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ADMINISTRATIVE ORDER
No. 2607 - 0014

SUBJECT: Guidelines on the Issuance of Certificate of Product Registration for
Equipment or Devices Used for Treating Sharps, Pathological and
Infectious Waste.

L RATIONALE / BACKGROUND

The safety of the public against the adverse health and environmental effects of
the improper treatment and disposal of health care waste in the Philippines has always
been a concern of the society. In order to address this issue, the Department of Health
included the regulation of such in Chapter XVIII “Refuse Disposal” of Code of
Sanitation of the Philippines (P.D. 856) in April 1998.

In line with 7.10.1 of section 7 of the implementing rules and regulations of
Chapter XVIII, “Other types of or methods of solid waste processing and disposal such
as incineration technology, microwave technology, autoclave technology and others
shall be subject to compliance with pertinent laws and the rules, regulations and
standards set by appropriate government agencies”.

Pursuant to Joint Department of Environment and Natural Resources —
Department of Health (DENR-DOH) Administrative Order No. 02 series of 2005 dated
August 24, 2005 entitled “Policies and Guidelines on effective and proper handling,
collection, transport, treatment, storage, and disposal of health care wastes” Section V,
item b.7, the Department of Health (DOH) shall require all health care waste treatment,
storage, disposal (TSD) facility operators and health care waste generators with on—site
waste treatment facilities to use DOH registered equipment or devices used for the
treatment of health care wastes.



II.

I11.

IV.

The Bureau of Health Devices and Technology (BHDT) of the DOH is hereby
mandated to implement these guidelines for the issuance of Certificate of Product
Registration for equipment and devices used to treat sharps, pathological and infectious
waste in accordance with the existing rules and regulations of laws relevant to the
management of sharps, pathological and infectious waste.

SCOPE

These guidelines shall apply to all manufacturers, importers, distributors and
users of equipment and devices for treating sharps, pathological and infectious waste in
the Philippines.

OBJECTIVE

This Administrative Order is developed to establish a guideline with respect to
the registration, monitoring and evaluation of devices and equipment used in the
treatment of sharps, pathological and infectious wastes with DOH-BHDT to ensure
safety and efficiency of said equipment/devices.

DEFINITION OF TERMS
For purposes of this order, the terms below are defined as follows:

1. APPLICANT - shall refer to health care waste TSD facility operator, waste
generator with TSD facility, local or foreign individual/establishment that seeks
to include its equipment or devices used in treating health care wastes in the
BHDT list of registered devices;

2. AUTOCLAVE - shall refer to the treatment process using steam sterilization to
render waste harmless;

3. BHDT - shall refer to the Bureau of Health Devices and Technology of the
Department of Health;

4. CERTIFICATE OF PRODUCT REGISTRATION (CPR) -~ shall refer to a
certification issued by the Secretary of Health through his duly authorized
representative, the Director of BHDT, attesting to the safety and efficacy of the
equipment/device;

5. CHD - shall refer to the Center for Health Development of the Department of
Health.

6. CHD CERTIFICATION - shali refer to the certification issued by the CHD
regional office attesting the validity of the CPR issued by the BHDT upon
request of the client.
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CHEMICAL DISINFECTION - shall refer to the treatment process where
chemicals like aldehydes, chlorine compounds, phenolic compounds, etc. are
added to waste in order to kill or inactivate pathogens present in health care
waste;

DOH - shall refer to the Department of Health;

DEVICE - shall refer to a piece of equipment including its accessories and
appurtenances, used in the treatment of health care wastes;

DISTRIBUTOR - shall refer to a person or establishment to where a device is
delivered or sold for the purpose of seclling to waste treater, TSD facility
operators and health care waste generators;

HEALTH CARE WASTE GENERATORS - shall refer to health care
facilities, institutions, business establishments and other similar health care

services with activities or work processes that generate health care waste (Please
sec Annex A);

HRDRD - shall refer to the Health Related Device Regulation Division of the
Bureau of Health Devices and Technology (BHDT) of the Department of Health;

HYDROCLAVE - shall refer to a treatment process similar to the autoclave
where steam, heat and pressure are used;

IMPORTER - shall refer to any person or establishment that receives devices
used in the treatment of health care wastes from a foreign manufacturer for the
purpose of offering them for sale and/or distribution in the Philippines;

INFECTIOUS WASTE - shall refer to type of waste suspected to contain
pathogens (bacteria, viruses, parasites or fungi) in sufficient concentration or
quantity to cause disease in susceptible hosts;

ITDI-DOST - shall refer to the Industrial Technology Development Institute of
the Department of Science and Technology;

MANUFACTURER - shall refer to any maker or assembler of equipment or
devices used in treating health care wastes provided that if such a device is
manufactured or assembled for another person/establishment who/which attaches
his/its own brand name to the product, such shall be deemed the manufacturer;

MATERIAL SAFETY DATA SHEET (MSDS) - shall refer to a form
containing general information on the properties, safety and potential hazards of
a particular chemical;
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MICROWAVE - shall refer to a technology that typically incorporates some
type of size reduction device. Shredding of wastes is being done before
disinfection or after disinfection. In this process, waste is exposed to microwaves
that raise the temperature to 100°C (237.6°F) for at least 30 minutes.
Microorganisms are destroyed by moist heat that irreversibly coagulates and
denatures enzymes and structural proteins;

NRL-EAMC - shall refer to the National Reference Laboratory for
Environmental and Occupational Health, Toxicology and Micronutrient Assay -
East Avenue Medical Center in East Avenue, Quezon City;

PATHOLOGICAL WASTE - consists of tissues, organs, body parts, human
fetus and animal carcasses, blood and body fluids. This category should be
considered as a subcategory of infectious waste, even though it may also include
healthy parts;

PYROLYSIS — shall refer to the thermal decomposition of substance and
materials in the absence of supplied molecular oxygen in the destruction chamber
in which the said material is converted into gaseous, liquid or solid form;

SHARPS - shall include needles, syringes, scalpels, saws, blades, broken glass,
infusion sets, knives, nails and any other items that can cause a cut or puncture
wounds;

TREATMENT, STORAGE AND DISPOSAL (TSD) FACILITIES - shall
refer to facilities where hazardous wastes are stored, treated, recycled,
reprocessed and/or disposed of, as prescribed under DENR AO No. 2004-36,
Chapter 6-2 (Categories of TSD Facilities) (as defined in section IV “Definition
of Terms” in the Joint DENR-DOH Administrative Order No. 02 Series of 2005);

HEALTHCARE WASTES - shall include all wastes generated as a result of
the following:

Diagnosis, treatment, management and immunization of humans or animals;
Research pertaining to the above activities;

Producing or testing of biological products; and

Waste originating from minor or scattered sources (i.e. dental clinics, alternative
medicine clinics, etc.).

V. POLICIES AND GUIDELINES

A. General Guidelines

1.

All local manufacturers, importers and distributors, including generators of
healthcare wastes that sell and/or use equipment and devices in treating sharps,
pathological and infectious wastes shall apply for a Certificate of Product
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Registration to the Department of Health through the Bureau of Health Devices
and Technology if their product falls under any of the following conditions:

a. Equipment and devices that are already installed and in operation prior to the
publication of this guideline;

b. New devices and/or equipment (refer to Article X: Transitory Provisions) that
shall be used to treat sharps, pathological and infectious waste either for
commercial or exclusive use by an institution and/or business entity in the
Philippines;

c. Devices or equipment using new technology to treat sharps, pathological and
infectious wastes into commercial distribution for the first time in the
Philippines;

d. Equipment / device that has undergone significant change in design that could
affect safety and efficiency.

The registration shall be applied on a per device per model basis.
The following shall be exempted from registration requirements:

a. Manufacturers / distributors and suppliers of equipment and devices used to
treat sharps, pathological and infectious waste that are not being marketed or
commercially distributed and being used in the Philippines.

b. Autoclaves and sterilizers in hospital laboratories, dermatology and dental

clinics that are used only to sterilize surgical instruments, needles, hand pieces
and the like.

The National Reference Laboratory-East Avenue Medical Center (NRL-EAMC)
and the designated laboratories of the DOH shall conduct the performance
evaluation tests for wastes samples collected after the treatments that used
equipment or devices with reference to regulated reduction levels for different

technologies. For the guideline limits for microbiological testing, please sce
Annex B (NRL-EAMC Guidelines on Microbiological Efficacy Testing).

The results of the performance evaluation shall be valid for three (3) years
subject to monitoring by the BHDT. Tests other than microbiological test may be
required subject to compliance with the applicable standards such as but not
limited to air quality sampling, leachate toxicity characteristics test.

The following are the approved technologies or processes that maybe used in the
treatment of sharps, pathological and infectious wastes:

a. Autoclave

b. Hydroclave

c. Pyrolysis

d. Microwave

e. Chemical disinfections



Technologies or processes not listed above that have been given a technology
approval by the DOST-ITDI are likewise required to secure a Certificate of
Product Registration upon review by the BHDT.

The Certificate of Product Registration (CPR) to be issued by the BHDT Director
shall be valid for one (1) year from the date of issuance and subject to annual
renewal unless sooner suspended or revoked in accordance with the rules of the
Department of Health.

. The following shall be grounds for disapproval or revocation of CPR:

a. Material misrepresentation or concealment of significant data or information
about the product sought for certification;

Submission of falsified documents by the applicant;

Failure of device;

Failure to meet the required standards; and

Non-reporting of the failure of the device during operation.
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B. Specific Guidelines

1.

All fees are payable to the Bureau of Health Devices and Technology (BHDT) in

accordance with the following schedule. Fees for initial applications shall be

based on the total cost of the equipment.

a. The registration fee for initial applications of TSD Facilities, manufacturers /
distributors of equipment / device used for the treatment of sharps, infectious
and pathological wastes are the following:

Registration Fee Capitalization (Total Cost of Equipment)
PhP 5,000.00 Below PhP 1,000,000

PhP §,000.00 PhP1,000,000 - PhP5,000,000

PhP 10,000.00 Above PhP 5,000,000

b. The registration fee for the renewal of the CPR for manufacturers, distributors
and TSD facility operators shall be Php 3,000.00 per equipment per device.

c. The registration fee for initial and renewal applications of healthcare waste
generators shall be PhP 3,000.00 and PhP 2,000.00 per equipment/device
respectively.

The registration fee is exclusive of the performance evaluation fee.

Fees and charges are subject to change, as maybe deemed necessary.



4. Filing of renewal for CPR shall be made within two months before the expiration
date. A penalty of fifty (50%) percent of the registration fee shall be paid by the
applicant for late filing of CPR renewal.

VI. PROCEDURAL GUIDELINES
A. Documentary Requirements
1. Initial CPR Applications of Manufacturers and Distributors

a. Properly filled up application form;

b. Copy of SEC Articles of Incorporation or DTI Certificate of Business
Registration (original copy should be presented for verification);

¢. Technology Approval from DOST-ITDI for new technologies (original copy
should be presented for verification);

d. Certificate of Technical Evaluation from NRL-EAMC or any designated
laboratory;

e. Technical Report that includes the following data:

i. Company Profile including the office address and manufacturing plant;

ii. Characteristics and Sources of generated waste;

iii. Detailed description of treatment equipment to be tested including
manufacturer’s instructions and technical specifications;

iv. Operating procedures and conditions including as applicable treatment
time, pressure, temperature, chemical concentration, doses, feed rates
and waste load composition;

v. Storage, handling and volume capacity;

vi. Applicable emission controls for suspected emissions;

vii. Potential hazards/toxicities of waste residues;

viil. Energy efficiency;
ix. Occupational safety and health assurance.
f. Copy of Operation Manual of the device / equipment including the Pollution
Control Installations, and additional components;
g. Layout/ Plans;
1. Location of installation;
ii. Design / Drawing or picture of the device / equipment applied for;
h. Supplementary requirements for equipment / devices used for:
i. Thermal Process (Pyrolysis, Plasma Pyrolysis etc.) =
a) Results of Leachate Toxicity Characteristics Tests.
b) Operation / Maintenance Logbook (for healthcare waste
generators and TSD Facility only)

ii. Chemical Disinfections

a) Material Safety Data Sheet (MSDS) of the chemicals to be used
for disinfections
b) Results of Microbiological Tests.



¢) The chemical to be used should be registered with the DENR-

- EMB or must be compliant with the WHO guidelines for
hazardous wastes.

d) Operations Logbook

iii. Wet and Dry Thermal Treatment (Autoclave, Microwave, Hydroclave)
a) Results of Microbiological Tests.
b) Operations / Maintenance Logbook

For healthcare waste generators (e.g. hospitals, clinics) and TSD Facilities, the

Environmental Compliance Certificate (ECC) issued by the Environmental
Management Bureau-Department of Environment and Natural Resources (EMB-
DENR) and the License to Operate issued by the Department of Health shall be
submitted together with the above documentary requirements.

2. Renewal applications for CPR of Manufacturers, Distributors, TSD Facility

Operators and Healthcare waste generators.

a. Properly filled up application form.

b. Photocopy of issued CPR

c. Results of valid Microbiological Tests/Leachate Characteristic Toxicity
Tests

d. Location of Installation.

B. Specific Procedures

1.

The applicant shall submit all the documentary requirements to the Health
Related Device Regulation Division (HRDRD) Secretariat. All information
must be submitted in English. When the material is not originally in English, an
authenticated translation shall be submitted. BHDT may request the original
material at any time.

The Secretariat shall receive the documents submitted by the applicant and
indicate the time and date the documentary requirements were received and
1ssue the Order of Payment for the application.

The applicant pays the required fees at the Cashier Section of the DOH, and then
submits a photocopy of the receipts upon presentation of the original copy to the
Secretariat for further processing of the application. The Secretariat forwards the
application to the HRDRD Chief who then assigns an HRDRD technical staff to
evaluate the documents

The BHDT-HRDRD technical staff shall evaluate the documents forwarded by
the Chief for review of all the requirements. If all the requirements are complete,
an ocular inspection shall be undertaken and a report submitted to the HRDRD
Chief.

The HRDRD Chief shall recommend approval / disapproval of the application
based on the following;:
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VIII.

a. Completeness of the documents and results of Microbiological Tests
of the equipment and/or device
b. Compliance of the devices / equipment used in health care waste
treatment with the provisions of the Philippine Clean Air Act (RA
8749), Toxic and Hazardous Waste Act (RA 6969), Ecological Solid
Waste Management Act (RA 9003), The Clean Water Act of 2004
(RA 9275), Sanitation Code of the Philippines (P.D. 856) and other
applicable laws. '
6. Applicants whose documents have deficiencies shall be notified and be given
(30) thirty calendar days abeyance period to correct the deficiencies otherwise
the application shall be discarded.

ROLES AND FUNCTIONS OF THE CENTERS FOR HEALTH
DEVELOPMENT

A. The Centers for Health Development nationwide shall assist the BHDT in the
implementation of this Administrative Order in the following:

1. Disseminate information to the stakeholders regarding the implementation of
this Administrative Order (A.O.);

2. Distribute application forms and set of requirements to the clients in remote
areas applying for a CPR with the BHDT;

3. Issue the CHD Certification indicating the validity of the issued CPR by BHDT
to the clients in remote areas upon request;

4. Coordinate with the BHDT and the local government units in their area of
jurisdiction on the implementation of the A. O;

B. The CHD may receive applications for CPR in remote areas provided that such shall
be forwarded to the BHDT office in Manila for evaluation and issuance of CPR.

Clients with valid CPR may opt to get a Certified True Copy (CTC) of the
document from the BHDT record’s office in lieu of the CHD Certification.

TRANSITORY PROVISIONS

Upon effectivity of this Order, healthcare waste generators / TSD facility with
equipment / devices that are already installed and in operation shall be given six (6)
months from the date of publication of this Order in leading newspaper to comply with
the provisions of this guideline. A certificate of pending application shall be given
upon request of the company.

Likewise, manufacturers and distributors of new equipment or devices used in
the treatment of sharps, pathogenic and infectious wastes that have been marketed or
commercially distributed in the Philippines prior to the publication of this guideline
shall be given a grace period of six (6) months upon publication of this guideline to
comply with the above requirements.



IX.

XI.

SEPARABILITY CLAUSE

In the event that any rule, section, paragraph, sentence, clause or words of these
rules and regulations is declared invalid for any reason, the other provisions thereof
shall not be affected thereby.
REPEALING CLAUSE

All administrative orders, rules and regulations and administrative issuances or

parts thereof inconsistent with the provisions of this guideline are hereby repealed or
amended accordingly.

EFFECTIVITY

This order shall take effect fifteen (15) days after its publication in an official
gazette or in a newspaper of general circulation.

SCO T. BUQUE 111, M.D. M.Sc.
Secretary of Health
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ANNEX A
Healthcare Waste Generators
1. Birthing Homes

2. Clinics

Alternative medicine

Ambulatory

Dental

Dialysis

Health care centers and dispensers
Medical

Surgical

Tattooing and piercing establishments
1. Veterinary

Drug Manufacturers

Hospitals (Primary Care, Secondary Care and Tertiary Care)
Infirmaries

Institutions

Dental Schools

Drug rehabilitation center

Medical Schools

Med-tech intern training centers
Nursing Homes

Schools of Radiologic Technology
Training centers for embalmers
aboratories and Research Centers

Animal research and testing
Biotechnology laboratories

Blood banks and blood collection services
Dental prosthetic laboratories

Drug testing laboratories

HIV testing laboratories

Medical and biomedical laboratories
Medical research centers

Nuclear medicine laboratories

. Water testing laboratories

8. Mortuary and Autopsy Centers
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Annex B

Republic of the Philippines
Department of Health
East Avenue Medical Center
NATIONAL REFERENCE LABORATORY
East Avenue, Diliman, Quezon City .
Tel. No./Fax No..: 435-71-36; E-mail: NRL or 1ts designated
laboratoneseamcdoh@vahoo com

January 23, 2007

PROCEDURAL GUIDELINES RELATED TO PERFORMANCE
EVALUATION OF EQUIPMENT/DEVICES USED IN TREATMENT OF
HEALTH CARE WASTES AND MONITORING OF MICROBIAL TEST

OF TREATED WASTES

I. RATIONALE

The purpose of treating heath care waste is to change its biological and
chemical character, in order to reduce its potential to ¢ause harm to the health
workers, the public and the community. There are a number of ways in treating
health care waste in order to render them harmless, some of which necessitates the
use of treatment devices/ equipment. As such, it is critical that criteria be established
to determine the efficiency of microbial destruction thru the use of this medical
equipment /device and that guidelines for the performance evaluation be formulated
to quantitatively define the level of microbial destruction. The safety, efficiency and
quality of these equipment/devices are major public health concerns.

To guarantee the quality of.the treatment of health care wastes , there is a
need for strict regulation in compliance with the standards set by the Department of
Health and Department of Environment and Natural Resources

The Bureau of Health Devices and Technalogy ( BHDT) has been designated
to be the agency within DOH to issue Certificate of Product Registration for
equipment/devices used in technology treatment of health care waste.

The National Reference Laboratory for Environmental and Occupational
Health Toxicology and Micronutrient Assay-East Avenue Medical Center, being the
reference and referral laboratory for Environmental Health as well as its designated
laboratories shall assist BHDT as its technical arm to issue Certificate of Technical
Evaluation . As part of its mandate, the NRL -EAMC and its deSignated laboratories
are tasked to evaluate performance of products relative to environmental health for -
registration purposes to ensure that all products manufactured, sold and used m the
Philippines are safe, of consistent quality and effective.

'HRDRD:BHDT
~ECEIVED
By: G ere—

Due: TI 0L
“Waann




Il. PURPOSE

These guidelines ‘are promulgated to protect the health of the people by
ensuring that all health care waste treatment equipment/device shall be validated
through performance evaluation prior to commercial marketing.

lil. LEGAL MANDATE

Pursuant to Joint DENR-DOH Administrative Order No. 02, s 2005; on subject
regarding “ Policies and Guideline on effective and proper handling , collection ,
transport , treatment , storage and disposal of health care waste “ , all Treatment ,
Storage and Disposal ( TSD ) facility operators and health care waste generators
shall with on-site-waste treatment facilities, shall use DOH-BHDT reglstered
equipment or devices in the treatment of health care waste .

Department Order No. 393-E s. 2000, created the National Reference
Laboratory at East Avenue Medical Center and designated it to be the reference
laboratory for Environmental and Occupational Health, Toxicology and Micronutrient
Assay. One of its mandates is to conduct technical validation and performance
evaluation of reagents, medical equipment and devices. The joint DENR-DOH
Administrative Order No 02, s 2005 also designated NRL -EAMC as the ayency
within DOH to issue Certificate of Technical Evaluation .

A

IV. SCOPE

The guidelines shall cover all equipment and devices used in treatment of
health care waste for commercial marketing.

)

V. DEFINITION OF TERMS

The following are the operatronal definition of terms used partrcularly for this
guideline. : ‘

1. Applicant — refers to an establishment or a natural or juridical person that
seeks to evaluate the equipment or device used in treatment of health care
waste.

2. Device - for the purpose of this guideline, this shall refer to any of the
health care waste treatment equrpment/devrce/system such as steam
disinfector, autoclave or microwave g

3. Health care waste sample — refers to untreated waste product generated
from health care facilities of infectious nature

4. Level lll inactivation — refers inactivation of vegetatlve bacterra fungr
lipophilic / hydrophilic viruses, parasites and mycobacteria at a 6 log 10
reduction or greater; and inactivation of B.: stearothermophrllus spores and
B. subtilis spores at a 4 Iog 10 reduction or greater
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5. Level IV inactivation — refers to inactivation of vegetative bacteria, fungi ,
lipophilic/hydrophilic viruses , parasites and mycobacteria and B,
stearothermophilus spores at 6 log 10 reduction or greater. ‘

6. Manufacturer's Performance Claim - refers to the technical
specifications and capability of the device as claimed by the manufacturer

7. Performance Evaluation — refers to the process by which the device is
subjected to a series of tests to validate the ability of a device to perform as
intended and in accordance with associated labeling and in conformance
with applicable technical specifications and relevant product standards.

8. Recovery media - refers to culture stock solution contamlng reagents that
ensures optimum growth and revival of organism

9. Sample Device - refers to the device/equipment/water system submitted.

for performance evaluation.

10.Steam autoclave - refers to a system of equnpmentl device that combines
moisture, heat and pressure to inactivate microorganisms.

11.Test organism indicators — refers to microbiologic organism with
properties of resistance to thermal, mechanical and chemical inactivation
and thus can serve as a gauge of effectiveness of waste treatment system

. The recommended test organism indicators are the spores of Bacillus

subtlhs var. niger ( BSN ) and B.stearothermophilus ( BTS)

12.Treated health care waste ~ refers to health care waste collected and -

subjected to waste treatment technology

VI. REQUIREMENTS

A

1. Letter of endorsement from BHDT

2. Manufacturer Data Submission

To support claims with respect to the particular health care treatment |
equipment and devices, the applicant/ manufacturer is required to submit
the following data to NRL or to its designated laboratoriee.

2.1 List of raw materials used as components of the
equipment/device

2.2  Manufacturer's performance clalm

2.3 Test Procedures and Manuals written in English

2.4  Certificate of Analysis/Report of Analysis from the manufacturer*,
to present original copy

2.5 Performance comparison studies of pre-treated to post treatment
of health care waste *, to present original copy

*Maybe performed by a DOH licensed / accredited tertiary clinical
laboratory with capabilities for microbiologic / bacteriologic analysis |
and conducted at least one (1) year from the date of application
3. Submission of Equipment / Device
3.1 The applicant. shall submit the equ1pment/dewce to NRL or its
designated laboratories for performance evaluatlon purposes.



3.2 The applicant shall mstall the dev:ce at NRL or its desngnated

laboratories. ‘

3.3 If device is installed in a particular area and cannot be brought
to NRL-EAMC or its desngnated laboratories, staff shall be
allowed to go to the area where it is installed and shall carry out
the performance evaluation procedure for. health care waste
sample treatment . Treated heath care waste sample shall be
analyzed only at NRL or its designated laboratories.

Vil. REVIEW and PERFORMANCE EVALUATION

1. Data Review

Upon receipt of the data submitted from the manufacturer, NRL or its
designated laboratories shall:

1.1 Review the data submission for completeness and compliance
with the manufacturers specifications.

1.2 The applicant shall be given an opportunity to correct any deficiencies
and shall be allowed to submit the data a second time within two
weeks in case of non compliance with the above requirements.

2. Submission of Sample Device -

Upon submission of sample equment / device the NRL or its designated
laboratories shali:

2.1 Inspect equipment / device submitted

2.2° Observe protocols for handling and operation including specifications
for cycle of time, temperature and pressure achieved by the equipment/
device, size and composition of waste load

. A
3. Performance Evaluation

3.1 The NRL or its designated laboratories shall conduct analysis for
health care waste samples collected after the treatment usmg the-
equipment / device ‘ !

3.2 The NRL or its designated laboratories shall use mlxture of health
care waste samples comprising not less than 50 % of the expected
volume capacity of the equipment/ device. These: health care waste
samples shall be composed of infectious waste made up cultures and
stocks of infectious agents from laboratory work and waste from
infected patients like soiled dressings , linen, gown, etc ‘

3.3 The parameters to be analyzed shall be based on the manufacturer S
claims of sterilization or decontamination . : ‘

3.4 The NRL or its designated laboratories shall conduct orgamsm
recovery tests using appropriate recovery culture media in triplicates..

3.5 Growth of test indicator organisms shall be evaluated thru serial
dilution in appropriate medium and quantitation performed thru
enumeration of colony forming units (CFU ) /ml.



3.6 Three triplicate analysis cycle using double test indicator organism
shall be performed .

4. Supplies/Equipment

4.1

Untreated health care waste sample (raw waste )

4.2 Testindicator organism for level IV and level lil inactivation :

421  Bacillus stearothermophilus ATCC 12980 -.10 s
422 Bacillus subtilis var. niger ATCC 9372- 10 4 '

4.3 Recovery, differential media , lnoculatmg media and reagents :

4.3.1 Trypticase soy agar

4.3.2 Nutrient agar : ‘
4.3.3 FDA Bacteriostasis Agar ( FDA ) -
4.3.4 Beef Extract Glucose Agar ( BEGA)
4.3.5 Tyrosine Agar(TYR)

4.3.6 Soybean-casein digest broth

4.4 Colony counter

4.5 Appropriate glassware ,eg. petri dish , test tubes, flask
4.6 Microbiologic incubator

4.7 Commercially prepared spore strips

4.8 Paper disks or strips and brown paper envelopes

4.9 Polypropelyne plastic tubes

5. Equipment/ device operation and procedure:

5.1 Use exact protocols established by the manufacturer / package
insert/operating manual

6. Health care waste samp]e :

The health care waste sample shall be prepared as follows:

6.1

6.2

6.3

e
¢

Determine the composition and type of the waste load as
specified in the manufacturer's manual . The waste sample
shall be suitable for each specific medical waste treatment
technology. Unsuitable waste samples, like body parts and
animal carcasses, radioactive material and hazardous
chemicals shall not be used . o

Determine the size of the waste load as spemﬁed in the
manufacturer’'s manual . The size of the sample waste to be
loaded shall not be less than 50 % of the expected volume
capacity . :
The waste sample shall oriented and loaded as to densnty and -
weight with the heaviest placed at the bottom



7. Selection and preparation of test organism indicator :

7.1 Bacillus stearothermophilus ATCC 12980 with concentrdtion

of 106 and Bacillus subtilis var. niger ATCC 9372 at
concentration of 10 4 are the organism of choice for the
verification of Level IV and Il of microbial inactivation
respectively. Quantification of spore concentration shall be
done using serial dilution and platings of spore suspension
prior to strip or disc inoculation .

7.2 The organism shall be impregnated and placed in sterile

paper strips or disks and enclosed and sealed in sterile paper-
envelops A

8. Procedure for test pack preparation and loading

8.1

8.2

8.3

Dried test spores enclosed in small paper envelopes shall be
placed in thermally resistant and steam permeable containers (
polypropylene screwcapped container ) with lid tightened . A
single hole not to exceed 1.0 mm diameter is made in the Slde of
the tube .

Two packaged test indicator organism shall be placed in the
center of the waste load , with an attached string for easy retrieval
and contamlng autoclave indicator tape.

The test preparation and loading shall be done in triplicate test
cycle .

9. Procedure for performance evaluation :

9.1

9.2

9.3

The equipment / device is operated under normal conditions
specified in the manufacturer's package insert/operating manual
Duplicate health care waste test samples shall be run and treated
in triplicate test run cycles . '
Organism recovery testing shall be done by inoculating aseptically
into 5.0 ml soybean-casein digest broth or equivalent media and
incubated for at least 72 hours'and observed for characteristic
visible colony growth . Perform turbidity testing and subcuilture in
differential media for confirmation . Quantify colony number using
colony counter and reported in CFU / ml if growth is observed

8. Analysis of Results

8.1
8.2

8.3

Results must be within 95%-100% of the manufacturer’s claim

To establish level IV , complete inactivation of a minimum of 10 6
BTS spores must be consistently killed in triplicate analysis cycle .
To establish Level Ill, microbial inactivation , 10 4 of BSN spores
must be completely killed in tnpllcate analyS|s cycle.



9. Reporting of Results

9.1Results of performance evaluation shail be released only to Bureau
of Health Devices and Technology
9.2Result of performance evaluation conducted by NRL or its

designated laboratories is valid for one year but subject to
monitoring :

10. Failure to Comply with the Perfcrmance Evaluation

10.1  The NRL or its designated laboratories shall inform BHDT for

non-compliance of the device or system. '

10.2 BHDT shall issue a notice for re-evaluation to applicant
whose device failed the performance evaluation as strpulated in
items 8.1, 8.2and 8.3.

10.2 Upon recerpt of the notice, the applicant shall be given an
opportunity to submit another device of the same type wrthm
ten (10) working days

10.3 A payment equivalent to 70% of the orrglnal fee shall be charged
for re-evaluation.

10.4 Failure to comply with the requirements within the prescrlbed .

period, the results and findings shall be forwarded to BHDT for
appropriate action.

10.5 The NRL or its designated laboratories shall conduct re-
evaluation of the device of a particular brand thrice. In the
evenf that the third performance evaluation failed, the results
shall be forwarded to BHDT for appropriate action.

VIl PERFORMANCE EVALUATION FEE

1. The fee shall be based on tbe approved validation testmg fee of NRL -EAMC
for:

1.1 Health care waste sample preparation -

1.2 Sample collection

1.3 Test pack preparation and loading « ,
1.4 Bacteriologic analysis of total six samples | ' i

1.5 Safety protocol and requirements of handlrng hazardous and lnfectlous
material.

2. Other incidental expenses (including airfare and accomrhodation) incurred
during sample collection and treatment not conducted at NRL or at its
designated laboratories -EAMC. shall be borne by the applicant - !

3. Ifthere'sa cornplain to the safety, quality and effectiveness of the de{rice

within the validity period, BHDT shall inform NRL or its designated

laboratories to conduct special test, the testing fee shall be borne by' the
applicant.



XI. NRL Designated DOH Regional Laboratories

NRL-EAMC shall designate DOH Regional Laboratories (DOH-RL) to assist in
the conduct of the evaluation of equipment/devices used in treatment of health care
wastes installed in the hospitals/laboratories in their respective regions for a more
effective and efficient annual monitoring process. '

1. The Designated DOH RL shall undergo training conducted by NRL :
2. The DOH-RL shall conduct performance evaluation submitted only by the
users in their respective regions. ‘ ‘

3. The DOH-RL shall follow the guidelines on performance evaluation set by
NRL-EAMC '

Prepared by :
SOCORRO C. YAN
Head/ NRL -EAMC

Approved by

ROLAND L. CORTEZ, M.D., MHA, CESE
Medical Center Chief Il '
‘East Avenue Medical Center



REPUBLIC OF THE PHILIPPINES
DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES

DEPARTMENT (0) HEALTH
JOINT DENR-DOH _ ; -
ADMINISTRATIVE ORDER NO. 0L IAUG 2 4 2005
Scries of 2005
SUBJECT : - Policies and Ggidelines on_effective and proper

handling, collection, transport, treatment, storage
 and disposal of health care wastes.

I RATIONALE )

The Department of Envirgnment and Natural Resources (DENR) and the
Department of Health (DOH), hc’[reby jointly provide the following guidelines on
the management of health care: wastes pursuant | to, among others, the
following laws, rulcs and regulqtlons

o Clean Air Act of 1999 (Repubhc Act 8749),

s Toxic Substances, Hazardous Waste, and Nudear Waste
Control Act of 1990 (Republic Act 6969);

s Tcological Solid Waste Management Act of 2000 [Republic
Act 9003) .

e Refuse Disposal of the Sanitation Code of the Philippines
[Chapter XVIII, Implementing Rules and Regulations,
Presidential Decree 856); '

» Clean Water Act of 2004 [Republic Act 9275];

» Invitonmental - Impact Statément (EIS) System
(Presidential Decree 1586); | '

» llospital Licensure Act [Republic fAct 42206)

IX. OBJECTIVES

LY
1
A. To provide guidelines to generators, transporters and owners or
! operators of treatmeént, storags, disposal (TSD) facilities of health
carc waste on the proper handling, collection, transport, treatment,
storage and disposal thereof; : : ,

B. To clarify the Junsdlctxbn, authority and responsibilities of the DENR
and DOH with regard 40 health care|waste management; and

C. To harmonize efforts gf the DENR and DOH on proper health care
’ waste management,

IIl. SCOPE AND) COVERAGE
Thesc policiés and guidelings shall apply to health care waste generators,
transporters and dwners or operaftors of TSD and final disposal facilities.

i
.

.
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V.  DEFINITION OF TERMS

A.  Health Care Wastes - include all wastes gencraled as a resull of the

following:

. Diagnosis, treatment, managemetit and itnmunization of humans

or animals;

2. Rescarch pertaining to the above activities; |

3. Producing or testing of hiological products; and -

4. Wasle originating from minor or scattercd sources (i.e. dental
clinics. alternative medicine clinics, etc.)

The categorics of health care wastes are cnumerated in Annex “A”.

', Health Care Waste Generators - include health care facilities,
institutions, business establishments and other similar health carc -
services with activilids or work processes that generate health care

wasle,

'

| o s
Hospitals (Prinoaty Care, Sccondary (Jaqc and Tertiary Care)

[
2. Inlirmaries
Jo Birthing howmes
I, Clinics
[o] Medical
|b} Ambulatory
[c] Dialysis \
[d] 1Tealth care centers and
dispensarics

[a] Medical and biomedical
laboratorics ‘
[b] Medical rescarch centets
|cl Blood banks and blood
collection scrvices
[d] Dental prosthetic
laboratories

6. Drug Manulacturers
7. Institutions

Ja} Drug rehabilitation
center
{b] Training ceuters for
cmbalmers
|¢] Med-tech intern training
centers

8. Mortuary and Autopsy Centers

[e] Surgical

[£f] Alternative medicine
[g] Dental

[h] Veterinary

5. Laboratories and Research Centers:

[e] Nuclear medicine
~ laboratorics
[f] Biotechnology Iaboratorics
[g] Attimal research and .
testing
[h] Drug testing laboratorics

[i.ﬁ HIV testing laboratorics

1] Schools of Radiulogic
Technology
[c§] Medical Schools

—
- T

[I] Nursing Homes

[g] Dental Schools
il
il

0

HEA-0009667

AL



e e

C. Health Care Waste Transporter - a person licensed by the DENR
lsnviconmental Manageiment Bureau to convey health care waste through
air, water or land. '

D. Treatment, Storage and Disposal (TSD) Facilities - facilitics where
hazardous wastes are stored, treated, recycled, reprocessed and/or
disposed of, as prescribed under DENR AO No. 2004-36, Chapter 6-2
(Categorics of TSD Facilities).

V. RESPONSIBILITIES OF IMPLEMENTING 8 COOPERATING AGENCIES

This Joint Administrative Order shall be implemented by the DENR
through the Environmental Management Bureau (EMB) and its Regional
Offices, the National Solid Waste Management Commission (NSWMC), and by
the DOIF through its Centers fo - Health Development (CHD), Bureau of Health
tacilitics and Services (BIIFS)I Burcau of Health Devices and Techndlogy
(3HDT), Environmental and Ocoupational Health Officﬁz (EOHO) of the National
Center for Discase Prevention and Control (NCDP(), (the National Center for
Health Facilily Development (N&HFD), and the NatiodalReference Laboratory
(NRL)-1east Avenue Medical Center, Quezon City. i

A The DENR-EMB shall:

I Be the primary government agency respansible for implementing
pertinent rules and regulations on the management of health care
waslte in the Philippines, particularly concerning the issuance of
nccessary permits and clearances for thé Transport, Treatment,
Storage, and Disposal of such wastes, as governed by RA 6969, RA
8749, RA 9275, RA 9003 and PD 1586;

2. Formulate policies, standards, and guidelines on the transport,
treatment, storage, and disposgl of health care wastes.

3. Oversee compliance by genprators, trahsporters, TSD facility
operators, and/or final dispogal facility operators with the proper
transport, treatment, storage, and disposal of health care wastes;

A Conduat regular sampling and mo: ‘itbring‘ of wastewater in health
carc and TSD facilities to deteymine c&)mpliance with the provisions
of RA 9275; '

5. Require TSD facility operators and dn-site treaters to present to the
DIENR copics of the results of micfobiological tests on the health
care waste treated using  autoclave, micréwave, hydroclave and
other- disinfection facilities prior t(%) the renewal of their Permits
under RA 69609; o 5 ‘ :

0. Provide technical assjstance and support to the advocacy programs
on hc_élth carc waste imanagement; and

7. Notify: DOIL on cas¢s o;f non-compliance or notice of violation

issucd 1o health cafe facilities, institutions and establishments
licensed by the DOH. ‘
I

HEA.ODDSERT 'S
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C.

The DOH shall:

1.

0.

9.

L

2. Training
b,

C.

" business establishments.

Disscemination of polrcw

Regulate all hospitals and otﬁer’ health facilities through licensure
aud accreditation under the Hospital Licensure Act (chubhc Act
No. 4226};

Formulate policies, standards, gutdelincs,“system's and procedures
on the management of health care waste;

Develop training programs and correspondmg modules on health
axc waste management;

Provide technical assistance in the preparation of health care

~waste management] plan as a requirement for licensing or the

rencwal thereof;
B 4 ) ..

Provide technical dssistance to ensure ﬂn effective and efficicnt

implementation of health care waste inanagement program;

Require all health care waste TSD facility operators and health
care waste gencrators with on-site waste treatment facilities to usc
DOH-BHDT registered equipment or dev1c s used for the treatment
of health carc wasles;

~ Conduct regular pcr[ormancc evaluatmn of equipment/devices'

uscd for the treatment of health care Wastés by the DOH-BHDT;

Monitor thc microbiological .tes_t of trea.tcd wastes to ensure
compliance with DOH Standards;

Evaluate DOH hospitals’ com;#hance with proper health care waste
management program;

Issué Department Clrculars to knsure that all environmental
recquirements are comphed W1 h; and |

Notify DENR on actions talken on lcases of non- compliance or
notice of violation issued to alth cbre facilities, instxtutlons, and

The DOH-Centers for Health Develgj.tpmemﬁ‘eihall:

Advocate health care. waste manal%ement [HCWM]} practices to thg
Local Chicf Executives, key leaders and other stakeholders;

Monitor health care|waste manag( ment practices in all hospitals
and other health carg facilities;

Provide technical agsistance on health care waste management
[LICWM) through: - )

Advisory on the prepara ion of HCWM plans as a requlrement for
licensing or the renewal thereof

, guidclinés and information

Il
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d. Monitoring and validation of the implementation of HCWM

c. Develop,  reproduce, and  disseminate HCWM  IEC  materinls
Participation in any public hearings related to IHICWM

f. Ensure compliance by health carc waste generators with  all
pertincnt laws, rules and regulations on HCOWM.

VI. GUIDELINES AND PROCEDURES
A. ENVIRONMENTAL COMPLIANCE REQUIREMENTS

AL Dacwneniary Requirements

A.1.1 Health Care Waste Generators
. |
: 1 . .
; Health care waste jgencrators ane l‘cquu‘grd, based on cxisting
fawa, rules and r(‘gulat,i()nfs, to register and sccute the following permits:

N 131 From the I#ENR~Envixonmental Management Bureau

I .

I. Envitonmental Compliance Cettificate (ECC) - for the
establishient of hospitals, health care facilitics covered
by the provisions of P 1586 fromh the TMB Central Office
orits Regional Offices.

2. Permit to Operate (P/O) - for Air Pollution Source and
Control Installation from the EMI3 Regional Office.

3. Discharge Permit will be issucd by the EMB Regional
Office and the Taguna Lake Development Authority
{(LLDA) based on RA 9275 or the Clean Water Act of 2004
(Sce Annex “B” LLDAJurisdiction)

i 1. Hazardous Waste, Generator’s Registration in
N compliance with the|implementing rules and regulations
| Of RA 6969 (DAO 29|series bf 1992 and DAO 36 Serics of
'*‘ 2004) from the EMB Regioh% Office.

! A.1:1.2 From the DOH-Burea fof Health Facilities and
Services: '

1 |. Licenses for hospitals, | laboratories, dialysis clinics,
l‘ : hirthing hojnes, infirmarigs, psychiatric hospitals, dental
! prns{:hcl.ic Iaboratories, blovod banks, ambulatory clinics,
| and tHrug treatment and rghabilitation centers.

| 2. Certificate| of Accredi#ation for Overseas Filipino
l Workers (€ }FW) medical 'clinics, surgical clinics, drug
testing  laljoratories, HIV testing laboratorics, water
: testing labgratories, medical technologist intern training
' centers and training centers for embalimers.
e

|
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A.1.2 Health Care Waste Transporters

Health care wasle transporters are required, based on existing
Inws, rules, and regulations, to undertake the following:

I. Register with EMB Central Office as healthcare waste
transporter;

2. Sceure Transport Permit from the DENR-EMB Regional
Office; : ‘ o

3. Cowmply with the DENR Manifest System; and

4. Comply with other requirements specificd in the Implementing
Rules aid Regulations of RA 6969.

‘ |
A.1.3 TSD Facilities | g ‘
: | !

Owners “or Operators of TSD facilities |are required based on

existing rules and regulations to secure th following permits and
clearances from DENR-EMB and DOH: ;

t. Environmental C@mpliance Certikio_ate‘ (ECC) for the

Sanilary Landfill (SLF) and TSD Facilify from the EMB Central

Office or Regional Office ' ‘

2. Notice to Proceed for controlled dump facility to be used as
repository of health care waste from the EMB Regional Office

3. Registration as TSD facﬂi)ty based on the Iimplementing Rulcs

and Regulations of RA 6969 from EMB Central Office
S

4. Technology Approvai for non-burn technologies from the
EMB Centrat Office prior tg the issuance pf Permit to Operate.

-

5. Permit to Operate (P/O)} Air P]ollution Source and Controk
Instaliation from EMB Regipnal Office ' ‘

6. Disgharge Permit from thé EMB Regiorial Office or LLDA
i

7. Certificate of Product Registy ﬁ:ion for equipment ot devices
uscd for tréating health care wastés from the DOH- BHDT
_ cal

8. Certificaté of Technical Evaldation for cquipment or devices
uscd for treating health care wastes from the NRL-EAMC

B. PROCEDURES FOR|SECURING PERMITS AND LICENSES

Permils and licenses shall be secured following the established
procedures of the DENR and DOH.
il
ﬂ DEN}I
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C.  SPECIFIC CRITERIA, STANDARDS, AND GUIDELINES

C.1 Handling, Collection, Storage dnd Transport

ITandling, collcction, storage and transport of health care wastes
shall be in accordance with the provisioris of RA 8749, RA 6969, and RA
9003, and the DO Flealth Care Waste Management Manual (Chapter 5).

C.2 Treatment

1.

N

. Tuertization is a suitable

IFacilitics shall consider  technologics and processes used in
health care waslte treatment such as (1) therinal, (2) chemical,
(3) irradiation, (4) biological processes, {5) encapsulation, and
(6) inertization, |as outlined in the DOH Health Care Waste
Management Mmu'ﬂ and subject to compliance with the
provisions of RA 8749, RA 6969, and RA 9003.

. Autoclave, mictowave and hydroclaVe facilities shall use

microbiological tpst to determine the tieatment efficiency of the
units, The results of the microbiologidal test shall be recorded
and reported to DENR under RA 6969 dnd RA 9003.

Heaith care waste gencrators and TSDjfacilities shall obscrve a

level of microbial inactivation of 6logie feduction or greater than

the most resislant microorganism of cohcern in a given process.
¢

4. Treated wastes and inert residues from TSD facilities must be

disposed in controlled disposal or sanitary landfill facilities duly
licensed by the DENR to handle the same.

le treatment for pharmaccutmal wastes
whilc encapsulation and other 1mmob11 zation techniques arc
trcatment  mcthods  cons dered for qlﬁarps chemicals and
pharmaceutical wastes andl should theréfore be placed in final
disposal facilities indicated| under Ithe subsequent Section.

'C.3 Final Waste Disposal Systems and acilities

[N

| The use of thT pr occpdmg disposal |f4cilities should only be limited
‘1o health care wastes wl\:}ch have|undergone the necessary treatment

pmvudcd under the! prescribed st
Care Wastce Manag(‘inent

.C.3.1 Controlled.'l)ump Facility

1.

dardﬂl stipulated in the DOH Health

anual.

A Controlled Dunip Facility (CDl{‘) is an interim! disposal facility
for! tnunicipal solld waste or th(;se that are considered as non-
hazardous and hon-toxic subStan(,cs In the absence of a
sahitary landf(ill, 4 controlled dumpsite could accept health care
wdste after the in Ilcatlvc treatment thereof,

A "Iqmluf(ri in Section 37 of RA 9003, no open dumps shall be éstablished and operated nor
any practice or disposal of solid waste Ny an é person, including LGUs, which constilutes the use

of vpen dumps for Q(Uhd waste, be allolved

er the effectivity of this Act (February 16, 2001);

Provided, that uuﬂunlﬂnee (3) years ajfter tﬂe effectivity of this Act (February 16, 2004), every

LGU shall convert its

»ntrofled dumps, in accordance with the guidelines set in

\\\\\\\\}\&\\\l\l R —
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2. In addition to the operational guidelines  stipulated under
Scctiohr 2 of Rule XII of the Implcmcnting Rulés and
Repulations of RA 9003 or as indicated in the conditions

slipulated in the issuance of the NTP, a CDF

that is

commissioned to accept treated health care waste should also

be  operated in
requircments:

accordance

with the following

specific

a. Identify a particular cell within the facility to setve as a site
for the disposal of treated health care wasle, The capacity of
the allotted cell/eell(s) should be measured in order to

“determine ﬂl(‘

accommoda tcd

in the facility.

actual volume of wastes

that can be

b. Adéquate sngﬂngo should bc pldccd in the h(‘alth carce waste
deposition m( a.

¢. Tht cell shuuid be lined with a material of low permeability,
such as (lny or a geco-membrane j[such as a high-densily
polycthylene (DPE) plastic liner to contain the leachate and
prevent contamination of gtoundwbtcr sources within the

arca.

d. Ensure that adequate soil cover is pl'u,(‘d on the cells right

after cach wast

¢ spreading.

¢. Basic record keeping of the incoming wasles 'indicating the

time ol reccipt, volume or weight, source identification (i.c.
ator or source), certification of treatinent (or
any similar form indicating that the wastc have undergone
the necessary treatment) and the general condition of the

uame ol gener

waste to be dis

LY

C.3.2 Sanitary Landfill Facility

I A Sanitary Landfill Facility

constructed, oper

cngineering control over

poscd,

ated and

[SLF} is a disposal sitc designed,
maintdined in a manner that exerts
signifigant potential environmental

impacts arising frbm the dé*velopment and operation thercof.

2. The required dcc
should be built o
mixing thcreof wit

3. Aslde Ff()m the T
cotistruction and

9003 and its Imp

Scctions 1 and 2,

h municipal sd

(CC, which is

Rule X1V.

licated cells for treated hcalth carc wastes
developed prior to its operation to prevent the

lid wastes and other wastes.

required for such fa_cilit,y, the

development of an SLF must conform to RA
lerenting Rulés and Regulations, particularly

Secfion ’II of ll:( A(i Immd()d SJurther,

Iblloring effectivity oftthe Act (February

16, 2006).

i

e 500086
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that }w controlled dumps shall be allowed five (5) years
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C.3.3 Safe Burial on Healthcare Facii‘itj Premises

1.

4

4. Existing sanitary landfill with approved ECC for the disposal of
municipal solid waste must secure an amendment of their ECC
hefore accepting health care waste for disposal thereat.

4

Sale burial within the premises of healthcare facilitics shall be
allowed in remote locations and rural areas where no T'SD facilitics -
arc available. In such activity of safe burial, the health care facility
must cnsure that the load or capacity of thc on-sitc burial pit is
not cxceeded.

. Chemnical trcntnmnlLur disinfection is required prior to safe burial

on hospital premises.

. The slanilards [()Ilwsa[c buridl within | the healthcarc facility

premises shall folloi the guidelines spec}fied in the DOH Health
Care Waste Management Manual (See Am\[:)x “C").

.- Relative to the gui{leiincs provided by D,' H, the opcration of sale

hurial shoull be in accordance with the| minimum requirements
for landfill.

C.3.4 Sharps and Syringes Disposal Through éoncrete Vault

1.

2.

Disposat using concrete vaﬁlt shall be allowed only as an
alternative means of disposal of used sharps and syringes.
Concrete vaull shall be marked with proper signage: CAUTION:
HAZARDOUS  WASTE O SHARPS  DISPOSAL  AREA-
UNAUTHORIZED PERSONS KEEP OUT.

. Condrete vault should be watertight, and must be constructed at

least 1.5 meters above the gro ndwal;el level.

-

. The procedures for the safe burial bq sharps and syringes through

ines in the DOH Health Carc

concrele vault shall follow th gulj
nex “D”).

Waste Managément Manual ( eec A

C.4 Wastewater Treatment Facility

Healthcare facilities shall have. their own EWastewater Treatment
Facilities (WTF) or maybe¢ connected ifito a sé:wagc treatment plant.
Howcever, facilitics with 1aB0rator1es shall be requircd to pre-treat their
wastewater prior to dischagge into a sewage treatrnent plant

Vil. REPEALING CLAUSE ,;

1 .
All other issuances whose pro{/isions of DENR and DOH Administrative
Order, Memorandum Circulars lor other issuances mcormstent herewith are

hereby repealed ot modificd acco dm%ly

! HEA@@@GW _ W Page 9 of 16



VIII. PENALTY CLAUSE

failure to (:omg)ly with the policies/guitielines shall be subject to the
penalty provision(s) of the applicable laws stated herein.
1IX. EFFECTIVITY

This Order shall take effect immediately.

Secr¢tary -

Secrethr |

[N C y i

Department of He%mh
|

Department of Enviro m(‘nt anc
Natural Resources !

m
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. ANNEX “A” - Categories of Health Care Waste

4.

. General Waste - Cmnpru"a-bl(‘ to domestic;waste, this type of wastle docs not

pose special handling problem or hazard to human health or to the
cnvironment. It comes mostly from the administrative -and housckeeping
functions of health care cstablishments and mcy also include waste
penerated  during maihtenance of health care premiscs. General waste
should be dealt with by the municipal waste disposal system.

. Infectious Waste - This type of waste is suspcctcd to contain pathogens

(hacterin, viruscs, parasites, or fungi) in sufficient concentration or quantity
to cause discase in suSccptibﬁe hosts. This includes: .

2.1 Cultures and stocks of lll)f(‘(,ll()u'i agents ﬁom hbomtoxywcnk

2.2 Wasle from s‘lu‘gcry and autopsies on patients with mfcctlous discases
{c.z. Ussucs, materials L)l cquipmenf that haye been 'in contact with
blood or other body ﬂui(ﬂs);

2.3 Wasle from infected patients in isolation wards (e.g. excreta, dressings
from infected or qmgxcéml wounds, clothes hehwily soiled with huinan
blood ov other body lluids), T

201 Waste that has been in contact with mfcctcd paticnts undergoing
hemodialysis  (e.g. dialysis cquipment suLhLas lubing and filtcrs,
disposable towels, gowns, aprons, gloves, and I boratory coats);

2.5 Infected animals from laboratories; and

2.6 Any other instruiments or materials that have been in contact with

infccted persons or animals.

Pathological Waste - Pathological waste consists of tissues, organs, body
parts, human fetus and animal carcagses, blood and body {luids. Within
this calegory, recognizable human or| animal body parts are also called
anatomical waste. This category should be consideréd as a subcategory of
infections waste, cven though it may also include healthy body parts.

Sharps - Incliude needles, syringes, spalpels, saws, blades, broken glass,
inliu“ion scts, kuoives, nails and any gther items that can causc a cut or
punclure woun(h Whether or not they are infected, such items are uqurllly
((){‘mu]mm] as highly hazardous health care \)v ste.

‘ A

. I’hatm'lccutu:al waste - Inc Hides cxpired, nijscd, spilt, and coutaminated

ph larmacentical pmdutts, drlugs, vaccines,| and sara that are no longer
required and need to be disposed of ap 1opuate1y This category also
mé,l,udc discarded items used in handling of pharmaceuucals such. as
hottles or boxes with residucs, gloves, masks, connecting tubmg and drug
vidls.
|

. Genotoxic Waste - Genotoxi¢ waste may include certain cytostatic drugs,

voniit, urine, ot feees from pafients treated with cytostatic drugs, chemicals,
and radioactive materjals. This type of waste is highly hazardous and may
have mutagenie, teratogenic, or carcinogenic propértics.

6.1 Harmful cytostatic drugs jcan be categorized as follows:

611 Alkylating agents: cau*sc alkylation of DNA nuclecotides, which
leads to (:mss—linluLg and miscoding of the genetic stock;

O

HEA-0009607

Page 11 of 16




t

Q.

7.

e

6.1.2 Anti-melabolites: inhibit the biosynthesis of nucleic acids in the
cell; mitotic inhibitors: prevent cell replication

,

0.2 Cylotoxic wastes are gencrated from several sources and include the

following:

0.2.1 Contaminated  materials  from  drug  preparation  and
administralion, such as syrihges, tneedles, gauges, vials,
packaging; outdated drugs, excess (left over) solutions, and drugs
returned from the wards;

6.2.2 Utine, [eees, and vomit from patients which may contain
potentially hfw'n'(}ouq amounts of the administered cytotoxic
drugs or of their | metabolites d‘ll(l which should be considered
genotoxic for at Idast 48 hours and qometlmcs up to 1 week alter
drug administra 11( n.

_ | | ' -
Chemical Waste - Chemical waste consists of dicz(fudcd solid, Hguid, and
pascous chemicals, for example from diagnostic an{l experuncntal worlk and
from cleaning, [musrkcopm;ﬁ, and disinfecting prodedures. Chemical waste
from health care m'w be llﬂ/dld()ll‘?‘. or non-hazardols. -

~

7.1 Chewical waste is considered hazardous if i;l: has al least onc of the
wllowing propertics:

7.1.1 Toxic

7.1.2 Corrosive {(c.g. a(‘lds of pH <2 and bases of pl>12)
7.1.3 TMammable ‘

7.1.4 Reactive (explosive, waler-feactive, shock-sensitive)
7.1.5 Genotoxic {e.g. cylostatic (1;1‘ugs)

7.2 Non-hazardous chemical waste consists of chemicals with none ol the

above propertics, such as sugars, amino aud's and certain organic and
inorganic salls.

&
qulo with high content of heavy metals - Wastes with a high heavy-
metal content represent a uubcatcgm of pc zardous chemical waste, and
are usually highly toxic. Mercury wastes arg fypically generated by spillage
tu‘nn broken cligical equipment (thermpmetgrs, blood pressure gauges, etc.).
Whenever possible, sp}ll(‘(l dlops of mercury should be recovered. Residues
from dentistry have hiph mcm(‘ury content.| Cadmium waste comes mainly
hé)m discarded batteries. Certain "reinforced wood panels’ containing lead is
siill heing used in radiation proofing of X-ray and diagnostic departments. A
ntmber  of drugs  conlain| arsenic but] these! arc trecated here as
pharmaccutical waste. ‘ '

Pressurized Containers - Mdny types of ga$ are uscd in health care and are
often stored iy pressurized cylinders, cartridges, and aerosol cans. Many of
these, once cmpty or of no(further use (although they may still contain
residuces), a cm‘r(‘usablo but|certain types notably acrosol cans, must be
disposed of. 'Whether inert jor potentially- harmful; gases in pressurized
containers shvuld always b handlcd with care; contmn(‘rq may cxplode if
incinerated or accidentally puncturcd

Com
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Radioactive Waste — Includes disused sealed radiation sources, ligquid
and gascous malcrials contaminated with radioactivity, excreta of palients
who underwent radio-nuclide diagnostic dnd therapeutic applications, paper
cups, straws, ncc‘{llcs and syringés, test tubes, and tap water washings of
stich parapheenalia, It is produced as a result of ptocedures such as in vitro
analysis of body tissues and fuids, in vivo organ imaging, tutnot localization
and treatment, and various clinical studics involving the usc of
radioisotopes. Radioactive health cate wastes generally contain
radionucleides with sHort half-llves, which losc their activity in a shorter
time. However, cértain radionucleides c.g. C-14 contaminated wastes have
much longer hali-life, more than a thousand years, which nced (o be
specinlly mmmgmi in A centralized treatment facility for radioactive wastces.
The same id requived for the management of disused sealed radiation
sonrees used for cancer treafment. '

i
i
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ANNEX “B”'-‘Laglma Lake Development Authority Jurisdiction

The Laguna Take jurisdiction is Umited Lo the w'ﬂcl shed of the Laguia
Lake which is consist of the following: Ridal Provincts (13 towits); Laguna
Provinees (27 l()wns[), chartcred cities of! San Pablo, Antipolo, Tagaytay,
Panauan, Calamba, Sta. Rosa; Sto. Tomabs and MaJVat, Batangas; Silang,
Carmona and (}M/\ Cavile; Lu(l)*m, Quezoti; Taghig and Pateros, Melro
Manila; chartered citics ol Pasay, Caloocan, Quezon, Manila, Munlmlmm
Marikina and Pasig,
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ANNEX “C” - Guidelines for Safe Burjal within Hospital Premises

Safe buriol within the hospital premises shall be in accordance with the

widelines

follows:

1.

10,

specificd in the DOIY ITealth Care Wasie Management Manual as

Access 1o the disposal site shduld bo restricted to authorized
personnel  only,

The burial site should be lined with a material of low pcrmeability,

such as clay or a géo-inembrane such as a hlgh density polyethylene
(HDPE) plastic liner atithe bottom of the pit Lo prevent contaminating
groundwatcer and avo.u] pollution.

!
()nI\ hazardous hmlth cAre waste should bel buried. If general health
care waste were also bliried on the pl(‘mlqcs iavailable space would be
quickly filled-up.

i
|

Large quantities (= 1kg) of chemical/ pharmaceutical wastes should not
he buried, ‘

The burial site should he managed as a labdfill, with each laycr ol
wasle covered with a layer of earth to prevent odor, as wcll as 1o
prevent proliferation of rodents and insects.

Burial site should not he loc "lt(‘d in flood prone arcas.
Hospital ground should be secur V(l (c.g. fenced with warning signs).

The location ol waste burial pit should be downhill or down-gradieny,
from any nearby wells and about] 50 meters away from any waler body
stuch as rivers or lakes to preveng containinating sources of water.

LY
Health enve facilities should keep a perinancnt record of the size and
location of all their on-site burial] pits to|prevent construction workers,
builders, and others from digging in those areas in the fulure.

| L . .
The safe bhurial of waste depends icr}’tically on rational operational
practices. The boltom df the pit should be at least 1.50 meters higher
than the ground water jevel.

I should be noted hat safe on-site burial is practicable only for
relatively limited periogl, say 1 to 4 years, and for relatively small
quantitics of waste, say up to 5 tg 10 tors in total. Where these

conditions are cxeeeded, a longer~tcrliv solution will be necded.

M
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ANNEX “D” - I’rocedures for the Safe Burial of 8harps and Syringes

throngh Concrete Vaunlt

The pmu(lmcs for the sale burial of sharps and syringes through

concrete vault shall be in accordance with the guidelines in the DOH Health
Care Waste Management Manual as follows:

1.

Dig e pit* (it gize - 6 H # e kwivrirl*k «1‘«8um- depth), drotigh Lo
accominodate h}mrpq antl " syripges for an eétimated petiod of time
wilhout reac hnip the gmu‘ndw‘ﬂer level. h1e sitef ivist be isolated ahd at
least 152 melers any ‘from the gropndwatm supply sources and
dwelling nnits.

s
i

. Construct concrete walls }m(l slabs ot the pit. Provide slab with opening

or manhole for casy deposition of collected sharps and syringes. The
manhole shotll be (‘xl(‘nélc(l a few cénlilneters pbove the soil surface Lo
avercome infiltration of '-,ule'.u,(‘ water. '

!
3. Deposit the collecled salély boxes filled with 1{30(1 sharps and ncedles

inside the conerete vault.
Install a securily lence around the site,

Ui
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