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PHILIPPINE NUCLEAR RESEARCH INSTITUTE

21 September 2022

PNRI INFORMATION NOTICE 2022-04

Publication of Code of PNRI Regulations (CPR) Part 02, Rev. 01:
“Licensing of Radioactive Materials and Radiation Facilities”

ADDRESSEES

All PNRI licensees and applicants of a license

PURPOSE

The Philippine Nuclear Research Institute (PNRI) is issuing this Information Notice to
inform current license holders and applicants of the publication of the Code of PNRI
Regulations (CPR) Part 02, Rev. 01: “Licensing of Radioactive Materials and Radiation
Facilities” in the Official Gazette Vol. 118 No. 37 on 12 September 2022. The revision of
CPR Part 2 provides for streamlined regulatory requirements and procedures in applying
for a Radioactive Material License or a License to Operate across all practices and
activities. The revision also simplified the processes for license renewals, amendment,
exemptions, modifications, and termination, and the processes for regulatory inspection
and enforcement actions.

DISCUSSION

The Republic Act 5207, as amended, provides that any person wanting to manufacture,
produce, receive, possess, own, use, transfer, import or export any atomic energy
material is required a license issued by the PNRI. The Act also prohibits any person to
transfer, construct, receive, own, possess, operate, import or export any atomic energy
facility except under a License to Operate issued by the same authority.

The PNRI has determined that changes to the regulations are appropriate with respect to
the licensing process to better reflect the provisions of the Act. Previously published
requirements do not distinguish between the provisions that apply to a radioactive source
with low hazard such as those incorporated in a device and the provisions that apply to
activities involving radioactive sources in a radiation facility on such a scale that
consideration of protection and safety is required within the entire premises. To address
this, the new CPR Part 2 adopts a graded approach to licensing requirements that is
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commensurate with the radiological risk these radioactive sources pose. The graded
approach is a fundamental concept applied in this revision.

In the existing CPR series, the licensing requirements are specified in each practice
specific regulation. To avoid duplication of provisions, the new CPR Part 2 has been
made more streamlined and efficient by specifying uniform requirements for applicants
applying for either a Radioactive Material License or a License to Operate for radiation
facilities. The scope of the new regulation clarifies repetitive, conflicting, and ambiguous
provisions in the existing regulations. All provisions related to licensing, inspection, and
enforcement in the existing CPRs are hereby superseded by the new CPR Part 2. All
practice specific regulations will be revised accordingly to reflect these changes and will
now focus on the operational safety and security requirements. A regulatory guide is also
being developed to help applicants in the preparation and submission of an application to
carry out activities or construct and operate facilities utilizing radioactive sources.

As noted above, the revision of CPR Part 2 has seen a number of administrative and
operational amendments being made to the entire licensing process. These major
changes are summarized in the attached Matrix for your reference.

The Code of PNRI Regulations (CPR) Part 02, Rev. 01: “Licensing of Radioactive
Materials and Radiation Facilities” is now available and can be downloaded from the
PNRI website (www.pnri.dost.gov.ph).

This regulation takes effect on September 27, 2022. All licenses in effect of that date will
remain valid until the expiration date given on that license. However, application for
amendments and renewals of existing licenses received after that date will be considered
under this regulation.

REQUIRED LICENSEE RESPONSE

This Information Notice requires no specific action or written response. The PNRI,
however, expects that all current license holders will review the revised CPR and make
the necessary changes and updates to the plans and programs which are already in
place, and reflect the additional requirements necessary for compliance.

CONTACT

If you have any question about the information in this Notice, please contact:

TERESITA G. DE JESUS

Head, Regulations and Standards Development Section
Nuclear Regulatory Division

Philippine Nuclear Research Institute

Tel. No. 8929-6011 to 19 local 227
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ENGR. ALAN M. BORRAS, MPM
Chief, Nuclear Regulatory Division
Philippine Nuclear Research Institute
Tel. No. 8920-8796

APPROVED:
CARLO A. ARCILLA, Ph.D.
Director Or‘)

Date: % October 2027

Enclosure: Matrix of Changes in the revised CPR Part 2
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b) For medical use of radiopharmaceuticals 2) Field radiography;

(
by individual Physicians; (3) Indent sale;
c) For medical use of sealed sources; (4) Commercial sale and distribution;
d) For use of sealed sources in industrial (5) Nuclear technical services;
radiography (see Part 11); (6) Education and training;
e) For use of sealed sources in installed (7) Fixed gauge;
industrial devices; (8) Portable gauge;
f) For research and development; (9) Well logging, dredging and spinning
g) To manufacture and initially transfer items pipe;
for sale or distribution to person exempt (10) Tracer studies;
from licensing; (11) Radioimmunoassay
h) To manufacture and distribute radioactive | 2. License to Operate — for radiation facilities
material for medical use; (1) Nuclear medicine facility;
i) For commercial sale or distribution of (2) Positron Emission Tomography (PET)
radioactive materials in the form received facility;
to other licensees and/or for installation of (3) Teletherapy facility utilizing radioactive
such devices containing such material; SOUrces;

j) For use in an educational program; (4) Brachytherapy facility;

MATRIX OF CHANGES PAGE NUMBER __of _
PREVIOUS DOCUMENT CPR Part 02, Licensing of Radioactive Materials (Published: July 16, 1990) SECTION/ORGANIZATION
NEW VERSION CPR Part 02, “Licensing of Radioactive Materials and Radiation Facilities, Rev. 01” (Published: 12 DATE
September 2022)
No. Section Old Version New Version Reason for Change
1 Title Licensing of Radioactive Material Licensing of Radioactive Materials and To reflect the provisions of the Act on
Radiation Facilities licensing materials and facilities
2 Definitions Updated various definitions for terms used in
the regulation
3 Exemptions Persons Using Radioactive Material in an Deleted All PNRI facilities and laboratories are
Institute-Owned Laboratory or Under an required to apply for an authorization under
Institute Contract the PNRI Internal Regulatory Control
4 Types of Licenses Radioactive Material License 1. Radioactive Material License — for low-risk Clear guidance on which type of license to
a) For medical use of radiopharmaceuticals sources apply for; what requirements are needed for
in medical institution; (1) Blood irradiator; submission

To apply the fundamental concept of
graded approach
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MATRIX OF CHANGES PAGE NUMBER _of _
PREVIOUS DOCUMENT CPR Part 02, Licensing of Radioactive Materials (Published: July 16, 1990) SECTION/ORGANIZATION
NEW VERSION CPR Part 02, “Licensing of Radioactive Materials and Radiation Facilities, Rev. 01” (Published: 12 DATE
September 2022)
No. Section Old Version New Version Reason for Change
k) For a contaminated laundry or waste (5) Fixed facility radiography;
processing facility; (6) Gamma irradiation facility;
I) For use not specified in this section; (7) Radioactive waste management facility;
m) For export only. (8) Particle accelerator facility for the
production of radionuclides;
(9) Radiopharmaceutical manufacture and
dispensing facility;
(10) Calibration and testing facility used for
technical services
5 General Requirements 1. Application Form, signed and notarized | Radioactive Material License
2. Application Fee 1. Duly accomplished Application Form, signed
and notarized
2. Proof of business legitimacy
3. Application fee and other charges
License to Operate ECC issued by the DENR-EMB is required
1. Duly accomplished Application Form, signed | from all radiation facilities to ensure that
and notarized the proposed facility will not cause
2. Proof of business legitimacy significant negative environmental impact
3. Environmental Compliance Certificate due to the potential release of radiological
4. Application fee and other charges contaminants
6 Documents Additional requirements were specified for Documents required are the same for all Plans and programs are in place to
each type of license (per practice) practices/activities requiring each type of demonstrate how the applicant proposes to
license. The contents, however, will vary manage the safety and security of the
commensurate to its associated risk. source.
This requirement is consistent with
Radioactive Material License Principle 1 of the International Atomic
(1) Radiation Safety Management Plan; Energy Agency’s Fundamental Safety
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MATRIX OF CHANGES PAGE NUMBER _of _
PREVIOUS DOCUMENT CPR Part 02, Licensing of Radioactive Materials (Published: July 16, 1990) SECTION/ORGANIZATION
NEW VERSION CPR Part 02, “Licensing of Radioactive Materials and Radiation Facilities, Rev. 01” (Published: 12 DATE
September 2022)
No. Section Old Version New Version Reason for Change
(2) Radiation Protection and Safety Program; Principles which states that ‘the prime
(3) Radioactive Waste Management Program; | responsibility for safety is with the person or
(4) Emergency Preparedness and Response organization responsible for facilities and
Plan; activities that give rise to radiation risks.’
(5) Security Plan, as applicable; and
(6) Transport Security Plan, as applicable. The content of these documents shall be
commensurate with the complexity and
hazards associated with the authorized use
of the sources.
7 License to Operate Plans and programs are in place to
(1) Radiation Safety Management Plan; demonstrate how the applicant proposes to
(2) Safety Assessment Report; manage the safety and security of the
(3) Radiation Protection and Safety Program; facility or source
(4) Radioactive Waste Management Program; '
(5) Emergency Preparedness and Response
Plan; The content of these documents shall be
(6) Security Plan; commensurate with the complexity and
(7) Transport Security Plan; hazards associated with the radiation
(8) Environmental Protection Plan; and facility for the purpose requested. The
(9) Initial Decommissioning Plan. . . ) .
environmental protection plan is required to
demonstrate that the proposed activities
will not adversely affect the environment.
8 Review, Evaluation and Further information required from applicant, |(a) Only complete application will be accepted | To provide for the conduct of pre-licensing
Verification of License if necessary (b) Further information required from applicant, | inspection to further verify the information
Application if necessary stated in the application
(c) PNRI may conduct pre-licensing inspection
on the facility or location for verification
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MATRIX OF CHANGES

PAGE NUMBER of

PREVIOUS DOCUMENT CPR Part 02, Licensing of Radioactive Materials (Published: July 16, 1990)

SECTION/ORGANIZATION

NEW VERSION CPR Part 02, “Licensing of Radioactive Materials and Radiation Facilities, Rev. 01” (Published: 12 DATE
September 2022)
No. Section Old Version New Version Reason for Change
9 Provisional License Optional (upon the request of the applicant) Can only be granted if there is reasonable

To allow the conduct of activities prior to the
issuance of a License to Operate

assurance that the proposed radiation
facility can be constructed and operated at
the proposed location without undue risk to
the health and safety of the public

Any activities undertaken prior to the
issuance of the License to Operate are
entirely at the risk of the applicant and have
no bearing on the issuance of a License to
Operate.

10

Terms and Conditions of | License may be transferred upon approval Transfer of control of the license to any person
License of the PNRI is prohibited.

Application of a new license must be
initiated by the new management

11

Validity of license One year Initial license: one (1) year
Renewal: Every three (3) or five (5) years

12

Amendment of License To submit the following:

(1) Duly accomplished PNRI/NRD Form — 02
(2) The details of the proposed amendment,
the assessment of its impact on safety and
security, if applicable, and the justification for
such amendment; and

(3) Payment of the applicable amendment fee
required in CPR Part 22.

13

Renewal of License To submit the following:

(1) Duly accomplished PNRI/NRD Form — 02
(2) A complete and up-to-date information and
documentation; and
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MATRIX OF CHANGES PAGE NUMBER _of _

PREVIOUS DOCUMENT CPR Part 02, Licensing of Radioactive Materials (Published: July 16, 1990) SECTION/ORGANIZATION
NEW VERSION CPR Part 02, “Licensing of Radioactive Materials and Radiation Facilities, Rev. 01” (Published: 12 DATE

September 2022)
No. Section Old Version New Version Reason for Change

(3) Payment of the applicable amendment fee
required in CPR Part 22.

14 Expiration of License A Notice of Violation will be issued if the To remind the licensee to formally
licensee has failed to renew the license within | terminate the license and dispose the
thirty (30) days after the expiration date radioactive sources properly

15 Termination of License Specified the process of properly terminating Failure by the licensee to legally terminate
the license for each type, including the a License is subject to the penal provisions
documents that need to be submitted and the provided in Section 64 of the Act, as
sanctions for failing to officially terminate the amended.
license.

Also requires the licensee to allow inspection
of the facility even after the license has been
terminated.

-6 months for RAM License

-12 months for LTO

16 Inspection The licensee must cooperate in the conduct of | To allow full and unhindered inspection of
inspections and provide to the PNRI facilities by the PNRI inspectors
Inspectors, on demand, all kinds of data,
information, and full access to all relevant
records

In case of any resistance during entry and
inspection, or in case of locked premises, the
PNRI may coordinate with the owner before
entering the premises or seek assistance of
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MATRIX OF CHANGES PAGE NUMBER _of _

PREVIOUS DOCUMENT CPR Part 02, Licensing of Radioactive Materials (Published: July 16, 1990) SECTION/ORGANIZATION
NEW VERSION CPR Part 02, “Licensing of Radioactive Materials and Radiation Facilities, Rev. 01” (Published: 12 DATE

September 2022)
No. Section Old Version New Version Reason for Change

the local government unit or the local police
upon the approval of the PNRI Director

17 Enforcement Issuance of Notice of violation, Orders and Applying the graded approach for
administrative sanctions for different violations | enforcement actions with respect to the
and the actions expected from the licensee in severity of violations and non-compliances
such circumstances




