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Initial Statement of Reasons

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

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 explained as follows:

GROUP 4.6, Use of Fluoroscopy Equipment by Physician Assistants, is proposed to be added for structural purposes and is nonsubstantial.

Article 1, Authorization for Physician Assistants to Use Fluoroscopy Equipment, is proposed to be added for structural purposes and is nonsubstantial.

Section 30456 is proposed to be adopted 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.  Subsection (a) is necessary to ensure the PA is aware that they are subject to other requirements of the subchapter unless otherwise specified in the article, as indicated in H&S Code 114872(g).  Subsections (b) and (c) are necessary to clarify that holders of the identified permit are not subject to the cited provisions as it could be construed to subject such persons to duplicative requirements.   

Section 30456.1 is proposed to be adopted to both address the problems and realize the benefits as stated regarding this regulatory action and to inform the community what conditions a PA must meet to lawfully use fluoroscopy X-ray equipment.  
Subsection (a) clarifies to whom the authorization applies.  Subsection (a)(1) requires the PA to hold one of the identified authorizations.  Subsection (a)(1)(A) is necessary to implement AB 356 and identify the required authorization.  However, because AB 356 amended the RT Act, which already provides certifying and permitting processes, by regulation, for use of fluoroscopy X-ray equipment by CRTs, subsection (a)(1)(B) addresses the situation where a PA may already possess an existing authorization to use fluoroscopy equipment.  A PA who possesses the RT-F permit need not obtain the proposed PA-F permit. It is unreasonable to require such a person who has already completed the training requirements for becoming a CRT (17 CCR 30421: about two years of training and education) and completed the additional fluoroscopy education requirements for obtaining the RT fluoroscopy permit (17 CCR 30423: 55 hours of education) to complete the requirements again.  Thus, a PA possessing the RT fluoroscopy permit has already completed more than two years of training, education, and supervised use of radiation equipment including fluoroscopy equipment.  A PA who does not possess the RT fluoroscopy permit would have to obtain the PA fluoroscopy permit. 
Subsection (a)(2) is necessary to ensure the PA is performing procedures in accordance with the PA’s Delegation of Services Agreement
 (DSA), the PAP Act regulations and the RT Act.  This helps clarify that the PA must be in compliance with both the PAP Act and the RT Act. It also ensures that the PA and the community are aware that the PA must be supervised in accordance with both the PAP Act and the RT Act.  It further clarifies how supervision works as it relates to licensed podiatrists.  These provisions are based on Business and Professions Code (BPC) section 3502, 16 CCR 1399.540, the PA Committee’s publications relating to BPC 3502 and 16 CCR 1399.540 (Reference 3), and H&S Code 114872(b). 

Subsection (a)(3) is necessary for ensuring individuals using and supervising the use of fluoroscopy equipment are properly certified or permitted.  Subsection (a)(3)(A) is necessary for determining compliance and for consistency with the PA Committee’s recommendation (Reference 1) that the PA provide a copy of their DSA to each practice site, and provides the practice site the ability to determine the PA’s scope of authorized activities.  AB 356 requires certain documents to be available at the practice site and available for Department inspection upon request. (H&S Code 114872(c).)  Further, the RT Act regulations require certified and permitted persons to maintain certain documents for inspection (17 CCR 30404).  Subsection (a)(3)(B) is necessary to determine if the PA is supervised in accordance with H&S Code 114872(b).  Thus, this subsection provides clarity by identifying those documents that are required to be available for inspection by the Department. 
Article 2, Application Process and Administration of Physician Assistant Fluoroscopy Permits, is proposed to be added for structural purposes and is nonsubstantial.

Section 30456.2 is proposed to be adopted to both address the problems and realize the benefits as stated regarding this regulatory action and to inform the PA community how to become eligible for a PA fluoroscopy permit.  This proposed section would not apply to individuals following the PA-CRT-F pathway pursuant to proposed section 30456.1(a)(1)(B).  This section establishes the eligibility criteria the PA must meet for the Department to consider the PA qualified for issuance of the permit.  Once the PA meets the criteria and the Department determines there is no basis to deny permit issuance, the permit will be issued.
Subsection (a)(1) is necessary to inform the PA applicant what documentation must be submitted to be eligible for the permit.  Subsection (a)(1)(A) is necessary to identify the applicant, allow contact with the applicant and identify where to mail any documents.  Subsection (a)(1)(B) is needed to uniquely identify the applicant and to comply with Family Code section 17520, which addresses child support enforcement.  Subsection (a)(1)(C) is necessary to ensure the applicant is a properly licensed PA as required by H&S Code 114872.  Subsection (a)(1)(D) is necessary to ensure the applicant has completed the required coursework from acceptable instruction providers.  Subsection (a)(1)(E) is necessary to cover costs and is further discussed in proposed section 30456.8.
Subsection (a)(2) is necessary to inform the applicant that he or she must pass a Department-approved examination.  Passage of an examination is needed to ensure the applicant has knowledge and skills to competently and safely use fluoroscopy equipment. 
Subsection (b) is necessary to inform the PA they must renew the fluoroscopy permit. The phrase “notwithstanding section 30403.5” is necessary to clarify that that section does not apply to this new permit.  Section 30403.5 addresses the renewal procedure for currently issued authorizations. Subsection (b)(1) informs the PA what to submit to the Department in order to renew the permit, and when to submit it.  The items listed are necessary to ensure that the renewal application can be matched to Department records.  The 30-day requirement is proposed for consistency with the renewal procedure found in section 30403.5.  Subsection (b)(2) is necessary to identify what information must be submitted regarding continuing education credit, and how often it must be submitted.  Subsection (b)(3) is necessary to cover costs and is further discussed in section 30456.8.  These provisions are based on the current process specified in section 30403.5, so that administration of this new permitting process is consistent with existing permitting processes. 
Subsection (c) is necessary to clarify that holders of the identified permit are not subject to proposed subsection (b) as it could be construed to require such persons to be subject to duplicative requirements.  Though this proposal could be placed into proposed section 30456, it is placed in this section to clearly address the renewal requirement for PAs following the PA-CRT-F pathway.

Subsection (d) is necessary to inform applicants of the Department’s authority under the RT Act to deny certificates or permits.

Section 30456.4 is proposed to be adopted to both address the problems and realized the benefits as stated regarding this regulatory action and  to specify the Department’s approved coursework and clinical training for PAs.  This proposed section would not apply to individuals following the PA-CRT-F pathway pursuant to section 30456.1(a)(1)(B).  In determining necessary coursework and clinical training for a PA, the following documents were reviewed, or searches for relevant documents related to the following were conducted:

· Physician Assistant Practice Act and its accompanying regulations;

· Physician Assistant Committee publications;

· California and other states’ approved PA school curriculum; 

· American Registry of Radiologic Technologists (ARRT);

· Any standards referenced by the American Academy of Physician Assistants     (AAPA) and the California Academy of Physician Assistants (CAPA); and
· American Society of Radiologic Technologists (ASRT).

Of relevance to use of fluoroscopy and radiation protection, the AAPA and ASRT collaborated in developing the “Fluoroscopy Educational Framework for the Physician Assistant” (Framework) published December 2009 (Reference 2), that directly focused on providing education to and ensuring clinical competence of PA’s who use fluoroscopy in their practice.  In evaluating that framework, it was noted that it addressed those areas currently found in CDPH regulations (17 CCR 30423) for training radiologic technologists in fluoroscopy use.  Further, the framework supports the need for a PA to perform procedures so as to become competent to use fluoroscopy equipment and protect themselves, third parties, and above all, the patient.  Therefore, this proposal is based on that framework.
Completion of this coursework and clinical training provides the individual the necessary skills, abilities, and knowledge to use the equipment and should adequately prepare the individual for taking the required examination, crucial for ensuring some level of confidence in the applicant’s ability to safely use the equipment.  The fluoroscopy examination individuals will take was developed by the ARRT, a national organization that recognizes, through a certification process, individuals who are qualified in the use of ionizing radiation for the purposes of diagnostic medical imaging, interventional procedures, and therapeutic treatment.  ARRT developed this examination by conducting a practice analysis, which measures the tasks performed in the workplace.  Through that analysis, ARRT developed the examination’s content specifications
, each one tied to specific tasks performed in the workplace, and developed examination questions that presume the exam taker has performed tasks or procedures using fluoroscopy equipment.  The department believes that a person completing the AAPA/ASRT’s Fluoroscopy Educational Framework coursework will be well prepared to take and be successful on the examination.
Subsection (a) is needed to clarify what coursework and clinical training must be completed and from whom provided. 

Subsection (b)(1) is needed to identify the didactic component of the coursework. This proposal incorporates by reference the didactic component of the “Fluoroscopy Educational Framework for the Physician Assistant” created through the collaboration of the AAPA and the ASRT dated December 2009.  This document is available at: 
http://www.aapa.org/uploadedFiles/content/Common/Files/fluoroscopy_educational_framework_ASRT_AAPA_12-09.pdf (Reference 2.) 
The Department believes that the specified didactic content will provide the PA a strong understanding of equipment, contrast media that is used for increasing visualization of tissues, organs, etc., and operation of fluoroscopy equipment. Further, the content is substantially consistent with section 30423, regarding fluoroscopy training required of RTs.
The requirement that the coursework be no less than 40 hours in length is needed to ensure the student understands the subject matter.  It is based on the hours of instruction specified in 17 CCR 30423(b), H&S Code 114872(c), and the AAPA/ASRT framework. 

Subsection (b)(2) is needed to ensure the PA can become familiar with fluoroscopy equipment use and radiation protection issues.  Completion of at least 40 hours of supervised clinical training is based on the AAPA/ASRT framework.  Equipment from different vendors is generally standardized but each machine may be configured differently, and have fewer or more capabilities than other machines.  This proposal further requires the PA, when performing procedures, to be personally observed by certain qualified individuals since the PA has no experience performing fluoroscopy procedures.  The requirement that only specific qualified individuals may observe the PA’s performance is based on the H&S Code 106965, 106975, 107110, and 114872 because the RT Act specifies who may lawfully administer X-ray to human beings for diagnostic or therapeutic purposes.  The need to define “performance” as used in this subsection is to clarify what activity is being evaluated; namely, effective and safe use of the fluoroscopy equipment and not the PA’s performance of the actual procedure because one of the qualified individuals is not a physician and surgeon.  Competent performance of the procedure may only be determined by the physician and surgeon.
Subsection (c) is necessary to ensure the PA knows how to use the fluoroscopy unit before use on a patient so as to reduce unnecessary radiation exposures due to not being familiar with the equipment.  Documentation of performance is necessary to ensure the PA has actually performed procedures and that the procedures were observed by qualified individuals.  The specific items that must be documented are based on the AAPA/ASRT framework. 
Subsection (d) is needed to specify those entities through which the training must be completed.  To ensure applicants obtain instruction from entities whose instructors have knowledge and skills pertaining to X-ray use, and fluoroscopy in particular, it is necessary to limit such entities.  Under the RT Act, the Department approves schools (H&S Code 114870(d)) that provide the required training in the use of radiography and fluoroscopic X-ray equipment.  Therefore, because the Department has already approved the school and has confidence the schools can provide adequate training these schools are proposed to be acceptable providers.

 As an alternative to coursework providers, the Department considered accepting continuing education (CE) credits through organizations deemed by ARRT to be a Recognized Continuing Education Evaluation Mechanism (RCEEM).  Acceptance of such credits by ARRT is structured such that the provider of the CE activity must be approved by an RCEEM.  However, this alternative was rejected because CE providers develop educational material assuming that the recipient of the CE activity has already completed training and education in the use of ionizing radiation, radiation protection, and has actual work experience with radiation.  A review of both state and national education standards for licensure as a PA indicated that training, education, and experience in radiation use is not addressed.  Thus, it is highly likely that this pathway would not provide the necessary knowledge, skills, and abilities for a PA to either pass a written examination on the material covered in proposed section 30456.4, or to competently and safely use fluoroscopy X-ray equipment.

Section 30456.6 is proposed to be adopted to both address the problems and realize the benefits as stated regarding this regulatory action and to specify the continuing education requirements for PAs holding the PA fluoroscopy permit.  This proposed section would not apply to a PA-CRT-F, except that proposed subsection (c) clarifies that such persons must meet section 30403 to maintain their authorizations under the RT Act.
Subsection (a) is necessary to inform the PA of the timeframe in which to obtain the amount and type of continuing education credits (CEC) for renewal.  The timeframe and the amount of CECs are as specified in H&S Code 114872(e).  However, the proposal requires that four of the 10 CECs be specific to radiation safety for the clinical uses of fluoroscopy.  This is based on the Radiologic Technology Certification Committee’s (RTCC) September 23, 2009 recommendation (Reference 3) (available at: http://www.cdph.ca.gov/services/boards/Documents/RTCC-Minutes-2009-09-23.pdf)  for licentiates and non-licentiates authorized to use fluoroscopy X-ray equipment.  The RT Act created the RTCC to assist, advise, and make recommendations for the establishment of rules and regulations necessary to insure the proper administration and enforcement of the RT Act. (H&S Code 114855.)  Training on fluoroscopy X-ray equipment is important since the equipment emits a much higher radiation dose for purposes of viewing dynamic X-ray studies.  Because of the higher radiation doses present during such studies, operators must be highly vigilant to protect themselves and others from radiation exposures.  Thus, the Department believes that PAs, under AB 356, should be subject to the RTCC’s recommendation to carry out RTCC’s intent to improve radiation protection, radiation safety, and the quality of medical care for the people of California.
Subsection (b) is necessary to clarify what “approved continuing education credits” means and is based on existing section 30400.5.  Because a PA does not work within the dental industry, the Board of Dental Examiners, as found in section 30400.5, is not included in this proposal.
Section 30456.8 is proposed to be adopted to both address the problems and realize the benefits as stated regarding this regulatory action and to specify certain fees.  This proposed section would not apply to a PA-CRT-F because such persons are subject to fees specified in section 30408.
Proposed subsection (a)(1) is needed to cover the costs of the following administrative functions:

1. Processing applications including verification and entering of information into computer database, cashiering of payment, and correspondence with applicant as necessary; 

2. Develop and provide training to staff on regulatory and program policy changes, research and respond to internal and external stakeholders, including preparing written correspondence;

3. Develop and provide training to program technician II (PT II) on regulatory and policy changes associated with the certification program area, and researching and responding to inquires from internal and external stakeholders, including preparing written correspondence.  Analyze laws, regulations and policy changes to determine program impact regarding changes to the existing certification application process or develop new application processes;

4. Evaluating training documentation, conducting quality assurance of technical evaluations and compliance actions; 

5. Notifying applicants of exam dates, locations and times;

6. Reporting scores to applicants, including additional follow up correspondence;

7. Issuing documents; and

8. Maintaining records.  

The proposed application fee of $98 covers the cost of the above functions as follows:

	Estimate for Application Fee

	Staff Classification performing task
	Task #
	Total Program Cost* (A)
	Hourly Rate

(A/1800**)
	Estimated time to complete tasks
	Staff Cost per application (time X rate)

	Program Technician II
	1, 4, 5, & 6
	$ 79,542
	$ 44.19
	0.6 hour
	$ 26.51

	Associate Governmental Program Analyst
	2
	$120,031
	$ 66.68
	0.6 hour
	$ 40.01

	Associate Health Physicist
	3
	$143,313
	$ 79.62
	0.4 hour
	$ 31.85

	Estimated Application Fee*
	$ 98.00

	*Rounded

**1800 hours used to account for staff-leave time.


Proposed subsection (a)(2) is needed to clarify that examination and reexamination fees are as established by entities or organizations approved by the Department to administer Department-approved examinations.  From enactment of the RT Act in 1969, written examinations were conducted on specific days at specific locations by the Department.  In 2000, the Department reviewed and accepted the certification examinations of the ARRT in lieu of the Department’s own diagnostic radiography and radiation therapy examinations, as authorized by H&S Code 107010.  ARRT also administers the Department-developed fluoroscopy examination (Reference 4) for purposes of issuing a fluoroscopy permit to radiologic technologists (17 CCR 30451) and licentiates of the healing arts (17 CCR 30466).  Because the ARRT offers continuous computer-based testing throughout the United States and territories and allows the individual to schedule an examination within a 90-day window for convenience, the Department no longer performs the examination function.  To provide such ubiquitous business services, the ARRT charges its own fee for services related to the availability and convenience of the tests.  Since individuals are given the flexibility to decide when and where they take the required examination, it is necessary that the Department be non-specific regarding the fee charged.  

Proposed subsection (a)(3) is needed to cover the costs of the following administrative functions for renewing authorizations:

1. Compiling, printing and mailing renewal billing notice;

2. Receiving and processing fee submittal;

3. Verifying submitted information is consistent with existing database information, and make changes as needed;

4. Developing and providing training to PT II on regulatory and policy changes associated with the certification program, and researching and responding to inquires from internal and external stakeholders, including preparing written correspondence.  Analyze laws, regulations and policy changes to determine program impact regarding changes to the existing certification application process or develop new application processes;

5. Verifying completion of required CE credits;

6. Contacting and corresponding with applicant as needed;

7. Issuing and mailing new authorization; and

8. Auditing validity of CEC, assisting in developing needed legislative/regulatory changes, compliance actions such as permit revocation/suspension, tracking compliance history, assisting legal staff on technical issues, and conducting quality assurance of program.

The proposed annual renewal fee of $52 covers the cost of the above functions as follows:

	Estimate for Annual Renewal Fee

	Staff Classification performing task
	Task #
	Total Program Cost* (A)
	Hourly Rate

(A/1800**)
	Estimated time to complete tasks
	Staff Cost per application (time X rate)

	Program Technician II
	1, 2, 3, 5 & 6
	$ 79,542
	$ 44.19
	0.35 hour
	$ 15.47

	Associate Governmental Program Analyst
	4
	$120,031
	$ 66.68
	0.25 hour
	$ 16.67

	Associate Health Physicist
	8
	$143,313
	$ 79.62
	0.25 hour
	$ 19.90

	Estimated Annual Renewal Fee*
	$ 52.00

	*Rounded

**1800 hours used to account for staff-leave time.


Subsection (a)(3) also informs the PA that the annual fee will be collected biennially and be twice the annual fee.  Pursuant to H&S Code 107080 the renewal process is annual. However, H&S Code 100305 allows the Department, by regulation, to establish a biennial process.  Current Department permitting and certifying processes are on a two-year renewal cycle.  This proposal is necessary to make the proposed renewal process consistent with the existing renewal processes. 
Subsections (a)(4) and (a)(5) are necessary to inform the PA of fees specified in H&S Code 107080(d) and (e).  The penalty fee of $5.44 and duplicate permit fee of $1.09 are determined as follows:
· Duplicate Permit Fee: $1.09:

· H&S Code 107080(e) fee: $1.00

· 9 cents:  determined in the same manner as the penalty fee.

· Penalty Fee: $5.44:

· H&S Code 107080(d) fee: $5.00;

· 44 cents:  Determined as follows:

· H&S Code 100425 includes fees charged pursuant to section 107080.  The 44 cents accounts for the Legislative authorized increases under the following Budget Acts:

· 1994 (Stats. 1994, ch. 139, § 2.00, p. 833.)

· 1995 (Stats. 1995, ch. 303, § 2.00, pp. 1096 – 1097.)

· 1996 (Stats. 1996, ch. 162, § 2.00, pp. 877 – 878.)

Subsection (a)(6) is necessary to inform the PA what happens if the renewal fee is not paid as specified in H&S Code 107085.  Though this proposal is duplicative of the law, it provides clarity as to what the actual fees are.  
Subsection (b) is necessary to inform the PA community that the fees are subject to adjustment by the Legislature and are not refundable.  Making the fees nonrefundable is necessary because the cost of processing the application is incurred regardless of the applicant passing the review process.  

Article 3, Unauthorized Activities and Validity, is proposed to be added for structural purposes and is nonsubstantial.

Section 30456.10 is proposed to be adopted 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.

Subsection (a)(1) is needed to clarify that the PA may not act in the capacity of a certified supervisor or operator because the law does not identify a PA as such. (H&S Code 114850(i).)  Subsection (a)(2) is needed to inform the PA that H&S Code 114872(f) limits the authorization of the PA fluoroscopy permit.  Subsections (a)(3) and (a)(4) are needed to clarify that the performance of mammography and radiography are prohibited.  Fluoroscopy X-ray equipment possess the technical functional ability to take single X-ray images of the body, including the breast.  However, use of such equipment for mammography is prohibited under the federal Mammography Quality Standards Act (Public Law 102-539, reauthorized at Public Law 105-248 and 108-365) and its regulations (title 21, Code of Federal Regulations, Part 900).  Department regulations also exclude such equipment for mammography purposes pursuant to 17 CCR 30316.  Radiography and fluoroscopy are defined in sections 30400.40 and 30400.85, respectively, and provide the basic equipment parameters of types of X-ray equipment.  Thus, subsections (a)(3) and (a)(4) clarify that the fluoroscopy permit authorizes the performance of fluoroscopy but not radiography or mammography.
Subsection (b) is needed to inform the PA that the issued authorization is valid only if the PA’s license is valid because the PA license establishes the minimum qualification needed to obtain and hold the PA fluoroscopy permit.  If that license is invalid, then the underlying authorization for the PA fluoroscopy permit is lost, making the permit invalid.  This proposal provides further clarification to the healthcare industry that the PA fluoroscopy permit is inextricably tied to the PA’s license.

Article 4, Grounds for Suspension, Revocation, Amendment, or Restriction of Physician Assistant Fluoroscopy Permits, is proposed to be added for structural purposes and is nonsubstantial.

Section 30456.12 is proposed to be adopted to both address the problems and realize the benefits as stated regarding this regulatory action, to specify reasons for taking certain actions, and is needed to inform holders of permits that such authorizations are subject to revocation, suspension, amendment or restriction.  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.
Subsection (a)(1) is needed to inform the permit holder that the RT Act specifies certain reasons authorizations and applications may be denied, revoked or suspended. 
Subsection (a)(2) is needed because the specified authorization is based on the ability of the individual to competently perform the authorized activities and to comply with Department standards.  Further, violation of an order, which is issued when an emergency is identified, is included because such violation can put the public health and safety at risk.

Subsection (a)(3) is needed to inform permit holders that they are subject to the Radiation Control Law and its regulations.  The cited laws and regulations are applicable to the use of any radiation source, including fluoroscopy X-ray equipment.
Subsection (a)(4) is needed because the PA’s license establishes the minimum qualification for the PA fluoroscopy permit.  If the individual’s PA license is revoked, suspended, or limited by the authorizing state agency (i.e., the PA Committee), the individual may no longer meet this minimum qualification.  The PA fluoroscopy permit is valid only if the PA license is valid.

STATEMENTS OF DETERMINATIONS
CDPH 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.  

CDPH 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.

CDPH has determined that there would not be an effect on small business because PAs are not small businesses. 

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

CDPH has determined that no reasonable alternative considered by CDPH or that has otherwise been identified and brought to the attention of CDPH 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 regulatory action, or would be more cost-effective to affected private persons and equally effective in implementing AB 356.

Economic Impact assessment
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.
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