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INITIAL STATEMENT OF REASONS

SPECIFIC PURPOSE OF THE REGULATION AND RATIONALE

The Legislature of the State of California determined “that the public interest requires that the people of this state be protected from excessive and improper exposure to ionizing radiation.” (Health & Saf. Code, § 114840.)  In this regard, the Legislature established a legal framework for the use of radioactive materials, registration of radiation producing machines, certification in radiologic technology and nuclear medicine technology, and the collection of fees from the radiation user community for the provision of a radiation safety program. 

The Radiation Control Law (Health & Saf. Code, § 114960 et seq.) authorizes the Department of Health Services (Department) to promulgate regulations regarding sources of ionizing radiation for the protection of the health and safety of the public and radiation workers.  The Mammography Quality Assurance Act of 1992 (Stats. 1992, ch. 870) requires the Department to adopt registration and certification requirements for mammography equipment. (Health & Saf. Code, § 115060 subd. (e).) The regulations that implement, interpret and make specific the provisions of the Radiation Control Law and the Mammography Quality Assurance Act of 1992 are in title 17, California Code of Regulations (17 CCR),  §§ 30100 through 30468.

Mammography has been recognized as an effective tool to screen and diagnose breast cancer. The California legislature declared that: "Mammography screening is a key to early detection of 30 to 40 percent of cancers before they can be felt.  Mammography screening is only useful, however, if it is of high quality.” (Stats. 1992, ch. 870, §1(f), pg. 3484.)  
This proposal addresses identification of mammography X-ray machines by facility staff, medical physicists, and Department inspectors.  The current requirement has lead to confusion. Each mammography X-ray machine is made up of several components such as the X-ray tube, collimator assembly, generator, cassette holder, control, etc. Thus, multiple component serial numbers are available on each machine. Some of these components are readily replaceable should they malfunction or require updating with new technology, but in no way constitute an entire machine replacement. Because a facility often contains more than one X-ray machine, a machine identification number to track the machine for inventory control purposes.  That number is also required by the Department in 17CCR 30316.50(a)(7) to ensure clinical images produced by use of a particular machine are matched to that machine to ensure the images meet required image quality standards.  During inspections, the Department currently uses the facility’s machine identification number to locate and identify each machine.  For medical physics surveys, the medical physicist, Department, and facility staff currently review results for a particular mammography X-ray machine using the facility’s machine identification number. The serial numbers on the machines, placed there by the manufacturer and recorded and submitted to the Department by the facility, are also checked against Department records.  This practice results in redundant crosschecking and confusion when components have been replaced.  Thus, the proposed changes are needed for clarity and to reduce burdensome activities.  Facilities have requested this change in identification mechanism for the Department to reduce their identification requirements in their reporting procedures to the Department and the Department sees this as reasonable and easier for the Department to use in its processes than the current system of serial number identification.

The proposed changes to existing state regulations are explained as follows:

Section 30315.33, Complete Facility Application. 

Subsection (a)(15)(A) is proposed to be amended to clarify the contents of a complete application as it relates to X-ray machine information to require the facility to identify and supply the facility’s unique mammography X-ray machine identification number on the application to the Department to receive a Facility Accreditation Certificate.  

An application for obtaining a Facility Accreditation Certificate must clearly identify each mammography X-ray machine possessed by the facility making application. The Department must be able to identify each machine for purposes of monitoring and evaluating the facility’s quality control and verification that use of the mammography system, as defined in § 30315.10(b)(27), results in quality images.  The machine’s manufacturer and model number as well as the radiation machine identification number are needed to clearly identify one machine from another within the facility. Thus, the proposal reduces confusion as to how the facility identifies the machine to the Department in its application for a Facility Accreditation Certification.  Facilities will no longer need to list the control serial number for the mammography system. Rather, they will use the facility x-ray machine identification number.
Section 30316.60, Medical Physicist Survey Reports.
Subsection (c) is proposed to be amended to require the medical physicist to identify in his/her annual report each mammography X-ray machine by the facility’s radiation machine identification number.  

The radiation machine must be identified because every three years each machine undergoes a clinical image review to ensure its use result in quality images.  Thus, the proposal ensures individual machine information can be properly matched to the actual X-ray machine tested when the facility and/or the Department reviews the medical physicist’s report to determine machine functioning.

Section 30317, General Facility Requirements. 

New subsection (g) is proposed to require mammography facilities to maintain an inventory of each mammography X-ray machine, uniquely identify the machine, and to permanently affix that number to the machine.  

This is needed to reduce confusion surrounding identification of machines.

It is common practice for facilities to inventory their equipment.  Thus, the vast majority of facilities already have an inventory control system in place with a unique identification number for each x-ray machine.  Since this is common practice, the requirement to identify each mammography machine by a unique radiation machine identification number will not, in the vast majority of instances, create additional work for the facility.  If, for some reason, a small facility has only one mammography X-ray machine and does not need a specific inventory control system, they could use the manufacturer’s serial number as their unique radiation machine identification number.  The Department does not specify how the facility determines the unique radiation machine identification number, only that the facility has one for each mammography X-ray machine it possesses in its facility. Thus, this requirement would not create any additional burden on a small facility with only one mammography X-ray machine.

Section 30319.20(b), Record Keeping Requirements.
Subsections (b) and (c) are proposed to be amended to require certain facility records to identify each mammography X-ray machine by using the facility’s radiation machine identification number.  

Consistent identification of mammography X-ray machines possessed by a facility in record keeping requirements allow for ready identification of each machine by the Department for verification of calibration, maintenance and quality control testing and receipt, transfer and disposal of mammography X-ray machines.  This facilitates inspections processes conducted by the Department and assists the Department and facility in identifying problems and finding solutions to ensure quality imaging and patient care.

CONSIDERATION OF REASONABLE ATLERNATIVES

No other alternative considered was deemed less burdensome for facilities due to the need to ensure each machine is capable of producing quality images that are used by physicians to make medical decisions affecting the patient’s health.  This proposal ensures each machine can be uniquely identified for evaluation.  It further provides the facility flexibility, removes confusion as to what number must be used to identify the machine, and reduces the burdensome activities of multiple serial number specification in applications and reports and other record keeping required by the Department.  

DUPLICATION OR CONFLICTS WITH FEDERAL REGUATIONS

This proposal does not duplicate or conflict with any federal regulations.

STATEMENTS OF DETERMINATIONS

The Department of Health Services ("Department") has determined that the proposed regulatory action would have no significant adverse economic impact on California business enterprises and individuals, including the ability of California businesses to compete with businesses in other states.  Thus, there will be no significant adverse economic impact on California businesses.

The Department has determined that the regulation would not impose a mandate on local agencies or school districts, nor are there any costs for which reimbursement is required by part 7 (commencing with Section 17500) of division 4 of the Government Code.

The Department has determined that the regulation would not significantly affect the following:

1.
The creation or elimination of jobs within the State of California. 

2.
The creation of new businesses or the elimination of existing businesses within the State of California. 

3.
The expansion of businesses currently doing business within the State of 
California. 

The Department has determined that there would be an effect on small business because they will be legally required to comply with the regulation and may incur a detriment from the enforcement of the regulation. 

The Department has determined that no reasonable alternative considered by the Department or that has otherwise been identified and brought to the attention of the Department would be more effective in carrying out the purpose for which the action is proposed or would be as effective and less burdensome to affected private persons than the emergency action.
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