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Republic of the Philippines
Department of Health
HEALTH FACILITIES AND SERVICES REGULATORY BUREAU

ASSESSMENT TOOL FOR LICENSING A BLOOD SERVICE FACILITY

INSTRUCTIONS:

-

Check to make sure that you have the complete tool with a total of -—— pages with annex A——- that serve as reference for Equipment, Reagents & Supplies per Category.

2. If the corresponding items are present, available or adequate, place v“on of the appropriate spaces under the FINDINGS column or space provided alongside each corresponding item.
If not, put an X instead.

3. The REMARKS column shall document relevant observations for Quality Improvement.
4. Make sure to fill-in the blanks with the needed information. Do not leave any items blank; write (N/A) not applicable or —if needed.
5. Hl§ (Shaded cell) means that specific items are not applicable to the BSF category. With (*) asterisk-policies incorporated in One Stop Shop facility are acceptable.
GENERAL INFORMATION:
Name of Facility: Certificate of Inclusion No. Exp.
Address:
(Number & Street) (Barangay/District) (Municipality/City) (Province & Region)
Telephone/ Fax No. E-mail Address:
Initial: Renewal: License to Operate No.: Authority to Operate No.: Date Issued: Expiry Date:

Name of Owner or Governing Body (if corporation):

Name of Head of Blood Service Facility:

Classification According to: Ownership: _Government _Private
Institutional Character: _Institution-based (specify) _Free-Standing
Category: _Blood Station _Blood Collection Unit _BCU/IBS
_Blood Bank _Blood Bank with Additional Functions:
_Blood Center __Collection  _ Testing _ Processing
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
S Q (BCU) Collection (HBB) | Additional
Unit Function
(BS/BCU) (HBB++)

Application D
¢ Documentary requirements complete (refer to
application)
e Certificates valid and required formsduly

accomplished (refer to application)

1. MANAGEMENT REQUIREMENTS
1.1. MANAGEMENT RESPONSIBILITY
The Blood Service Facility (BSF) shall be managed

effectively and efficiently and in accordance with its
vision, mission, and objectives.

11.1 Management shall formulate a vision,
mission, objectives and values for the
BSF.
1.1.1.1 Mission, Vision, Objectives, Values
1.1.2 There shall be an Annual Operational Plan

1.1.2.1 Annual Operational Plan
1.1.3 There shall be Management Review

1.1.3.1 Management  Review  with Key
Performance Indicators

1.2 MANAGEMENT OF BLOOD SERVICE FACILITY

The BSF shall be managed by qualified physicians
with proper training.
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STANDARDS AND REQUIREMENTS

Blood
Station
(BS)

Blood
Collection
Unit
(BCU)

Blood
Station /
Blood
Collection
Unit
(BS/BCU)

Hospital
Blood
Bank
(HBB)

Hospital
Blood
Bank with
Additional
Function
(HBB++)

Blood
Center
(BC)

Remarks

1.2.1 The BSF is headed by a duly licensed physician who

IS:

For Hospital-based Blood Stations
1.2.1.1 Certified in Clinical Pathology by the Philippine Board of
Pathology of the PSP,
1.2.1.1.1. Specialty Board Certificate
1.2.1.1.2. Resume
1.2.1.1.3. Notarized Contract of Employment
1.2.1.1.4. Job Description

For Non Hospital-based Blood Stations
1.2.2.1 Physician with at least three (3) months formal training
in basic blood banking provided by DOH
recognized training provider.
1.2.2.1.1. PRC Board Certificate
1.2.2.1.2. Resume
1.2.2.1.3. Notarized Contract of Employment or Service
Contract Agreement
1.2.2.1.4. Job Description
1.2.2.1.5. Training Certificate on Laboratory Management
and Transfusion Medicine

For Non hospital-based Blood Collection Unit
1.2.3.1. Physician with formal training in basic blood banking
provided by the DOH recognized training provider.
1.2.3.1.1. PRC Board Certificate
1.2.3.1.2. Resume
1.2.3.1.3. Notarized Contract of Employment or Service
Contract Agreement
1.2.3.1.4. Job Description
1.2.3.1.5. Training Certificate on Laboratory Management
and Transfusion Medicine

For Non hospital-based Blood Station/ Blood Collection Unit

1.2.4.1. Physician with formal training in basic blood banking
provided by the DOH recognized training provider.
1.2.4.1.1. PRC Board Certificate
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
STANDARDS AND REQUIREMENT (BS) Unit Blood Bank Bank with (BC)
Q S (BCUL) Collection (HBB) | Additional
Unit Function
(BS/BCU) (HBB++)

1.2.4.1.2. Resume

1.2.4.1.3. Notarized Contract of Employment or Service
Contract Agreement

1.2.4.1.4. Job Description

1.2.4.1.5. Training Certificate on Laboratory Management
and Transfusion Medicine

For Blood Center, Hospital Blood Bank and Hospital Blood
Bank with Additional Functions
1.2.5.1 Certified in Clinical Pathology by Philippine Board of
Pathology of the PSP, and with experience in a blood
service facility
1.2.5.1.1. Specialty Board Certificate
1.2.5.1.2. Resume
1.2.5.1.3. Notarized Contract of Employment
1.2.5.1.4. Job Description

1.3. MANAGEMENT OF HUMAN RESOURCES

The Blood Service Facility appoints and allocates
personnel who are suitably qualified, skilled and/ or
trained to assume the responsibilities, authority,
accountability, and functions of the position.

1.3.1. There shall be an adequate number of qualified
medical technologists proportional to the
workload as determined by the head of the Blood
Service Facility.

1.3.1.1  Adequate number of personnel. As workload
increases, the number of personnel increases.

(refer to Annex A)

1.3.2 There shall be a policy and procedure for hiring,
orientation and promotion for all levels of personnel.
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STANDARDS AND REQUIREMENTS

Blood
Station
(BS)

Blood
Collection
Unit
(BCU)

Blood
Station /
Blood
Collection
Unit
(BS/BCU)

Hospital
Blood
Bank
(HBB)

Hospital
Blood
Bank with
Additional
Function
(HBB++)

Blood
Center
(BC)

Remarks

1.3.2.1  Policy and procedure for hiring, orientation and

promotion of personnel at all levels.

1.3.2.2 Records of hiring, orientation and promotion of
personnel.
1.3.3 Duties and responsibilities shall be clearly spelled
out.
1.3.3.1 Documented duties and responsibilities of all
Blood Service Facility personnel.

1.3.4 There shall be a program on staff development and
training.

1.3.4.1 Program for staff development and training
1.3.4.2 Certificates or Records of Training

1.3.5 There shall be a policy and procedure for
discipline, suspension, demotion and termination of
personnel at all levels.
1.3.5.1 Policy and procedure on discipline, suspension,

demotion and termination of personnel at all

levels

1.3.5.2 Records of discipline, suspension, demotion

and termination of personnel

1.3.6 The Blood Service Facility shall designate and train

one (1) Registered Medical Technologist as a Quality
Assurance Officer. Such training shall be recognized
by the DOH.

1.3.6.1 Designation of a Quality Assurance Officer
1.3.6.2 Certificate of Training as Quality Assurance
Officer
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
Q (BCU) Collection (HBB) Additional
Unit Function
(BS/BCU) (HBB++)

1.3.7. The Blood Service Facility shall designate one (1)
qualified and trained full-time Donor Recruitment
Officer (DRO). Such training shall be recognized by
the DOH and shall include training on pre- and post-
donation counseling. As the workload increases, the
number of DROs increases. See Annex A

1.3.7.1 Designation as Donor Recruitment Officer
1.3.7.2 Certificate of training as Donor Recruitment Officer

DRO from Philippine Blood Coordinating Council
(PBCC) or Philippine Red Cross (PRC)

1.3.8 There shall be a structured organizational chart

1.3.8.1 An Organizational chart* indicating the names with
pictures and designation, reflecting lines of
authority, accountability and, communication, inter-
relationship, hierarchy of functions and flow of
referrals

1.3.9 Each Staff member shall read and sign his Duties and
responsibilities

1.3.9.1 Duties and responsibilities of each Staff member
signed by Staff member.

1.4. PHYSICAL FACILITIES/ Work Environment
Services are provided in an environment that promotes
safety, has adequate space, meets the needs of clients,
service providers and other stakeholders, and
conforms to the current Manual of Standards issued by
the DOH.

1.4.1 The Blood Service Facility has adequate space for the
conduct of its activities.
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
STANDARDS AND REQUIREMENTS (BS) Unit Blood Bank Bank with (BC)
S Q (BCU) Collection (HBB) Additional
Unit Function
{(BS/BCU) (HBB++)

1.4.1.1 Ocular inspection demonstrates adequate space for
the equipment, furniture, storage of glassware,
reagents and supplies and the activities of the
Blood Service Facility staff

1.4.1.2 Work area accessible to Blood Service Facility
personnel only

Areas for Blood Station — Designated area in the Clinical
Laboratory
o Storage blood bank refrigerator
e Blood typing and Cross matching
¢ Releasing of blood products

Areas for BCU and BS/BCU

Reception / waiting area — 1.0 m2 /person
Donor Counseling —5.02 m?

Physical Exam area for donor — 5.02 m2
Donor extraction —6 m? per bed or couch
Provision of sink for hand washing

Area for Refrigerator and supplies (at least 1.2 m2 per
storage unit)

Preparation Area — 5.02 m?

Releasing of blood products
Administrative Office

Area for Hospital Blood Bank — Area of at least 19 m?

e Areas for blood bank refrigerator, plasma freezer,
platelet agitator, and supplies (at least 1.2 m2 per
storage unit)

Blood typing and Cross matching Work Counter
Releasing of blood products

NOTE: Location of HBB must be adjacent or easily accessible to
the main clinical laboratory.
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
TANDARDS AND REQUIREMENTS (BS) Unit Blood Bank Bank with (BC)
S Q (BCU) Collection (HBB) Additional
Unit Function
(BS/BCU) (HBB++)

Areas for Hospital Blood Bank with Additional Function

**Reception / waiting area — 1.0 m?2 /person

Donor Counseling — 5.02 m?

Physical Exam area for donor —5.02 m?

Donor extraction —6 m?2 per bed or couch

Provision of sink for hand washing

**Blood screening for TTls — 10 m?

Blood typing and Cross matching Work Counter

Processing of blood into blood components 4.65 m?2 per

equipment

Storage facility — 4.65 m? per storage unit

¢ Releasing of blood products
Administrative Office

[

**Reception/Waiting area for HBB++ can be located outside or
can be a common area for clinical laboratory.

***May be carried out within the clinical laboratory if the HBB++
is adjacent to the main clinical laboratory.

Areas for Blood Center

Reception / waiting area — 1.0 m2 /person
Donor Counseling — 5.02 m?

Physical Exam area for donor — 5.02 m2
Donor extraction —6 m2per bed or couch
Blood screening for TTls — 10 m?
Processing of blood into blood components — 4.65 m?
per equipment

Storage facility — 4.65 m? per storage unit
Releasing of blood products
Administrative Office

1.4.2 The Blood Service Facility shall be adequately
ventilated, well-lighted, clean, safe and functional
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
STANDARDS AND REQUIREMENT (BS) Unit Blood Bank Bank with (BC)
Qu S (BCU) Collection (HBB) Additional
Unit Function
(BS/BCU) (HBB++)

based on the services it provides.

1.4.2.1 Ocular inspection demonstrates good ventilation,
lighting, cleanliness with no risk of physical and
chemical hazards.

1.4.3 There shall be a program of proper maintenance and
monitoring of physical plant and facilities.

1.4.3.1 Program for the proper maintenance and
monitoring of physical plant and facilities

1.4.3.2 Records of the proper maintenance and monitoring
of physical plant and facilities

1.4.4 There shall be a policy and procedure on laboratory
biosafety and biosecurity and for the proper disposal
of waste and hazardous/ infectious substances that
shall conform to the standards set by the DOH.

1.4.4.1 Policy and procedure on laboratory biosafety and
biosecurity and for the proper disposal of waste
and hazardous/ infectious substances.

1.4.4.2 Records on laboratory biosafety and biosecurity and
for the proper disposal of waste and hazardous/

infectious substances.

1.5. EQUIPMENT

All equipment and instruments necessary for the safe and
effective provision of services are available and are
properly maintained.

1.5.1 There is an adequate number of functional equipment
to provide the procedures the Blood Service Facility is
authorized for.
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
STANDARDS AND REQUIREMENTS (BS) Unit Blood Bank Bank with (BC)
Q (BCL) Collection (HBB) | Additional
Unit Function
(BS/BCU) (HBB++)

1.5.1.1 Equipment listed in Standards available in the Blood
Station

1.5.1.2 Records of monitoring of temperature of Refrigerator
and other cold storage equipment, if any.

1.5.1.3 Personal protective equipment available.

15.2 There is a program for calibration, preventive

maintenance and repair for the equipment.

1.56.2.1 Program and schedule of calibration, preventive
maintenance and repair of equipment

1.56.2.2 Records of calibration, preventive maintenance

and repair of equipment.

1.5.3 There shall be a contingency plan in case of
equipment breakdown, especially of Blood Service
Facility cold storage equipment.
1.5.3.1 Contingency plan in case of equipment breakdown

1.5.3.2 Record of actions taken in case of equipment
breakdown

1.6. REAGENTS AND SUPPLIES

All reagents and glassware to be used by the Blood Service
Facility shall be based on the minimum requirement for
sensitivity and specificity of testing reagents as well as the
testing procedures as recommended by the technical
committee of the NVBSP.

1.6.1 There is an adequate supply of properly stored and
inventoried reagents and supplies.
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
STANDARDS AND REQUIREMENTS (BS) Unit Blood Bank Bank with (BC)
Q (BCU) Collection (HBB) Additional
Unit Function
{BS/BCU) (HBB++)

1.6.1.1 Records of inventory, usage/ consumption and
disposal of reagents/ supplies.

1.6.1.2 Materials Safety Data Sheet (MSDS) for all
reagents/supplies accessible when needed

1.6.2 There are adequate storage facilities such as
refrigerators for perishable reagents and supplies.

1.6.2.1 Refrigerator for storage of perishable reagents and
supplies

16.22 Records of monitoring of temperature of

refrigerator

1.6.3 There is appropriate storage areal/system for
flammable, combustible and hazardous chemicals/

reagents.

Appropriate storage area for flammable,
combustible, and hazardous chemicals/reagents.
1.6.3.2 Appropriate system of storage for flammable,
combustible, and hazardous chemicals/ reagents
following safety (MSDS) requirements.

1.6.3.1

1.7. REPORTING AND RECORDS MANAGEMENT

There shall be a system of reporting and recording of stored
and issued blood and blood products.

1.7.1 There shall be a policy and procedure for reporting of
stored and issued blood and blood products.

1.7.1.1 Policy and procedure for reporting of stored and
issued blood and blood products.
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
(BS) Unit Blood Bank Bank with (BC)
STANDARDS AND REQUIREMENTS (BCU) Collection (HBB) Additional
Unit Function
(BS/BCU) (HBB++)

1.7.1.2 Monthly and annual reports on of stored and issued
blood and blood products.

1.7.2 There shall be a Policy and procedure for retention of
records which shall follow standards promulgated by
the DOH and/or competent professional organizations.
1.7.2.1 Policy and procedure for retention of records.
1.7.2.2 File of retained records.

1.7.2.3 Inventory of disposed records

1.7.3 There shall be a designated area for storage of
records.

1.7.3.1 Storage area adequate for records generated

For Blood Center and Blood Bank with Additional Functions

There shall be system of recording and reporting of resuits of |
immunohematology examinations and testing for infectious |

diseases and collection, storage and issuance of blood and
blood products.

1.7.4 There shall be a policy and procedure for recording and
reporting of vresuits of immunohematology
examinations and testing for infectious diseases.

1.7.4.1 Policy and procedure for recording and reporting of :

results of immunohematology examinations and
testing for infectious diseases.

1.7.42 Records of results of
examinations and testing for infectious diseases.

immunohematology §
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
ST IREME (BS) Unit Blood Bank Bank with (BC)
ANDARDS AND REQU NTS (BCU) Collection (HBB) | Additional
Unit Function
{(BS/BCU) (HBB++)

1.7.4.3 Monthly and annual reports of immunohematology [
examinations and tests for infectious diseases.

1.7.5 There shall be a policy and procedure for the recording
and reporting of collection, storage, issued, and shared
blood and blood products from voluntary donors. '

1.7.5.1 Policy and procedure for the recording and reporting
of collection, storage, issued, and shared blood and
blood products.

1.7.5.2 Records of collection, storage, issued, and shared
blood and blood products.

1.7.5.3 Monthly and annual reports of collection, storage,
issued, and shared blood and blood products.

1.7.6 There shall be a policy and procedure to ensure blood
safety by screening and testing for the five (5) TTis
namely: HIV 1/2, HBsAg, HCV, Malaria, Syphilis and
other TTls mandated for screening by the Technical
Committee of the NCBS.

1.7.6.1 Policy and procedure for testing for the five (5) TTls,
i.e, HIV 1/2, HBsAg, HCV, Malaria and Syphilis

1.7.6.2 Records of results of Testing for the five (5) TTls

1.7.6.3 Monthly and Annual Reports of no. of units of
Negative and Reactive Blood.

1.7.6.4 Quarantine records for blood products that are
reactive to any markers of TTI

1.7.7 There shall be a policy and procedure for confirmation
of blood/ blood products initially reactive to any of the
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
TANDARDS AND REQUIREME (BS) Unit Blood Bank Bank with (BC)
S Q NTS (BCU) Collection (HBB) | Additional
Unit Function
(BS/BCU) (HBB++)
5 TTI markers namely: HIV1/2, HBsAg, HCV, Malaria,
and Syphilis.
1.7.7.1 Policy and procedures for the referral to RITM TTI-
NRL for confirmation of blood/ blood products
initially reactive to any of the 5 TTI markers
1.7.7.2 Records of referral for confirmation of blood/ blood
products initially reactive to any of the 5 TTI |
markers.
1.7.7.3 Records of receipt of results of confirmation testing
of blood/ blood products initially reactive to any of
the 5 TTI markers referred.
1.7.7.4 Monthly and Annual Reports of results of
confirmation testing of blood/ blood products initially
reactive to any of the 5 TTI markers referred.
1.7.8 There shall be a policy and procedure for the storage
and distribution of whole blood/ components.
1.7.8.1 Policy and procedure for the storage and
distribution of whole blood/components.
1.7.8.2 Records of storage and distribution of whole blood/
components.
1.7.8.3 Monthly and annual reports of no. of units of whole
blood/components stored and distributed.
1.7.9 There shall be a policy and procedure for the
management of inventory of blood products.
1.7.9.1 Policy and procedure for the management of
inventory of blood products
DOH-BSF-LTO_ATO-AT
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Blood Blood Blood Hospital | Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
(BS) Unit Blood Bank Bank with (BC)
STANDARDS AND REQUIREMENTS (BCU) | Collection | (HBB) | Additional
Unit Function
(BS/BCU) (HBB++)

1.7.9.2 Logbooks/ records of management of inventory of
blood products.

FOR BLOOD STATION AND HOSPITAL BLOOD BANK

There shall be system of recording and reporting of results of
immunohematology examinations and collection, storage
and issuance of blood and blood products.

1.7.10 There shall be a policy and procedure for recording
and reporting of results of immunohematology
examinations.

1.7.10.1 Policy and procedure for recording and reporting of
results of immunohematology examinations.
1.7.10.2 Records of results of
examinations.

immunohematology

1.7.10.3 Monthly and annual reports of immunohematology
examinations.

1.7.11 There shall be a policy and procedure for the storage
and distribution of whole blood/ PRBC.

NOTE: For HBB, whole blood, PRBC, and other blood
components.

1.7.11.1 Policy and procedure for the storage and
distribution of whole blood/PRBC.

1.7.11.2 Records of storage and distribution of whole blood/
PRBC.

1.7.11.3 Monthly and annual reports of no. of units of whole
blood/PRBC stored and distributed.
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Blood Blood Blood Hospital Hospital Blood Remarks
Station | Collection Station / Blood Blood Center
STANDARDS AND REQUIREMENTS (BS) Unit Blood Bank Bank with (BC)
u (BCU) Collection (HBB) | Additional
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1.8 QUALITY ASSURANCE PROGRAM

The Blood Center shall put into practice a Quality Assurance
Program.

1.8.1 There shall be policies and procedures on Quality
Assurance Program and Continuous Quality
Improvement.

1.8.1.1. Policy and Procedure on Quality Assurance
Program including Internal Quality Control

1.8.1.2 Records of Internal Quality Control and Quality
Control of reagents

1.8.1.3 Policy and Procedure for Internal Quality Audit
1.8.1.4 Records of Internal Quality Audit.

1.8.1.5 Analysis of results of Internal Quality Audit and
recommendations to improve the services.

1.8.1.6 Quality Improvement Studies for improvement of
delivery of services.

1.8.2 The Blood Service Facility shall participate in an
External Quality Assessment Program (EQAP)
administered by the designated National Reference
Laboratories (NRL) or other External Quality
Assessment Program approved by the DOH.
1.8.2.1 Policy and Procedures in the participation in

NEQAS administered by the designated NRLs.

1.8.2.2 Certificate of participation of the Blood Center in the
NEQAS administered by the designated NRLs.
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