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Initial Statement of Reasons

Summary of the Proposal

This proposal amends regulations as recommended by the Radiologic Technology
Certification Committee (RTCC), clarifying that Whole Body Composition (WBC)
procedures (i.e. the measurement of total and regional whole body fat and lean tissue
mass) are within the existing scope of the X-ray Bone Densitometry (XBD) Permit
Category, and changing the XBD terminology to Dual Energy X-ray Absorptiometry
(DEXA). Nonsubstantial changes are also made.

Authority and Reference

The Department is proposing to adopt, amend, or repeal, as applicable, Title 17,
California Code of Regulations, sections 30400, 30413, 30417, 30418, 30419, 30420,
30427, 30427.2, 30435, 30442, 30443, 30447 and 30461 under the authority provided
in sections 114870 and 131200 of the Health and Safety Code. This proposal
implements, interprets and makes specific sections 106965, 106975, 106990, 107045,
114845, 114850, 114870, 114880, 131050, 131051 and 131052 of the Health and
Safety Code.

Policy Statement Overview

Problem Statement: The existing limited permit scope of the XBD Permit category fails
to clarify whether the permit holder is authorized to perform WBC procedures when so
ordered by a licentiate of the healing arts. The existing name of the XBD permit is
inconsistent with current industry and international terminology and usage.

Objectives: Broad objectives of this proposed regulatory action are to:
e Clarify that the scope of practice for the XBD permit category includes
performance of WBC procedures.
e Address RTCC’s recommendation regarding WBC procedures.
e Revise terminology so it is consistent with industry and international usage.
e Correct errors within existing regulations.

Benefits: Anticipated benefits from this proposed regulatory action are:
¢ Clarification that the scope of practice for the XBD permit category includes
performance of WBC procedures.
e Implementing RTCC’s recommendation regarding WBC procedures.
e Consistent terminology with industry and international usage.
e Clarification of references within existing regulations.

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

The Department evaluated this proposal and determined that, if adopted, it will not be
inconsistent or incompatible with existing state regulations. This evaluation included a
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review of the Department’s existing general regulations. An Internet search of other
state agency regulations determined that no other state regulation addresses the same
subject matter.

Program Background

The Radiologic Technology Act (RT Act), codified in Health and Safety Code (H&S
Code), sections 106965 through 107120 and sections 114840 through 114896, was
enacted into California law in 1969. The RT Act was enacted to protect the public from
excessive or improper exposure to ionizing radiation by establishing standards of
education, training, and experience for persons who use X-rays on human beings and
to prescribe means for assuring that these standards are met. The RT Act requires that
any individual who uses X-rays on human beings meet certain standards of education,
training, and experience. The Department (successor to the Department of Health
Services) is authorized under the RT Act to promulgate regulations to implement the
Act’s provisions. (H&S Code 114870, 131055 & 131200.1) The regulations
implementing the RT Act are codified in Title 17, California Code of Regulations (CCR),
sections 30400 et seq. (17 CCR 304002.)

Pursuant to the RT Act, the Department permits individuals as limited permit X-ray
technicians in specific limited permit categories. (17 CCR 30442.) Limited permits are
permits authorizing the holder to conduct radiologic technology limited to the
performance of certain procedures or the application of X-ray to specific areas of the
human body, except for a mammogram. (H&S Code 114850(e); 17 CCR 30443.) An
individual granted a limited permit is called a limited permit X-ray technician (XT). (17
CCR 30400(a)(27).)

The RT Act also created the Radiologic Technology Certification Committee (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.) This advisory committee consists of six licensed physician
and surgeons, a licensed podiatrist and chiropractor, two certified radiologic
technologists, and a radiological physicist. (H&S Code 114860.) Each member is
appointed by the Department Director from at least three nominees for each position
submitted by appropriate professional associations and societies. (H&S Code 114855.)
Lastly, any regulations adopted by the Department, as recommended by RTCC, shall
be adopted only after consultation with and approval of the committee by six affirmative
votes of those present at an official meeting of the committee. (H&S Code 114880.)

The XBD limited permit category was adopted in 1997 as recommended by the RTCC

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

2 The short format “17 CCR 30400 for a given regulation will be used throughout this document for
brevity.
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to address health industry and technological changes in the types of radiation sources
used to perform densitometric measurements. Historically, such measurements used
radioactive sources, which are not within the purview of the RT Act. However, radiation
machine sources (i.e. X-ray machines) replaced radioactive source use. This source
change, from radioactive to X-ray machine, brought such usage within the purview of
the RT ACT.

Prior to 1997, operation of XBD equipment was limited to use by either: a certified
supervisor and operator (17 CCR 30400(a)(10)) holding either a radiography supervisor
and operator permit (17 CCR 30464) or a radiology supervisor and operator certificate
(17 CCR 30462); a certified diagnostic radiologic technologist (17 CCR 30400(a)(8)); or,
a holder of a special permit (17 CCR 30402). By adopting the XBD limited permit
category, healthcare access increased as new qualified individuals were added to the
workforce.

Currently, XBD focuses on the application of X-ray to the skeleton for measuring bone
density, an indicator of medical conditions such as osteoporosis. Atthe RTCC’s
October 13, 2013 public meeting (Reference 1), the RTCC determined that the scope of
practice for the XBD limited permit category should include performance of WBC
procedures, and that the name of the permit should be changed to body densitometry.
Department staff analyzed the recommendation, prepared material (Reference 2) and
proposed regulations, and presented its conclusions and alternatives for the RTCC'’s
consideration at the RTCC’s April 2, 2014 public meeting. The RTCC discussed the two
presented alternatives and approved the alternative as proposed in this regulatory
action. As presented to (Reference 2) and approved by the RTCC, WBC means the
measurement of total and regional whole body fat and lean tissue mass.

The authority and reference citations of sections being amended, resulting in
nonsubstantial changes pursuant to 1 CCR 100, reflect the reorganization of the
Department of Health Services into the Department of Health Care Services and the
Department of Public Health, pursuant to Senate Bill 162. (Stats. 2006, ch. 241.)

DETAILED DISCUSSION OF EACH REGULATION

The regulations interpreting, specifying, or implementing the RT Act are in 17 CCR
30400 et seq. The proposed changes are explained as follows:

Amend section 30400 to address RTCC’s recommendation to include WBC procedures
within the existing scope of the XBD Permit Category. Subsection (a)(43) (redesignated
to (a)(21)) is amended as approved by the RTCC, in order to clarify that DEXA, as
proposed, includes WBC procedures. The term “X-ray Bone Densitometry” is changed
to “Dual Energy X-ray Absorptiometry” for consistency with industry and international
usage as recommended by the RTCC. The acronym “DEXA” (proposed subsection
(a)(17)) is added for consistency with national and international usage, and for brevity.
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The existing term designations are revised to maintain alphabetical order of the defined
terms, resulting in no regulatory effect.

Amend section 30413. Subsection (a)(4) is amended for consistency with the
redesignation of section 30427.2 to section 30427, resulting in no regulatory effect.

Amend section 30417 to address the RTCC’s recommendation. “X-ray Bone
Densitometry” terminology (subsection (e)) is changed to “DEXA” for consistency with
industry and international usage, as recommended by the RTCC.

Amend section 30418. Subsection (d)(1) is amended for consistency with the
redesignation of section 30427.2 to section 30427, resulting in no regulatory effect.

Amend section 30419. Subsection (c) is amended to correctly refer to section
30418(d), addressing didactic instructors instead of section 30418(c), which addresses
gualifications of program directors for radiologic technologist fluoroscopy permit
schools. This change results in no regulatory effect.

Amend section 30420. Subsection (a)(4)(B) is amended to correctly refer to the
provision addressing investigational levels, by changing the reference to subsection
(b)(5), which does not exist, to subsection (a)(5), resulting in no regulatory effect.

Redesignate section 30427.2 to section 30427 and amend to address the RTCC'’s
recommendation. “X-ray Bone Densitometry” terminology (found in the introductory
paragraph and subsection (a)(3)) is changed to “DEXA” for consistency with industry
and international usage as recommended by the RTCC. The section is redesignated as
section 30427, resulting in no regulatory effect.

Amend section 30435. Subsection (b) is amended for consistency with the
redesignation of section 30427.2 to section 30427, resulting in no regulatory effect.

Amend section 30442 to address the RTCC’s recommendation. “X-ray Bone
Densitometry” terminology (subsection (g)) is changed to “DEXA” for consistency with
industry and international usage, as recommended by the RTCC.

Amend section 30443 to address the RTCC’s recommendation. “X-ray Bone
Densitometry” terminology (subsection (g)) is changed to “DEXA,” and the phrase “or
body” is added for consistency with this proposal and with industry and international
usage, as recommended by the RTCC.

Amend section 30447 to address the RTCC’s recommendation. “X-ray Bone

Densitometry” terminology (subsection (b)) is changed to “DEXA” for consistency with
this proposal and with industry and international usage, as recommended by the RTCC.
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Amend section 30461 to address the RTCC’s recommendation and to make
nonsubstantial corrections. As published, the phrase “The permit categories for
licentiates of the healing arts are:” is missing a subsection designator. The designator
“(a)” is added to correct this error, resulting in no regulatory effect.

Subsection (e) is amended for clarification as discussed regarding proposed subsection
(f). “X-ray Bone Densitometry” terminology (subsection (e)(2)(B)) is changed to
“DEXA,” and “DEXA machine” is added (subsection (e)(2)(C)), for consistency with this
proposal and with industry and international usage, as recommended by the RTCC.

Subsection (f) is needed to clarify that the RTCC’s recommendation does not apply to
the X-ray bone densitometry supervisor and operator permit. It does not apply because
H&S Code section 114870(f)(1)(A) through (C) limits the scope of this permit. This
permit, applicable only to a licensed physician and surgeon, is obtained without
passage of an examination by completing minimal training as specified in 17 CCR
30466(a)(5). That training is specific to the particular X-ray bone densitometer (XBD)
the physician will use and the XBD permit authorization is limited to the measurement of
bone density of the heel, wrist or finger. (H&S Code 114870(f)(1)(C); 17 CCR
30467(a)(3).) Currently, only four individuals hold an active XBD supervisor and
operator permit. (Reference 2, page 2.) Because XBD and DEXA machines can be a
single machine that, with the addition of software, can calculate both fat or muscle mass
density and bone density, subsection (f) clarifies that the permit holder can use or
supervise the use of XBD or DEXA machines provided it is done so in accordance with
the limitations specified in section 30467(a)(1) through (a)(3).

Documents Relied Upon (References)
1. RTCC meeting minutes of October 23, 2013.

2. Handout for RTCC April 2, 2014 meeting.

3. National Health and Nutrition Examination Survey, Centers for Disease Control
and Prevention:

a. Plan and Operations, 1999-2010, August 2013; Accessed November 8,
2017: http://www.cdc.gov/nchs/data/series/sr_01/sr01_056.pdf

b. Technical Documentation for the 1999-2004 Dual Energy X-ray
Absorptiometry (DXA) Multiple Imputation Data Files, February 2008;
Accessed November 8, 2017:
https://wwwn.cdc.gov/nchs/data/nhanes/dxa/dxa_techdoc.pdf

c. Body Composition Procedures Manual, December 2000; Accessed
November 8, 2017: http://www.cdc.gov/nchs/data/nhanes/bc.pdf

4. International Atomic Energy Agency, Dual Energy X Ray Absorptiometry for
Bone Mineral Density and Body Composition Assessment, IAEA Human Health
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Series No. 15; 2010. Accessed November 8, 2017: http://www-
pub.iaea.org/MTCD/Publications/PDF/Pub1479_ web.pdf

Consideration of Reasonable Alternatives

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 regulatory action, or would be more cost-effective to affected private
persons and equally effective in addressing the RTCC’s recommendations.

STATEMENTS OF DETERMINATIONS and ECONOMIC IMPACT ASSESSMENT

The 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.

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 regulations affect the following as described:

1. The creation or elimination of jobs within the State of California. Because
this proposal clarifies the limited permit scope of practice for the DEXA, as
proposed, permit category, it may create new job opportunities for existing and
future permit holders.

2. The creation of new businesses or the elimination of existing businesses
within the State of California. Though new businesses may be created to offer
DEXA services due to expansion of an individual’s DEXA permit scope, no
significant effect is expected, due to the limited nature of such services.
Elimination of existing businesses is not expected since the individual’s permit
scope would expand instead of diminish.

3. The expansion of businesses currently doing business within the State of
California. Though businesses may be able to offer additional services with
existing staff, in that an individual’'s permit scope expands, no significant effect is
expected.

4, The benefits of the regulation to the health and welfare of California
residents, and increases worker safety. This proposal provides benefits to the
health and welfare of California residents and increases worker safety, because it
ensures only qualified individuals perform WBC procedures. This proposal would
not significantly affect the state’s environment, because the radiation energy
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emitted from the use of X-ray equipment dissipates to normal atomic structures
without environmental contamination.

The Department has determined that there would be an effect on small businesses,
because they will be legally required to comply with the regulation. If the small business
fails to comply with the regulation, the small business may incur a detriment in the form
of a civil penalty. Under the proposed regulations, however, small businesses are
expected to have a larger pool of individuals that can perform WBC procedures. This
will likely allow for greater compliance by small businesses and may decrease violations
and thus civil penalties assessed.

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