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ACTION:
Notice of Proposed Rulemaking


Title 17, California Code of Regulations

SUBJECT:
Mammography Machine Identification, R-06-019
PUBLIC PROCEEDINGS:  Notice is hereby given that the California Department of Health Services will conduct written public proceedings, during which time any interested person or such person's duly authorized representative may present statements, arguments or contentions (all of which are hereinafter referred to as comments) relevant to the action described in this notice.

INFORMATIVE DIGEST/POLICY STATEMENT OVERVIEW: 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, §§ 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, most facilities use 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.

The proposed changes to existing state regulations are 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.  

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.  

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.  

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.  

Authority cited:  Sections 100275 and 115060, Health and Safety Code.

Reference:  Sections 115060, 115100, and 115115, Health and Safety Code.

COMMENTS:  Any written comments pertaining to these regulations, regardless of the method of transmittal, must be received by the Office of Regulations by 5 p.m. on 
May 4, 2007, which is hereby designated as the close of the written comment period.  Comments received after this date will not be considered timely.  Persons wishing to use the California Relay Service may do so at no cost.  The telephone numbers for accessing this service are: 1‑800‑735‑2929, if you have a TDD; or 1‑800‑735‑2922, if you do not have a TDD.  Written comments may be submitted as follows:

1.
By mail or hand-delivered to the Office of Regulations, Department of Health Services, MS 0015, 1501 Capitol Avenue, P.O. Box 997413, Sacramento, CA 95899-7413.  It is requested but not required that written comments sent by mail or hand-delivered be submitted in triplicate; or

2.
By fax transmission:  (916) 440-7714; or

3.
By email to regulation@dhs.ca.gov  (it is requested that email transmissions of comments, particularly those with attachments, contain the regulation package identifier “R-06-019” in the subject line to facilitate timely identification and review of the comment), or

4.
By using the "Making Comments on DHS Regulations" link on the Department website at http://www.applications.dhs.ca.gov/regulations/.
All comments, including email or fax transmissions, should include the author’s name and U.S. Postal Service mailing address in order for the Department to provide copies of any notices for proposed changes to the regulation text on which additional comments may be solicited.

INQUIRIES:  Inquiries regarding the substance of the proposed regulations described in this notice may be directed to Jennifer Granger of Radiologic Health Branch at (916) 440-7443.

All other inquiries concerning the action described in this notice may be directed to Cathy Ruebusch of the Office of Regulations at (916) 440-7841, or to the designated backup contact person, Charles E. Smith, at (916) 440-7693.

CONTACTS: In any inquiries or written comments, please identify the action by using the Department regulation package identifier, R-06-019.

AVAILABILITY OF STATEMENT OF REASONS AND TEXT OF REGULATIONS: The Department has prepared and has available for public review an initial statement of reasons for the proposed regulations, all the information upon which the proposed regulations are based, and the text of the proposed regulations.  The Office of Regulations, at the address noted above, will be the location of public records, including reports, documentation, and other material related to the proposed regulations (rulemaking file).  In addition, a copy of the final statement of reasons (when prepared) will be available upon request from the Office of Regulations.

Materials regarding the action described in this notice (including this public notice, the regulation text, and the initial statement of reasons) that are available via the Internet may be accessed at http://www.applications.dhs.ca.gov/regulations/ and then clicking on the “Select DHS regulations” button.

In order to request a copy of this public notice, the regulation text, and the initial statement of reasons be mailed to you, please call (916) 440-7695 (or California Relay at 711/1-800-735-2929), or email regulation@dhs.ca.gov, or write to the Office of Regulations at the address noted above.  Upon specific request, these documents will be made available in Braille, large print, and audiocassette or computer disk.

AVAILABILITY OF CHANGED OR MODIFIED TEXT:  The full text of any regulation which is changed or modified from the express terms of the proposed action will be made available by the Department's Office of Regulations at least 15 days prior to the date on which the Department adopts, amends, or repeals the resulting regulation.

FISCAL IMPACT ESTIMATE:

A.
Fiscal Effect on Local Government:  None.

B.
Fiscal Effect on State Government:  None.

C.
Fiscal Effect on Federal Funding of State Programs:  None.

D.
All cost impacts, known to the Department at the time the notice of proposed 
action was submitted to the Office of Administrative Law, that a representative 
private person or business would necessarily incur in reasonable compliance 
with the proposed action:  The agency is not aware of any cost impacts that a 
representative private person or business would necessarily incur in reasonable 
compliance with the proposed action.
E.
Other Nondiscretionary Cost or Savings Imposed on Local Agencies:  None.

DETERMINATIONS:  The Department has determined that the regulations 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 made an initial determination that the regulations would not have a significant statewide adverse economic impact directly affecting business, including the ability of California businesses to compete with businesses in other states.  

The Department has determined that the regulations 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 the regulations would affect small business.

The Department has determined that the regulations will have no impact on housing costs.

ADDITIONAL STATEMENTS AND COMMENTS:  In accordance with Government Code Section 11346.5(a)(13) the Department must determine 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 proposed action.

No hearing has been scheduled; however any interested person or his or her duly authorized representative may request in writing, no later than 15 days prior to the close of the written comment period, a public hearing pursuant to Government Code Section 11346.8.

For individuals with disabilities, the Department will provide assistive services such as sign-language interpretation, real-time captioning, note takers, reading or writing assistance, and conversion of public hearing materials into Braille, large print, audiocassette, or computer disk.  To request such services or copies in an alternate format, please call or write:  Cathy Ruebusch, Office of Regulations, MS 0015, P.O. Box 997413, Sacramento, CA 95899-7413, voice (916) 440-7841 and/or California Relay 711/1-800-735-2929.  Note:  The range of assistive services available may be limited if requests are received less than ten business days prior to a public hearing.
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