6.3.1.5. Result of the actions taken

The Originator/s shall affix his/her signature on the space provided.

Review of Action'Plan

The immediate/service head shall review the action plan and shall place a tick
mark if~acCepted (effective) or not accepted (not effective). If not accepted,
he/shesshall write the reasons on the space provided.

The 'immediate/service shall write his/her name on the Reviewed by and write

the date it was accomplished.

Follow Up

The Process Owner shall follow-up the implementation of the action plan and

writes the following on the space provided:

6.5.1.1. Status- the current status of the implementation process

6.5.1.2. Initials/Responsibility- the signature of the Process Owner countersigned
by the Originator

6.5.1.3. Date it was accomplished
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6.6. PART 6: Verification
6.6.1. The Lead Auditor shall verify the effectiveness of the implemented actions and

6.7. PART 7:

6.7.1.

shall fill up the following on the space provided:

6.6.1.1. Number of visits- number of follow-up made by the Originator to the
Process Owner

6.6.1.2. Date visited- date the Originator followed-up the Process Owner

6.6.1.3. Objective evidences- the evidences showed by the Process Owner in the
implementation of the Action Plan

6.6.1.4. New target date- the date the Action isstargeted to be fully implemented

6.6.1.5. tatus of the action taken- effectivenesSs of the actions taken

6.6.1.6. Close (Effective)- if the actiong=e0trected the nonconformity

6.6.1.7. Close (Not Effective)- if ‘the, actions were not effective to correct the
nonconformity. A new.CAR form shall be created by the Originator and

to be issued to the (Process Owner.

Close Out

The Originator/Sjand Process Owner shall complete the CAR form and fill up the
following.og_the space provided:

6.7.1.1~ Originator’'s name

6+¢h2v Date of Close Out

6n/.1.3. Process Owner’'s name

6.7.1.4. Date of Close Out

7. The Originator shall issue a hardcopy of the accomplished CAR Form to the process owner

within three (3) working days from the time the non-conformity was detected or the audit

findings is finalized.

7.1.The O

riginator shall be responsible in discussing the non-conformity findings to the

process owner.

8. The Process Owners are given five (5) working days to submit their Corrective Action Plan/s

to the originator.
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CORRECTIVE ACTION

9. For Internal Audit related findings, the Lead Auditor shall list down all CARs issued in a
registry and update the CAR registry with the proposed corrective action and status of

action plans.

10.1f action plan is not accepted, the CAR is again forwarded and/or referred to the
Responsible Unit for amendments.

11.Records of the nature of nonconformities and any subsequent “actions taken shall be

maintained.
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OBJECTIVE
To ensure that management conducts periodic reviews of the quality system to determine its
suitability and effectiveness in meeting customer’s needs.

To establish a standard method for documenting management<reviews of the quality

management system and set up a venue where the effectivepess./of” quality management

system can be discussed and evaluated.

SCOPE

This applies to all organizations defined in the scope of the Quality Management System.
The procedure starts from the preparation of the.agenda up to the filing of minutes of actions

and decisions arrived at during the meeting.
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I1l. PROCEDURE OUTLINE
RESPONSIBILITY ACTIVITY INTERFACE

kMR

QMR

Director/Top
Management

QMR
Process Owners

Director

Schedule of Management
Review

v

1
Set meeting and agenda

v

2
Notify participants

v

3
Call meeting to order

v

4
Conduct of Actual Review

v

5

Discuss Key Action ltems and
Plan of Action

v

Resolutions reached

Meeting agenda

Notification Memo

Attendance List

Management Review

KPM Review

Document Minutes of

meeting
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IV. PROCEDURES DETAIL

1. QMR gets approval of the Executive Director for the schedule of the Management

Review meeting, and sets the agenda.

1.1.The Management Review shall serve as platform for the exchange of new ideas, with

open discussion, presentation of performance status, evaluation of inputs, and

resolution of quality matters.

1.1.1. Participants for Management Review meeting includésy

1.1.1.1. Executive Committee (ExeCom)

1.1.1.11.000000 ExecutivéxDirector
1.1.1.1.2.000000 Deputy Executive Directors

1.1.1.2. Department Managers
1.1.1.3. Division Chiefs
1.1.1.4. Supervisors

2. A General Management Review(meeting shall be conducted at least once a year as

directed by the QMR and EXxecutive Director, and shall be attended by the given

participants (refer to 5.1.2).

2.1.In line with this#Sa “monthly meeting conducted by the Department Manager/

Division ChieflfSupervisor is being held monthly to discuss results of the Key

Performance *Measures. This is to monitor the suitability, adequacy and

effectivengss of the quality management system in satisfying the requirements of

SO, 9001:2015, set Breakthrough Targets and relevant government regulations

leading to ultimate customer satisfaction.

2.2.Agenda for the Management Review shall consider the following as necessary:

2.2.1.
2.2.2.
2.2.3.
2.2.4.
2.25.
2.2.6.
2.2.7.
2.2.8.
2.2.9.
2.2.10.

Status of actions from previous management review

Changes in the internal and external issues that are related to QMS
Effectiveness of actions taken to address risks and opportunities
Information on the performance and objectives of QMS including trends in:
Client satisfaction and feedback from relevant interested parties

The extent to which quality objectives have been met

PHC'’s performance indicators and conformity of products and services
Non-conformities and corrective actions monitoring

Audit results

Monitoring and measurement results
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2.2.11. Performance of external providers
2.3. Adequacy of resources, and
2.4. Opportunities for improvement
The Review shall also include appraising improvement opportunities in processes elsewhere
defined in the QMS and services related to customer satisfaction and resources needed.
Participants for the Management review shall be informed through aq notification memo at
least one week prior to schedule of Management Review. MefMg@ would also indicate
materials needed for the discussion.
Approved agenda shall be taken up one by one. Special attention is given to noted areas for
improvement. Proposed corrective and preventive actionsfor“improvement are discussed and
reviewed.
5.1. Outputs of this review shall include any‘deCisions and actions related to:
5.1.1. Improvement of the effectiveness of the quality management system and
its processes
5.1.2. Improvement of pradict related to customer requirements, and
5.1.3. Allocation of.resotrces needed
The findings, plan of action and’reSolutions reached are fully documented in the Minutes of the
Management Review.
Dissatisfaction raised from“the Management Review will be discussed to the corresponding
Process Owner on,the wionthly meeting
Inputs, outputs, discussion and action plans can be extracted from minutes of the ExeCom and

Department Meetings.
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. OBJECTIVES

1. To outline PHC’s underlying approach to identified risks and opportunities in relation to

the requirements and issues of internal and external interested parties.

2. To document the roles and responsibilities of the Top Management, Department

Managers, Division Chiefs and other key committees and individuals

To outline key aspects of the risk management process

To identify the main reporting framework and procedures

SCOPE

This applies to all functions and processes“defined in the scope of the Quality

Management System.

DEFINITION AND APPROACH TO RISK"MANAGEMENT
1.

Risk (Risk Event) — ‘the® possibility that an uncertain event, action or set of
circumstances which, if to occur, would have a material adverse or beneficial effect
on achieving_.theset objectives of the institution. It is characterized and is
measured interms of its likelihood and impact.

Institutional Risk- risks that affect the institution as a whole

Strategic Objective- is the Breakthrough of the department/ division/ unit/ section,
a defined objective or target, aligned with PHC’s Mission, Vision, Objectives and
Strategy Map, that an area must achieve within a specified timeline

Risk Owner- is the process owner, the individual or group who will be in charge of
implementing the actions to address the risks

Likelihood- is the probability of the occurrence of the Risk Event

5.1.Very Likely- Not having doubt of occurrence (score = 5)

5.2.Likely- likely to occur and certain (score = 4)

5.3.Possible- Likely to Occur but not certain (score = 3)

5.4.Unlikely- unlikely to occur, not certain (score = 2)

5.5.Rare- Inconceivable that the event will occur (score = 1)

Impact -is the consequence of the Risk Event
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6.1.1. Catastrophic (score = 5)- the outcome could threaten lives, of

6.1.2.

6.1.3.

1.4

6.1.5.

patients and/ employees, or results in financial, human,

operational or physical losses or damage

Major (score = 4)- could result to:

6.1.2.1. failure to achieve desired output

6.1.2.2. failure for an area to effectively function and deliver
services

6.1.2.3. violation of laws, rdles“and regulations or breaches in
accountability ¥equirements, legislative/contractual
obligations

6.1.2.4. sustained\wnegative image to the public’

Moderate\(store = 3)- could threaten the efficient function of the
process*but can be dealt with internally or delay the delivery of
sérvices or could result to public criticism or negative image or

feedback from clients

Minor (score = 2)- poses no threat in the processes and could be
dealt with by routing operation and controls and has no regulatory

consequences

Low (score = 1)- quality degradation is barely noticeable and has

no discernible impact at all

7. Risk Rating —is the product of the likelihood and the impact scores of a risk

(likelihood score x impact score), the value beneficial in guiding risk owners in

prioritizing risk events

8. Risk Response Plan — are strategies or activities to address the Risk Event/s

identified

Risk Profile - a way of mapping the identified Risk Events




Document Type Document Code:

QMS-QM-007
POLICY Effective Date:
October 2018
Document Title Revision Number:
2
PHILIPPINE
HEART CENTER RISK MANAGEMENT Page:
4 0f 8

by using the identified Impact and Likelihood Scores

Catastrophic
(5)

Maior (4)

Moderate (3)

Minor (2)

Low (1)

Rare (1) Unlikely (2) Possible Likely (4) Very Likely (5)

2\

0\\

10. PHC's intention i Qo fully eliminate risks from its activities, but rather to
enable the T anagement or Process Owners to mitigate and manage it
appropri I%Nithin the established risk appetite.

11. Ris ’\ﬁte - describes the general action or pursuit of the organization towards

a&"‘&ified risk, it is set as High, Moderate or Low

11.1.1s set as either: critical, high, moderate or low

High risk: Executive Committee Members (Deputy Executive Directors),
Executive Director and Immediate Board attention required.

M | Moderate risk: Management's (Deputy Executive Director, Department
Managers and Division Chiefs) attention is required

Low risk: First Level Managers and Division Chiefs’ attention is required.
Manage by routine procedures, review of Policies/SOPs
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IV. RESPONSIBILITIES

1.

Top Management

1.1.Ensuring that institutional/strategic risk descriptions, for which they are
responsible, are maintained

1.2.Implementing policies on risk management and internal control within the areas
for which they are responsible to ensure risks are managéd effectively

1.3.1dentifying and evaluating the strategic risks faced, by_the*Institution-including the
financial and non-financial implications of thoséxisks

1.4.Providing adequate information in a timely’manner to the Board of Trustees on
the status of risks and controls

1.5.Undertaking a review- at least annually-"of the effectiveness of the system of risk

management

2. Process Owners

2.1.Process Owners are thetimmediate risk owners and are responsible for:

2.1.1. Ensuring the delivery of mitigating actions

2.1.2. Keepingjthe risk description up to date

2.1.3. Repoiting on progress at least every two (2) years to align with the
Internal Audit Process Cycle

2.14.N\"The escalation or referral or transfer of risks through the identified risk
interdependencies:

2.1.5. Ensuring the incorporation of risk identification into Strategic Planning

Initiatives

3. RISK MANAGEMENT

3.1.Risk Management is the planned and systematic approach to identifying,
analyzing, evaluating and treating risks at all levels of the organization

3.2.1t involves the determining of the acceptable level of exposure to risk, which
enables the achievement of the identified objectives across the organization. The
process provides the assurance that:
3.2.1. objectives at all levels are more likely to be achieved,
3.2.2. damaging events are less likely to occur, and

3.2.3. beneficial events are more likely to occur.
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3.3.PHC's approach to risk management supports the Top Management and Risk
Owners in determining actions for prioritization. The approach is aligned to the

development of the organization’s Strategic Planning Initiatives.

4. RISK AND INTERNAL CONTROL
4.1.The system of internal control is in conjunction with the planning and budgeting

process and is designed to manage and mitigate the rigk

5. REVIEW OF EFFECTIVENESS
5.1.The Internal Audit Team and the risk own€rs~are responsible for reviewing the
effectiveness of the internal control of\the organization, based on information
provided during internal audit andhinndependent monitoring reports.
5.2.For each risk identified, the Audit\l eam or Risk Owner will:
5.2.1. Review the previoys feport and examine the area’s track record on risk
management and, internal control
5.2.2. Consider the internal and external risk profile of the coming year and
considenif vthe current control are likely to be effective
5.2.3. Consider the objectives and targets of their area
5.2.4. .Consider the timely identification, assessment and reporting of significant
risks;
5:2.5. Prioritize the risks and the allocation of resources to address areas of
high priority

5.2.6. Consider the effectiveness of the control environment

V. PROCEDURE
a. The risk management process of PHC is dynamic and is designed to adapt to
developments and any changes in the risk profile over time
b. Itis based on a structured and systematic process which takes into account the
internal and external risks of PHC.
c. The main elements of the risk management process are as follows:
3.1.Communicate and consult — with internal and external interested

parties, as appropriate, at each stage of the risk management process
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VI. GUIDELINES

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

3.8.

3.9.

Establish the context- establish the internal and external issues if
interested parties

Identify Risks- identify where, when, why and how events could prevent,
degrade, delay or enhance the achievement of objectives

Record risks- document the risks that have been identified in the risk
register

Analyze risks- identify and evaluate existing controls. Determine
consequences and likelihood and the level-of risk

Evaluate risks- compare estimated Iévels of risk against the pre-
established criteria and consider,th€’hatance between potential benefits
and adverse outcomes. This epables decisions to be made about the
extent and nature of treatments Tequired and priorities

Treat risks- develop andhimplement specific cost-effective strategies and
action plans for incrgasing potential benefits and reducing potential
adverse outcomes

Monitor and Review- risks and effectiveness of the treatment measures
need torbe ‘monitored

It, can,be applied at any level within the organization, strategic or
operational level, specific projects or process, or units recognized as risk

dreas.

a. Organize ateam

b. Review the general process of the area as guided by the set Breakthrough and

list-down Risk Events or error-prone or problematic processes that could affect the

identified objective/s

Utilizing the Risk Registry Template:
d. State the Strategic Objective (Breakthrough) that is affected by the Risk Event

identified

e. lIdentify the following:
5.1.Risk Event/s

5.2.Risk Assessment:

5.2.1. Risk Owner
5.2.2. Impact
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5.2.3. Likelihood

5.2.4. Risk Ranking
5.3.Risk Response
Prioritize the identified Risk Events by their Risk Ranking
Formulate a Risk Response Plan for each Risk Event Identified

Submit to the respective Deputy Executive Director for approval

© © N o

Implement Strategies and Recalculate Risk Ranking according to the timeline stated

on the Risk Response Plan

VIl. RESOURCE:

Hospital Risk Management Lecture by the Institute ef Waternal Auditors of the Philippines, Inc.
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APPENDIX A. Document Request Form

e

PHILIPFINE HEART CENTER

East Avenue, Queron Cityl

DOCTUMENT REQUEST FOEM

Document Change and Registration Feguest Form
Deep tDiv Unit'S ection | Date Requested
TYFE OF DOCUMENT KATUEE OF REQUEST
0 Qualite Objactives and Flans
0 Standard Opemting Procaduras O Creation
0 Work Instihtions O ERavision
0 External Documsnts O Obsolsts
0 Guidalines O Ragistration
0 Forms O ERaqueastCopyw
0 Qality Bacords
AFFECTED DOCUMENTS
Dcument Code Dicument Title Eevivion No. Justification
AFFECTED AFEAS
{Areas to be informed 'provided copies)
Reviewed by: Checled by: Approved by:
Department Division Unit Section’ Head Document Control Officer Quality Manazement Eepresentative

QMES-FEMHMI-2013




Document Type Document Code:
QMS-QM

POLICY Effective Date:
October 2018

Document Title Revision Number:

2
PHILIPPINE

HEART CENTER APPENDICES Page:

20f 12
APPENDIX B. Quality Objective Plan
PHIL
Quality Objective Plan
PERIOD COVERED:
Saction A: GENERAL INFORMATION
A1 Service/ Department
A2 Division/Section/Unit:
Saction B. ACCOMPLISHMENT
B.1 Ouality Objectives
Section C: GOALS, THRUST & QUALITY POLICY
1 PGS/KP Goals
[ 2ettar Health Cutcames in Cardiovascular Diseases in the Country [ Responsive Health System
[El Hasithier Filiping Hearts
C2 Strategic Thrusts
5] Improving Sccess to quality health facilities
C.3 Quslity Palicy
B provide the hizhest standard of comprehensive cardiovascular care.
B zatisfy all relevant statutory and repulatary requirements.
[ continuziy IMpIoWe SUr processes.
Section D: OBIECTIVES
Frequency How to measure?
. - Mz asurable Records)
Queality Objectives Statements Target it Euidences
Monitoring
D.1. Breskthrough
Section E. QUALITY PLAN
Mctivitiss Timeframs Budge=t Persons Responsible Relsted Documents
Prepared by: Reviewsd by: Approved by:
MNAME HERE NAME HERE NAME HERE
[Desiznation) [Division Chief/Department [Deputy Executive Director)
hManager)



Document Type Document Code:
QMS-QM

POLICY Effective Date:
October 2018

Document Title Revision Number:

2
PHILIPPINE

HEART CENTER APPENDICES Page:

3of12
APPENDIX C. Quality Objectives and Plans Monitoring
huali‘t;- Objectives and Plans Monitoring
PERDD COWVERED:
Section & GENERAL INFORMATION
A1 Service/ Department
A2 Division/S=ction/Unit:
Section B. ACCOMPLISHMENT
E.l Quaslity Objectives
Section C: G0ALS, THRUST & QUALTY POLICY
C.1 PGESKP Goals
B s=tter Health Outcomes in Cardiovascular Diseases in the Country ) Responsive Health System
[ Hestthinr Filiging Hearts
€2 Strategic Positioning
Bl improving sccess to quality health facilities
€3 Quality Policy
B Provide the highest standard of comprehensive cardiovascular care.
Bl satisfy sl relevant statutory and regulstory reguirements.
Bl continuaiy IMprowe SUr processes.
Section D: DEJECTIVES
N N Me=asurshle Bt Measurement of Target BAchiewed?
Quality Obje = ments Target Booomplishment [Yes or No)
0.1 Breskthrough
Section E. QUALITY PLAN
Activities mﬂ_:fkh“ Actusl Budgst Persons Responsible Results/ Outparts
E.l.
EZ.
E3.
Preparad by: Revizwed by: Approved by:
MNAME HERE MNAME HERE NAME HERE
[Designation) [Division Chief/Department [Deputy Executive Director)

mManager]
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APPENDIX D. Corrective and Action Request
PHILIPPINE HEART CENTER
East Avenue, Quezon City
CAR Ref. No. (DCC OMLY)
CORRECTIVE and ACTION REQUEST S—
150 9001:2015
FART 1: What is wrong? NON-CONFORMITY (NC) DATA
Onginator's Name/1D Mo, Uni¥Depariment Phone E-rmaul
This CAR is intended to Department jwhere NG exists)

Ocorrect a MC ! eliminate source of non-conformance
Cprevent a polenbal NG/ mibigate nsk

[ IQA-Related ] Supplier-Related(] 3™ Party Audit Related[] Process/Procedural-related

Description of 1he

Non-Canformance [ Customer Satisfaction Related [ Relates to KPI/Quality Objective Review

[ Others (Flease Specify):

DESCRIPTION OF NON-CONFORMAN CE osting or potertiat spactty the objective svidsnca) 50 Clause / Raferencs:

Category (Major/Minar/OF )
Objactive avidance:

Immediate Action/Correction: Acknowhedged by

Date

PART 2: What is the root cause? CAUSE ANALYSIS DATA

CAUSE OF NON-CONFORMANCEnote: #stach copy ( necassary) of root causs analysts Date

Responsible Officer:

Estimated Close Cul Dale

PART 3 :What solutions can we formulate? SOLUTION DATA

Mote: Pleass use CoMINUStoN Sheet If nesassany CONFIHMATION OF EFFECTS
Flezp.Ferson Tapet Date | Actual Daie OF COUNTERMEASURES
ACTIMITIES Result

ACTION PLANS

iewed and | Signature
suppart  Hha

™ |:;:l|i|-|| thal the aloresaid
authorized for  implementation
| implementation of sald actien plans”

chhan plans |

QMS-FRM-004-2017
This is a comtrolled copy
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APPENDIX E. Masterlist of Forms
|
FHILIFPINE HEART CENTER
East Avenwe, Quezon Cily
MASTERLIST OF FORMS
Berviee:
Department;
Irvisiam:
LUnitSection:
ElMectivity Date Status

Form Numhber FarmaTide (Il applicalble) (Kevised Dinuoleie)
FPreparedby: Checked by: Approved by:

Devinan Tinit Sectian’ Head Deparmaenr Dhepaty Executive Derector

OIS FREALBOE TO0H
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APPENDIX F. Risk Registry
- PHILIPPINE HEART CENTER
East Avenue, Queran City
RISK REGISTRY
Department/Division/Section:
Risk Assessment Effoctiveness of Risk Response New
Strategic Objective Risk Event Risk Response Pk Aveosemant
Risk Risk New Risk
5 Likelihood |  Impact Rat Likelihood |  Impaet Rat

Prapared by Rewviewed by Approved by

Process Owner (Designation) Diigion ChasfiDepanment Manager Deputy Executive Director

QMS-FRM-006-2017
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APPENDIX G. Minutes of the Meeting
| FHILIFFINE HEART CENTER
Eazt Avemne, (roezom City
MINUTES OF THE MEETING
Referemoe Number : MOM-201-1015
(Comgrad N mbar)
Weme :
Artendees 1 (Bee atached siendance sheed)
Arends :
Hazhbzhiz et Foec omm e nda Ac Flan
TznezAgends Discmed e {Whe. What, Whea Wbere, and Fow)
FPrepared by: Naoted bry:
Approved by:
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PHILIPPINE
HEART CENTER

Document Type

Document Code:

QMS-QM
POLICY Effective Date:
October 2018
Document Title Revision Number:
2
APPENDICES Page:
8 of 12

APPENDIX H. Masterlist of Quality Records and Evidences

a5

PHILIPPINE HEART CENTER
East Avenue, Quezon City

MASTERLIST OF QUALITY RECORDS AND EVIDENCES

Service:
Department:
Division:
Unit/Section:
P Re ibl Retention Effectivity Status
Record Number Record Title El;:trd;&aemelr}e Location Period Date
P (Active/Storage) | (If applicable)
Preparedby: Checkedby: Approved by:
DivisionUnit/Section/ Head Department Deeputy Executive Director

QMS-FRM-008-2018
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APPENDIX |. Masterlist of Documents
I FHILIPPINE HEART CENTER
East Avenue, Quezon City
MASTERLIST OF DOCTRENTS
Paliey/Cuidelines Wark Insrracdons
Berviee:
[ieparmEenr:
Divizlan:
UnitBeetinn:
Errention Effeerdvin Srams
Document Number Diecument Tidle Person Responsible Location Perlad Tinee (Revised/Cthsalere)
{Acdve Srorage)
Freparedby: Checked by: Approved by:
Dy iien L mil Section’ Mead Department Dapoiy Evecutive Direcior
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MASTERLIST OF EXTERNAL REFERENCES

PHILIPPINE HEART CENTER
East Avenue, Quezon City

APPENDIX J. Masterlist of External References

Service:
Department:
Division:
Unit/Section:

External Reference
Number

Title

Location

(Edition/Year Adapted)

Effectivity Date

Status
(Revised/Obsolete)

Preparedby:

Checked by:

Approved hy:

DivisionUnit/Section’ Head

Department

Deputy Executive Director

QMS-FRM-010-2018
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APPENDIX K. Masterlist of External Forms
PHILIFPINE HEART CENTER
East Avemne, Qaeran Cliy
MASTERLIST OF EXTERNAL FORMS

Service:

Department:

Division:

| Unit'Secdon: _

Elfectvity Datke
Farm Namber Form Tide {IF applicable) Originator
Prepared by: Cheechoed by: Approved by:
Divilan T'nia Sarvian’ Haad [heparement [ T—— —— | T—

QALS-FRALNLL-2018
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APPENDIX L. Breakthrough Report Form
ol B
. | 4 PHILIPPINE HEART CENTER
P35S  East Avenue, Quezon City
Dffice
Breakthrough Report
Division: Department:
Beport Period:
% Accomplishment (ACC)
(ActualTarzet or
Breakthrough Formula/ Tar %:rr::: ::E::::
g description get [T Teb [ Mar [ Apr | May | Jun [ July | AmE | Nav | D& | Tofall | %ACC |  Rating
n
Avera
ge
Actual Target O G
No. of Target
Orx
Or
Mean Compliance
Lead Measure 1 Actual/Target
Qe
O
Or
Note: Plezse attached supportmg data Legend: @ G ( 100% and up)
O Y (70%- 99%)
@ E ( 69% and below)
Prepared by:

Noted by:
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