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26

April 2011

REVISIONS TO REGULATIONS ON THE MEDICAL USE OF RADIOACTIVE
SOURCES IN TELETHERAPY AND BRACHYTHERAPY

ADDRESSEES

All current holders of licenses issued pursuant to the Code of PNRI Regulations (CPR) Part 12,
“Licenses for Medical Use of Radioactive Sources in Teletherapy” and CPR Part 14, “Licenses for
Medical Use of Radioactive Sources in Brachytherapy”.

PURPOSE

The Philippine Nuclear Research Institute (PNRI) is issuing this information notice to inform
addressees of the revisions to CPR Part 12 and CPR Part 14.

PNRI expects that recipients will review the information for applicability to their facilities and
consider actions, as appropriate.

DESCRIPTION OF CIRCUMSTANCES

The major revisions to CPR Parts 12 and 14 include the following:

)

2)
®3)
(4)
(%)
(6)

(7)
(8)

Changes in Terminology from:

o Radiological Health and Safety Officer (RHSO) to Radiation Safety Officer (RSO)

e Assistant Radiological Health and Safety Officer (ARHSO) to Assistant Radiation
Safety Officer (ARSO)

Medical Isotopes Committee to Radiation Safety Committee

Teletherapy/Brachytherapy Physicist to Medical Physicist

Authorized Technologist to Radiotherapy Technologist

Spent sealed source to Disused sealed source;

Change in the requirement on the frequency of calibration of survey instruments from semi-

annually to annually;

CPR Part 12 scope to include regulatory control over the use of radioactive sources in Gamma

Stereotactic Radiosurgery (GSR);

CPR Part 14 scope to include separate requirements for manual and remote afterloading

brachytherapy;

Additional requirements in CPR Part 12 regarding the conduct of quality control tests on Co-

60 teletherapy machines;

Requirement on accidental medical exposure of a patient;

Requirements on the import and export of radioactive sources;

Additional requirements on the use of personnel monitoring device and conduct of individual

monitoring;



€)] Requirements to establish, document and implement measures to ensure the security of
radioactive sources;

(10)  Changes in requirements on education, training and experience of workers occupationally
exposed to radiation;

(11)  Requirement on attendance to a refresher course by workers; and

(12)  Requirements on specific condition for expired license.

DISCUSSION

The revised regulations were published in the Official Gazette and took effect fifteen days after the
date of publication. CPR Part 12 was published on October 20, 2008 while CPR Part 14 was
published on January 4, 2010.

The changes in terminology were made in order to harmonize with the terminology used in the IAEA
Safety Glossary (2007), USNRC 10 CFR Part 35 (2002) and other relevant international safety
standards and regulations.

Revised CPR Part 12 requirements are made applicable for the medical use of radioactive sources in
gamma stereotactic radiosurgery (GSR) units since the operation of a GSR unit involves similar
radiation safety concerns as the teletherapy unit.

Revised CPR Part 14 includes requirements for the practice of manual brachytherapy distinct from the
requirements of remote afterloading equipment to perform brachytherapy treatments.

Revised CPR 12 requires licensees to perform daily, monthly and annual quality control tests on
teletherapy units in accordance with the “Manual for the Quality Assurance/Quality Control Test
Procedures for Co-60 Teletherapy Machines in the Philippines,” developed by the Bureau of Health
Devices and Technology of the Department of Health (BHDT-DOH), Philippine Nuclear Research
Institute (PNRI), and the Philippine Organization of Medical Physicists (POMP) on June 2006.

Requirements are set on actions to be taken by the licensee in case of deviation from the treatment
prescription, any equipment failure, accident, error, mishap or any unusual occurrence which may
cause significant unintended patient exposure.

The import and export requirements for teletherapy (category 1) sources and brachytherapy (category
2) sources are provided in Appendix A of CPR Part 12 and CPR 14, respectively. The requirements
were taken from the import and export provisions of the IAEA Code of Conduct on the Safety and
Security of Radioactive Sources Guidance Document (2004). The requirements do not apply to
radioactive sources within military or defense programs.

The requirements for personnel to wear personnel monitoring device such as film badge,
thermoluminescent dosimeter, or pocket dosimeter and to monitor the dose received by individuals
are found in Section 13 of CPR Part 3, “Standards for Protection Against Radiation”. These
requirements have been incorporated in CPR Parts 12 and 14 for reiteration.

The frequency of calibration of survey instruments was changed from semi-annually to annually to
harmonize with the provisions in USNRC 10 CFR Part 35 (2002).

Teletherapy sources are categorized under Security Group A Category 1. Category 1 has the highest
required level of security measures because of the high level of potential hazard or risk posed when
such sources are not controlled. High dose-rate brachytherapy sources are categorized under Security
Group B Category 2. A security plan is required for both Security Group A and B sources. Security
measures shall be implemented in accordance with CPR Part 26, “Security of Radioactive Sources”
(2007).



The new requirements on the education, training and experience for authorized users, medical
physicists, RSOs and radiotherapy technologists are provided in Sections 44 to 47 of CPR Part 12 and
Sections 46 to 51 of CPR Part 14,

Workers are required to undertake the appropriate refresher course approved by PNRI on radiation
safety every three (3) years.

The new requirements on the specific condition for expired license are provided in Section 12 of CPR
Part 12 and Section 10 of CPR Part 14.

The revised CPRs are available and can be downloaded from the PNRI website
(www@pnri.dost.gov.ph). The documents are in portable document format (pdf).

REQUIRED LICENSEE RESPONSE
Licensees are required to:

a) Comply with all requirements in CPR Parts 12 and 14, as applicable;
b) Revise their Radiation Safety Program and submit the revised version on or before the
renewal of their license.

CONTACT

If you have any questions about the information in this notice, please contact:

MARIA V. B. PALATTAO

Head, Regulations and Standards Development Section
Nuclear Regulatory Division

Philippine Nuclear Research Institute

Tel. No. 929-6011 to 19 local 227

VANGELINE K. PARAMI, Ph.D.
Officer in Charge

Nuclear Regulatory Division
Philippine Nuclear Research Institute
Tel. No. 920-8796

APPROVED:

ALUMANDA M. DELA ROSA, Ph.D.
Director

Date:
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