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ACTION:
Notice of Proposed Rulemaking


Title 17, California Code of Regulations

SUBJECT:
Fluoroscopy Permit Requirements for Physician Assistants, DPH-10-006
PUBLIC PROCEEDINGS:  Notice is hereby given that the California Department of Public Health will conduct written 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.

HEARING:  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, should a public hearing be scheduled, the Department will provide assistive services such as sign-language interpretation, real-time captioning, note takers, reading or writing assistance, and conversion of written public hearing materials into Braille, large print, audiocassette, or computer disk.  Note:  The range of assistive services available may be limited if requests are received less than ten business days prior to a public hearing.  

To request such services or copies of materials in an alternate format, please write to Rosalie Dvorak-Remis, Office of Regulations, MS 0507, P.O. Box 997377, Sacramento, CA 95899-7377, or call (916) 440-7683, or use the California Relay Service by dialing 711.

WRITTEN COMMENT PERIOD:  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 January 14, 2013, 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 by dialing 711.
Written comments may be submitted as follows:

1.  By email to:  regulations@cdph.ca.gov.  It is requested that email transmission of   

     comments, particularly those with attachments, contain the regulation package

     identifier “DPH -10-006” in the subject line to facilitate timely identification and review

     of the comment; or

2.  By fax transmission:  (916) 440-5747; or

3.  By mail to:  Office of Regulations, California Department of Public Health, MS 0507, P.O. Box 997377, Sacramento, CA 95899-7377; or hand-delivered to:  1616 Capitol Avenue, Sacramento, CA 95814.  It is requested but not required that written comments sent by mail or hand-delivered be submitted in triplicate.

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.

INFORMATIVE DIGEST/POLICY STATEMENT OVERVIEW:  
Summary of the Proposed Regulations

For purposes of implementing Assembly Bill (AB) 356 (Statutes of 2009, chapter 434), the proposed regulations would establish the requirements for an individual, who is licensed as a Physicians Assistant (PA) in California, to obtain a permit to operate fluoroscopy X-Ray equipment on a human being.  The proposed regulations would establish the requirements for obtaining and renewing the permit, would set forth the work scope limitations under the permit, would establish standards for revoking or suspending the permit, and would establish the fees for obtaining and renewing the permit.

Policy Statement Overview 

Problem Statement:  Because AB 356 requires the California Department of Public Health (Department) to implement, interpret, or make specific enacted provisions, regulations are required.  Existing Department regulations do not address the provisions specified in AB 356.  

Objectives:  Broad objectives of this proposed regulatory action are to:

· Implement AB 356.

· Provide well-defined procedures that allow a PA to obtain the permit.

· Specify the expanded scope-of-work for a PA who obtains the permit.

Benefits:  Anticipated benefits, including nonmonetary benefits, from this proposed regulatory action are:

· Protect the public’s health and welfare by ensuring that PAs can safely and competently use fluoroscopic X-ray equipment, thereby reducing unnecessary radiation exposure to the public during X-ray procedures.

· Protect worker safety by ensuring users of fluoroscopy X-ray equipment can safely and competently keep radiation exposures to themselves and other workers to a minimum.  
· Provide specific guidance as to the procedures necessary for a PA to obtain the permit.

· Clarify the expanded scope-of-work for a PA who obtains the new permit.

· Specify the new permit application and renewal processes.

Evaluation as to whether the proposed regulations are inconsistent or incompatible with existing state regulations:  

The Department evaluated this proposal and determined that it, if adopted, will not be inconsistent or incompatible with existing state regulations.  This evaluation included a review of the Department’s existing general regulations and those regulations specific to the implementation of the Radiologic Technology Act (RT Act).  That review found that some existing RT Act regulations could be construed to be inconsistent with some provisions of AB 356.  This proposal, if adopted, would clarify and remove those inconsistencies.  An Internet search of other state agency regulations, including regulations of the Physician Assistant Committee, determined that no other state regulation addresses the same subject matter. 

Purpose and Authority

Previous to the enactment of AB 356, the Radiologic Technology Act (RT Act), codified at Health and Safety Code (H&S Code), sections 106965 through 107120 and sections 114840 through 114896, was enacted into California law in order to protect the public from excessive or improper exposure to ionizing radiation.  The RT Act required that any individual who uses X-ray equipment on human beings meet certain standards of education, training, and experience.  The California Department of Public Health (CDPH or Department) (successor to the Department of Health Services) was authorized under the RT Act to promulgate regulations to implement the Act’s provisions. (H&S Code 131055 & 131200.
)

Under the RT Act, it is unlawful for any individual to administer diagnostic or therapeutic X-ray, including X-ray associated with fluoroscopy, on human beings unless an individual is certified or permitted to do so after having met certain requirements relating to education, clinical training, and experience. (H&S Code 106965, 106975, & 107110.) Currently, there are essentially two categories of certified/permitted individuals; namely, licentiates of the healing arts (hereinafter called “licentiates”) and non-licentiates.  Licentiates are licensed medical, osteopathic, chiropractic, and podiatric doctors (e.g. MD, DO, DC, DPM). (H&S Code 114850(h)(1).)  Individuals not so licensed are categorized as non-licentiates and include radiologic technologists (RT) and limited permit X-ray technicians. (H&S Code 114850(d) & (e), respectively; title 17, California Code of Regulations (17 CCR 30446
).) 

Previous to the enactment of AB 356, in order to operate fluoroscopy equipment in a medical setting, individuals, including Physicians Assistants (PAs), who were not licentiates, were required, under the RT Act and regulations implementing the Act, to successfully complete two years of coursework and training, and pass an examination, to obtain a CDPH-issued radiologic technologist certificate, and then complete an additional 55 hours of course work and training to obtain a radiologic technologist fluoroscopy permit.  

Effective January 1, 2010, AB 356, amendments to the RT Act provided for an alternative permit, the Physician Assistant Fluoroscopy Permit, under which PAs could operate fluoroscopic equipment in a medical setting.  To obtain the PA fluoroscopy permit, the PA was not required to complete the two years of coursework for, and obtain, a radiologic technologist certificate, but rather could complete a more compact set of educational and clinical training requirements, and pass an examination, specific to the knowledge and skills needed to operate fluoroscopy equipment in medical settings.  

Therefore, this proposal establishes the regulations necessary to implement AB 356 and administer this new permitting program.  AB 356 requires a PA’s supervising physician to also have a fluoroscopy permit. However, the regulatory requirements for a physician to obtain the proper authorization are already established. (17 CCR 30460 – 30468.)

Because an individual can be both licensed as a PA and as a certified radiologic technologist (CRT) with an RT fluoroscopy (F) permit (hereinafter called a “PA-CRT-F”), this proposal provides two pathways for authorization; namely, the PA-F permit pathway, or the PA-CRT-F pathway.  If the PA is also a CRT but does not hold the RT-F permit, the individual would have to decide which pathway to follow; namely, the PA-CRT-F pathway or the PA-F pathway.

· For those following the PA-F permit pathway, all proposed sections are applicable because it establishes how a PA obtains the PA-F permit and complies with other administrative requirements applicable only to the PA-F permit.  Under this pathway, the PA license establishes the legal authorization for obtaining this new permit, making the permit inextricably tied to the PA license: if the PA license becomes invalid, the permit automatically becomes invalid.  In essence, this pathway expands the PA’s scope of practice via the PA fluoroscopy permit only into the performance of fluoroscopy procedures that have been indicated on the PA’s delegated services agreement in accordance with the Physician Assistant Practice Act (PAP Act).

· For those following the PA-CRT-F pathway, only proposed section 30456 applies and, as needed for clarity, other sections, as discussed below, that may refer to those following the PA-CRT-F pathway.  Under this pathway, the PA license is not the underlying establishing authorization because these individuals’ authorizations were established under the RT Act.  Under this pathway, a person’s RT Act authorization as a CRT and possession of the RT fluoroscopy permit are not tied to the PA license.  This pathway expands the PA’s scope of practice much more broadly into the use of both radiographic and fluoroscopic procedures because of the individual’s CRT and CRT-F authorization.  Thus, the individual can perform functions for which they are authorized under both the RT Act and the PAP Act.  

Authority & Reference CITATIONS:
The Department is proposing to adopt, amend, or repeal, as applicable, the following regulation sections under the authority provided in sections 114872 and 131200 of the Health and Safety Code.  This proposal implements, interprets and makes specific sections 100305, 100425, 106995, 107080, 107085, 114872, 131050, 131051 and 131052 of the Health and Safety Code.  The proposed changes are:

Adopt GROUP 4.6, Use of Fluoroscopy Equipment by Physician Assistants, for structural purposes.

Adopt Article 1, Authorization to Physician Assistants to Use Fluoroscopy Equipment, for structural purposes.

Adopt section 30456 to both address the problems and realize the benefits as stated regarding this regulatory action and to inform PAs of existing applicable provisions and that certain proposed provisions do not apply if the PA holds a radiologic technologist fluoroscopy permit.
Adopt section 30456.1 to both address the problems and realize the benefits as stated regarding this regulatory action and to identify the conditions a PA must meet to lawfully use fluoroscopy X-ray equipment.

Adopt Article 2, Application Process and Administration of Physician Assistant Fluoroscopy Permits, for structural purposes.

Adopt section 30456.2 to both address the problems and realize the benefits as stated regarding this regulatory action and to identify the eligibility requirements for a PA fluoroscopy permit as specified in H&S Code 114872.  This proposed section would not apply to individuals following the PA-CRT-F pathway.

Adopt section 30456.4 to both address the problems and realize the benefits as stated regarding this regulatory action and to specify the Department’s approved coursework in fluoroscopy for PAs.  This would not apply to individuals following the PA-CRT-F pathway. The didactic component of the “Fluoroscopy Educational Framework for the Physician Assistant
” created through the collaboration of the American Academy of Physician Assistants (AAPA) and the American Society of Radiologic Technologists (ASRT), dated December 2009, is incorporated by reference.  Coursework consists of 40 hours didactic instruction and 40 hours of supervised clinical training.  Acceptable coursework providers are specified. 
Adopt section 30456.6 to both address the problems and realize the benefits as stated regarding this regulatory action and to specify the continuing education requirements for renewal.  This proposed section would not apply to a PA-CRT-F except that the section clarifies that such persons must meet section 30403.

Adopt section 30456.8 to both address the problems and realize the benefits as stated regarding this regulatory action and to specify fees.  This proposed section would not apply to a PA-CRT-F because such persons are subject to fees specified in existing section 30408.

Adopt Article 3, Unauthorized Activities and Validity, for structural purposes.

Adopt Section 30456.10 to both address the problems and realize the benefits as stated regarding this regulatory action and to specify restrictions placed on the PA fluoroscopy permit.  This proposed section would not apply to a PA-CRT-F because such persons are subject to other certifying requirements and restrictions under the RT Act and its regulations.

Adopt Article 4, Grounds for Suspension, Revocation, Amendment, or Restriction of Physician Assistant Fluoroscopy Permits, for structural purposes.

Adopt Section 30456.12 to both address the problems and realize the benefits as stated regarding this regulatory action and to specify the reasons for taking certain actions and to inform holders of permits that such authorizations are subject to revocation, suspension, amendment or restricting.  This proposed section would not apply to a PA-CRT-F because such persons are subject to other certifying requirements and restrictions under the RT Act and its regulations.
FORMS INCORPORATED BY REFERENCE:  N/A
MANDATED BY FEDERAL LAW OR REGULATIONS:  N/A  

OTHER STATUTORY REQUIREMENTS:  N/A   

LOCAL MANDATE:  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. 
FISCAL IMPACT ESTIMATE: 
A.
Fiscal Impact on Local Government:  There will be an impact as described in item B.1 below.
B.
Fiscal Impact on State Government: 

1.  State agencies that hire Physician Assistants (PA) and pay for the PA’s licensure and require and pay for the PA to obtain and maintain the proposed PA fluoroscopy permit would be subject to the proposal.  However, such payment is within the agencies’ discretion and an estimated total cost cannot be made.  Cost per PA is a one-time application fee of $98 and annual renewal fee of $52.  

2.  Based on the CAPA survey results and the PA Committee information, total applicant pool is estimated at 70% of the total number of licensed PA’s or approximately 5,553 applicants.  However, because this proposal addresses PA’s who may not need to obtain the new PA fluoroscopy permit and obtaining the new permit is discretionary, the actual number cannot be accurately estimated.  For purposes of this fiscal estimate, 5,553 applicants are assumed.

CAPA survey information (Dec. 22, 2010):

· Members were asked if they would be interested in obtaining the new permit.

· Number (#) of CAPA membership as of March 1, 2011 = 3,978

· # of responding members = 1,593:  40% of total members

· # of yes responses = 1,132:  28% of total members

· % of respondents expected to apply = 71 %


Physician Assistant Committee information:

· 7,933= Current/renewed licenses (December 2010) (Reference 5) from website: http://www.pac.ca.gov/licensees/license_123110.pdf
Estimated percentage of applicant pool:

· 70% of total licensed PAs or approximately 5,553 applicants.  70% is used for purposes of this fiscal estimate.  Actual numbers will vary.

This proposal would charge an application fee of $98 and an annual renewal fee of $52.  Assuming there are 5,553 applicants for the permit the first year, the Radiation Control Fund (RCF) would receive a one-time increase of $544,194 ($98 times 5,553) due to application fees and, annually thereafter, $288,756 ($52 times 5,553) due to renewal fees.  

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

D.
Fiscal IMPACT on Private Persons or Businesses Directly Affected:  There will be a fiscal impact on private persons who wish to obtain the new permit.  This proposal would charge an application fee of $98 and an annual fee of $52.  

E.
MANDATE ON LOCAL AGENCIES OR SCHOOL DISTRICTS: None.
F.  
OTHER NON-DISCRETIONARY COST OR SAVINGS IMPOSED UPON LOCAL AGENCIES:  None.

G.  
EFFECT ON SMALL BUSINESSES:  These proposed regulations will not affect small businesses because Physician Assistants are not small businesses.  
HOUSING COSTS: The Department has determined that the regulations will have no impact on housing costs.  
SIGNIFICANT STATEWIDE ADVERSE ECONOMIC IMPACT DIRECTLY AFFECTING BUSINESS, INCLUDING ABILITY TO COMPETE: The Department has made an initial determination that the regulations would have no significant statewide adverse economic impact directly affecting business, including the ability of California businesses to compete with businesses in other states. 
RESULTS OF THE ECONOMIC IMPACT ANALYSIS:  CDPH analyzed whether and to what extent this proposal affects the following:

1.
The creation or elimination of jobs within the State of California.  This proposal may create new jobs to address the establishment of a new permit.  Creation of new jobs is likely to be not significant because this proposal only expands the scope of practice of a PA, applies to a limited pool of individuals, and obtaining the new permit is discretionary. 

2.
The creation of new businesses or the elimination of existing businesses within the State of California.  This proposal may create new businesses to address the establishment of a new permit.  Creation of new businesses is likely to be not significant because the proposal only expands the scope of practice of a PA, applies to a limited pool of individuals, and obtaining the new permit is discretionary.

3.
The expansion of businesses currently doing business within the State of California.  Businesses may expand somewhat to meet the training needs of new clientele.  Expansion is likely to be not significant because the proposal only expands the scope of practice of a PA, applies to a limited pool of individuals, and obtaining the new permit is discretionary.

4.
The benefits of the regulation to the health and welfare of California residents, and increases worker safety.  This proposal significantly increases the benefits to the health and welfare of California residents and worker safety because it ensures users of fluoroscopy X-ray equipment can safely and competently keep a patient’s radiation exposure to a minimum and protect themselves, and other workers, from receiving unnecessary radiation exposure.  This proposal would not affect the state’s environment because the radiation energy emitted from the use of fluoroscopy X-ray equipment dissipates to normal atomic structures without environmental contamination.

COST IMPACTS ON REPRESENTATIVE PERSON OR BUSINESS: There will be a fiscal impact on private persons who wish to obtain the new permit.  This proposal would charge an application fee of $98 and an annual fee of $52.  
BUSINESS REPORT: None

ALTERNATIVES STATEMENT:  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 or would be more cost-effective to affected private persons and equally effective in implementing the statutory policy or other provision of law.  
CONTACT PERSON:  Inquiries regarding the substance of the proposed regulations described in this notice may be directed to Phillip Scott of the Center for Environmental Health, at (916) 440-7978 or Rosalie Dvorak-Remis at (916) 327-4310.

All other inquiries concerning the action described in this notice may be directed to Rosalie Dvorak-Remis, Office of Regulations, at (916) 327-4310, or to the designated backup contact person, Alana McKinzie at (916) 440-7689.
In any inquiries or written comments, please identify the action by using the Department regulation package identifier, DPH-10-006:  Fluoroscopy Permit Requirements for Physician Assistants.

AVAILABILITY OF STATEMENT OF REASONS, TEXT OF PROPOSED REGULATIONS, AND RULEMAKING FILE:  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, 1616 Capitol Avenue, Sacramento, CA 95814, will be the location of public records, including reports, documentation, and other material related to the proposed regulations (rulemaking file).  

In order to request that a copy of this public notice, the regulation text, and the initial statement of reasons or alternate formats for these documents be mailed to you, please call (916) 327-4310 (or the California Relay Service at 711), send an email to regulations@cdph.ca.gov, or write to the Office of Regulations at the address previously noted.  Upon specific request, these documents will be made available in Braille, large print, 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.

AVAILABILITY OF FINAL STATEMENT OF REASONS: A copy of the final statement of reasons (when prepared) will be available upon request from the Office of Regulations.

AVAILABILITY OF DOCUMENTS ON THE INTERNET: 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 www.cdph.ca.gov by clicking on these links, in the following order:  Decisions Pending and Opportunity for Public Participation > Regulations > Proposed.

CALIFORNIA DEPARTMENT OF PUBLIC HEALTH

Date: 




Ron Chapman, MD, MPH


Director

� This short format “H&S Code 131055” for a given Health and Safety Code section will be used throughout this document for brevity.





� This short format “17 CCR 30446” for a given regulation section in title 17, California Code of Regulations will be used throughout this document for brevity.


� 	 Available at: � HYPERLINK "http://www.aapa.org/uploadedFiles/content/Common/Files/fluoroscopy_educational_framework_ASRT_AAPA_12-09.pdf" �http://www.aapa.org/uploadedFiles/content/Common/Files/fluoroscopy_educational_framework_ASRT_AAPA_12-09.pdf� (accessed on October 11, 2012).
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