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For Discussion Only
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Background: The Radiation Control Program in the Division for Regulatory Services protects and promotes the
physical and environmental health of Texas citizens. The program includes licensing, registration, inspection,
enforcement, and emergency response functions for the use of radioactive material and radiation machines. The
program regulates approximately 1,600 licensees and 16,000 registrants.

The program routinely processes complaints received and resolved, new and renewed registrations, disciplinary
actions taken, and violation trends. The number and types of complaints received, enforcement actions,
inspections performed, and registration actions are continuously monitored and evaluated.

The program charges fees for issuing licenses and registrations and is entirely fee funded.

Summary: The purpose of the amendment is to cover the costs of operating the Radiation Control Program to
ensure continued protection of the public, workers, and the environment from unnecessary exposure to radiation.

House Bill 1, the General Appropriations Act (82nd Legislature, Regular Session 2011), Rider 59 directs DSHS
to evaluate regulatory programs in Consumer Protection Services, which includes the Radiation Control Program,
to determine whether new fees can be assessed or existing fees increased in order to equal or exceed the
appropriations to these programs and the associated "other direct and indirect costs" appropriated in this Act.
DSHS collects fees to recover the costs of implementing the Radiation Control Program, in accordance with
Health and Safety Code, Section 401.301(b). DSHS is also authorized to collect fees under Section 401.302 from
each nuclear reactor or other fixed nuclear facility in the state that uses special nuclear material.

The Radiation Control Program was evaluated to determine the level of increase in fees based on the following
criteria: the date of the last fee increase for the specific program area; the percentage of costs above revenue for
the specific program; and the cost of impacted permits compared to other similar permits.

The program was also evaluated to determine the increase in direct and indirect costs and program workloads
imposed on the Licensing, Inspection, Incident and Investigation, Policy/Standards/Quality Assurance, and
Enforcement Programs due to a United States Nuclear Regulatory Commission (NRC) mandated implementation
of increased controls requirements in June 2006, for all licensees that possess risk-sensitive quantities of
radioactive material,. As an agreement state, Texas must adopt rules that are compatible with the NRC.

The amendment increases the fees for certification of mammography systems and mammaography machines used
in interventional breast radiography to be commensurate with comparable United States Food and Drug
Administration fees. The rule revision increases the fees for mammography accreditation to reflect an increase in
the amount the American College of Radiology charges DSHS to perform image reviews.

The rule complies with the four-year review of agency rules in Government Code, Section 2001.039.




After the amended rule becomes effective on January 1, 2012, DSHS anticipates a gain in revenue of
approximately $1,392,776 for Fiscal Year 1 and approximately $2,089,165 for Fiscal Years 2-5.

There will be an anticipated fiscal impact to persons, small businesses or micro-businesses as a result of this
amended rule because most current fees will increase to cover program costs. (See attached chart.)

Key Health Measures: The rule changes will increase fees for radioactive material licenses, evaluation of a
sealed source and/or device, certification of mammography systems and mammography machines used for
interventional breast radiography, accreditation of mammography facilities, and certificates of registration. In
addition, proposed fee amounts have been adjusted for administrative practicality. The increase of fees will allow
DSHS to comply with the General Appropriations Act and obtain revenue to cover costs of the Radiation Control
Program.

The effectiveness of the revised rule will be indicated by an increase in revenue to DSHS that is tracked by
DSHS's Budget Office and documented in an annual fee report published in the DSHS's Fee Resource Manual to
ensure DSHS is recovering 100% of regulatory costs to continue implementation of the Radiation Control
Program.

Summary of Input from Stakeholder Groups: Stakeholder input was not obtained during the development of
the revised rule due to time constraints to propose rules mandated by the Legislature.

The Texas Radiation Advisory Board (TRAB) reviewed the proposed rule at their August 19, 2011, meeting and
recommended that the proposed rule be forwarded to the State Health Services Council for consideration.

Stakeholder input will be solicited by posting the proposed rule on the program's website, making notification of
its availability by using email listservers, and distributing the draft and proposed rule to DSHS staff and the
TRAB for comment.

Proposed Motion:
Motion to recommend HHSC approval for publication of the rule contained in agenda item #4.a

Approved by Assistant Commissioner/Director:  Kathryn C. Perkins, R.N.,M.B.A. Date: 7/27/2011

Presenter: Barbara J. Taylor, Program: Policy/Standards/ Phone No.: (512) 834-6770
Radiation Group Quality Assurance Unit

Approved by CCEA: Carolyn Bivens Date: 7/27/2011




ITEM CURRENT FEE FEE AFTER RULE
REVISION

RADIOACTIVE MATERIAL LICENSE (two-year fee)
Accelerator $15,319.00 $17,620.00
(used for Production of Radioactive Material)
Agency-Accepted Training Course $3,676.00 $4,230.00
(Involving Possession of Radioactive Material)
Bone Mineral Analyzer $1,987.00 $2,290.00
Broad License $20,698.00 $23,810.00
Calibration Service (Survey Instrument) $1,690.00 $1,950.00
Calibration/Reference Source $1,267.00 $1,460.00
Decontamination Service
(A) Fixed Site $25,597.00 $29,440.00
(B) Mobile $8,392.00 $9,650.00
Demonstration/Sales $3,830.00 $4,410.00
Environmental Laboratory $1,564.00 $1,800.00
Eye Applicator $1,564.00 $1,800.00
Fine Leak Testing Device $4,815.00 $5,540.00
Fixed Multi-Beam Teletherapy $8,617.00 $9,910.00
X-Ray Fluorescence $1,987.00 $2,290.00
Hand-held Light Intensifying Imaging Device $1,987.00 $2,290.00
Gas Chromatograph $1,846.00 $2,130.00
Gauge
(A) Spinning Pipe-Thickness/Portable $2,816.00 $3,240.00
(B) Fixed $2,268.00 $3,410.00
General License Acknowledgement-Gauge $704.00 $1,410.00
Industrial Radiography (Fixed Facility) $5,660.00 $8,490.00
Industrial Radiography (Temporary Field Site) $11,912.00 $17,870.00
Installer, Repair, or Maintenance $3,126.00 $3,600.00
Irradiator (Self-Contained) $3,126.00 $4,690.00
Irradiator (Unshielded) $19,261.00 $28,900.00
In-Vitro Use of Radioactive Material $945.00 $1,090.00
In-Vitro Test Kit Manufacturer $4,915.00 $5,660.00
Leak Test Service $1,846.00 $2,130.00
Manufacturing and Commercial Distribution
(A) Processor of Radioactive Material $48,745.00 $56,060.00
(B) Other Manufacturing and Commercial Distribution $7,941.00 $9,140.00
(C) Commercial Distribution Only $3,676.00 $4,230.00
(D) Limited Manufacturing (loose material) $7,096.00 $8,160.00
Medical Therapy (Sealed Source) $2,703.00 $4,060.00
Medical Therapy (Unsealed Source) $2,268.00 $3,410.00
Mineral Recovery (Byproduct Material) $66,895.00 $76,930.00
Mobile Scanning Service $4,393.00 $5,060.00
Nuclear Medicine (Diagnostic) $2,409.00 $3,620.00
Nuclear Pharmacy $7,096.00 $8,160.00
Neutron Generator Target (Sealed) $2,028.00 $5,920.00
Pacemaker $1,142.00 $1,320.00
Pipe Joint Collar Marker $2,268.00 $2,610.00
Radiopharmaceutical Manufacturing $20,979.00 $24,130.00
Remote Controlled Brachytherapy Device (Includes Low Dose- $3,548.00 $5,330.00

Rate and High Dose-Rate Remote Afterloaders and Intravenous

Brachytherapy)
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ITEM CURRENT FEE FEE AFTER RULE
REVISION

Research and/or Development $2,985.00 $5,970.00
Source Material $3,830.00 $4,410.00
Special Nuclear Material $2,268.00 $2,610.00
Teletherapy $3,548.00 $4,080.00
Tracer Studies (Used in Other Than Oil and Gas Industry $6,533.00 $7,520.00
Wellbores)

Tracer Studies (Used in Oil and Gas Industry Wellbores) $3,942.00 $4,540.00
Well Logging $3,942.00 $5,920.00
Other Specific License $1,987.00 $2,980.00

EVALUATION OF A SEALED SOURCE AND/OR DEVICE (

fee imposed upon requested service)

Sealed source - initial evaluation $4,626.00 $5,320.00
Sealed source - amendment requiring re-evaluation $2,309.00 $2,660.00
Device - initial evaluation $9,258.00 $10,650.00
Device - amendment requiring re-evaluation $4,632.00 $5,330.00
Record Maintenance None $1,000.00

CERTIFICATION OF MAMMOGRAPHY SYSTEMS AND MAMMOGRAPHY MAC

INTERVENTIONAL BREAST RADIOGRAPHY (one-year fee)

HINES USED FOR

Mammaography System

(A) Application $1,745.00 $2,010.00
(B) Each additional system $204.00 $240.00
(C) Annual Renewal $1,745.00 $2,010.00
Mammaography machines used for interventional breast

radiography

(A) Application $422.00 $490.00
(B) Each additional machine $204.00 $240.00
(C) Annual Renewal $422.00 $490.00
ACCREDITATION OF MAMMOGRAPHY FACILITIES (fee imposed upon requested service)

(A) First machine $980.00 $1,025.00
(B) Each additional machine $585.00 $610.00
(C) Re-evaluation of clinical images $305.00 $330.00
(D) Re-evaluation of phantom images $340.00 $300.00
(E) Reinstatement of machine $585.00 $610.00
(F) Review of clinical images for dual modality machines None $330.00
CERTIFICATE OF REGISTRATION (two-year fee)

Computerized Tomography (CT) $1,656.00 $1,910.00
Fluoroscopy $816.00 $940.00
Accelerator, Simulator, or Other Therapeutic Radiation Machine $586.00 $1,910.00
Radiographic Machines Only $517.00 $600.00
Podiatric Radiographic Only $374.00 $420.00
Dental Radiographic Only $330.00 $370.00
Veterinary, Including CT, Fluoroscopy, and Accelerators $264.00 $290.00
Industrial Radiography

(A) Fixed Facility $1,702.00 $1,960.00
(B) Temporary Job Sites $2,852.00 $3,280.00

Chart -2 -




ITEM CURRENT FEE FEE AFTER RULE
REVISION
Other Industrial $575.00 $670.00
(A) Diffraction
(B) Computerized Tomography
(C) Fluoroscopy
(D) Flash Radiography
(E) Hand-held Light Intensifying mage Devices
Morgues and Educational Facilities Utilizing Radiation Machines $575.00 $670.00
for Non-human Use, Including CT, Fluoroscopy, and
Accelerators
Minimal Threat Radiation Machines as Specified in 25 TAC $264.00 $290.00
§289.231(11)(3)
(A) Cathodoluminescence
(B) Electron Beam Welding
(C) Fluorescence X-Ray
(D) Gauge - X-Ray
(E) lon Implantation
(F) Package X-Ray
(G) Particle Size Analyzer - X-Ray
(H) Cabinet X-Ray (Certified)
() Other
Exposure Rate or Dose Measurements performed by a Licensed $253.00 $290.00
Medical Physicist as Specified in 25 TAC §289.226(b)(9)
Services as Specified in 25 TAC §289.226(b)(10) $253.00 $290.00
(A) Exposure Rate or Dose Measurements
(B) Radiation Machine Output Measurements
(C) Agency-Accepted Training Courses
(D) Calibration
(E) Demonstration/Sales
(F) Assembly, Installation or Repair
(G) Equipment Performance Evaluations on Dental Radiation
Machines
(H) Provider of Equipment
Laser - Medical/Research/Academic $200.00 $230.00
Laser - Industrial/Services/Entertainment $340.00 $400.00
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TITLE 25. Health Services

Part 1. Department of State Health Services
Chapter 289. Radiation Control

Subchapter D. General

Amendment §289.204

Proposed Preamble

The Executive Commissioner of the Health and Human Services Commission on behalf of the
Department of State Health Services (department) proposes an amendment to §289.204,
concerning radiation fees.

BACKGROUND AND PURPOSE

The department is directed in House Bill (HB) 1, the General Appropriations Act (82nd
Legislature, Regular Session, 2011), Rider 59 to evaluate regulatory programs in Consumer
Protection Services, which includes the Radiation Control Program, to determine whether new
fees can be assessed or existing fees increased in order to equal or exceed the appropriations to
these programs and the associated "other direct and indirect costs" appropriated in this Act. The
department collects fees to recover the costs of implementing the radiation control regulatory
program, in accordance with Health and Safety Code, 8401.301(b), and is directed to recover
100% of those regulatory costs but not to exceed actual expenses. It is also authorized to collect
fees under 8401.302 from each nuclear reactor or other fixed nuclear facility in the state that uses
special nuclear material.

The radiation control program was evaluated to determine the level of increase in fees based on
the following criteria: the date of the last fee increase for the specific program area; the
percentage of costs above revenue for the specific program; and the cost of impacted permits
compared to other similar permits.

Additional costs of administration and enforcement of the program, were also evaluated to
determine the direct and indirect costs imposed on the Licensing, Inspection, Incident and
Investigation, Policy/Standards/Quality Assurance (PSQA), and Enforcement Programs due to a
United States Nuclear Regulatory Commission (NRC) mandated implementation of increased
controls (IC) requirements in June 2006, for all licensees that possess risk-sensitive quantities of
radioactive material, resulting in a significant increase in direct and indirect costs and program
workloads. As an agreement state, Texas must adopt rules that are compatible with the NRC.
The following criteria and tasks were evaluated to determine what increase in fees would be
necessary to recover 100% of the additional time required and increased costs incurred by the
affected department program areas: Entire Radiation Program to draft and obtain approval for
new regulations that had to be compatible with NRC requirements; Radiation Program to
review, comment and prepare for additional rules and requirements being developed by the
NRC; Licensing Program to provide guidance to all affected licensees; draft appropriate license
conditions, amend affected licenses and mail amended licenses; Inspection Program to conduct
and document separate and ongoing inspections to establish compliance with the IC regulations
for source security, the completion of personnel background checks and fingerprinting
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requirements for materials users, and for the protection of sensitive information from
unauthorized access; Inspection Program to complete pre-licensing inspections; Licensing
Program to complete verifications in NRC's National Source Tracking System; Inspection
Program to complete pre-licensing security inspections; Incident and Investigation Program to
investigate complaints and incidents involving the use or storage of risk-sensitive quantities;
PSQA to process and review the IC reports, mail compliance correspondence, and refer
significant violations to the Enforcement Unit with a proposal to assess administrative penalties;
and Enforcement Unit to evaluate individual situations, draft and mail preliminary reports,
schedule and conduct informal conferences with licensees, and draft and mail agreed orders.

The amendment increases the fees for certification of mammography systems and
mammography machines used in interventional breast radiography to be commensurate with
comparable United States Food and Drug Administration (FDA) fees.

The rule revision increases the fees for mammography accreditation to reflect an increase in the
amount the American College of Radiology charges the department to perform image reviews.

Government Code, §2001.039, requires that each state agency review and consider for
readoption each rule adopted by that agency pursuant to the Government Code, Chapter 2001
(Administrative Procedure Act). Section 289.204 has been reviewed and the department has
determined that the reasons for adopting this section continues to exist because a rule on this
subject is needed.

SECTION-BY-SECTION SUMMARY

Amendments to §289.204 contain increases in fees for radioactive material licenses, evaluation
of a sealed source and/or device, certification of mammography systems and mammography
machines used for interventional breast radiography, accreditation of mammography facilities,
and certificates of registration. In addition, the fees in §289.204(e) - (g) and (j) have been
adjusted for administrative convenience.

The $5,920 fee contained in §289.204(e) for a two-year sealed neutron generator target
radioactive material license is a 191.75% fee increase to recover department costs for the
extensive time required for the technical review of additional requirements placed on neutron
generators which is a category of radioactive material license that is comparable to the well
logging license category.

The fees contained in §289.204(e) for radioactive materials licenses are increased by 100% for
these categories of license: two-year fee of $1,410 for gauge general license acknowledgement
(GLA) and two-year fee of $5,970 for research and development. Including overhead expenses
per employee, the entire revenue from GLA fees are currently allocated to the Licensing and
GLA Self-Inspection program leaving nothing to cover costs associated with Inspection, PQSA,
Incident and Investigation, and Enforcement. The license review for a research and development
license is part of the Advanced Technology Licensing Program and is generally more technically
challenging to review and administer, therefore requiring substantial time.
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In addition, the fees contained in 8289.204(e) for radioactive materials licenses are increased by
50% for these categories of license that must comply with NRC's increased controls
requirements: gauge (fixed), industrial radiography (fixed facility and temporary field site), self-
contained and unshielded irradiator, medical therapy (sealed and unsealed source), diagnostic
nuclear medicine, remote controlled brachytherapy device (includes low dose-rate and high dose-
rate remote afterloaders and intravenous brachytherapy), well logging, and other specific
licenses, ranging from a two-year fee of $2,980 for an "other specific license" to a two-year fee
of $17,870 for an industrial radiography temporary field site license.

The fees contained in §289.204(e) for radioactive materials licenses are increased by 15% for
these categories of license: accelerator (used for production of radioactive material), agency-
accepted training course (involving possession of radioactive material), bone mineral analyzer,
broad license, survey instrument calibration service, calibration/reference source, fixed and
mobile decontamination service, demonstration/sales, environmental laboratory, eye applicator,
fine leak testing device, fixed multi-beam teletherapy, x-ray fluorescence, hand-held light
intensifying imaging device, gas chromatograph, gauge (spinning pipe-thickness/portable),
installer, repair, or maintenance, in-vitro use of radioactive material, in-vitro test kit
manufacturer, leak test service, manufacturing and commercial distribution (processor of
radioactive material, other manufacturing and commercial distribution, commercial distribution
only, limited manufacturing for loose material), mineral recovery (byproduct material), mobile
scanning service, naturally occurring radioactive material (commercial processing), nuclear
pharmacy, pacemaker, pipe joint collar marker, radiopharmaceutical manufacturing, source
material, special nuclear material, teletherapy, tracer studies (used in other than oil and gas
industry wellbores), and tracer studies (used in oil and gas industry wellbores), ranging from a
two-year fee of $1,090 for an in-vitro use of radioactive material license to a two-year fee of
$76,930 for a mineral recovery (byproduct material) license.

In §289.204(e), the license fee categories for civil defense and waste processing (Class | exempt,
Class I, Class 11, and Class I11) have been deleted because they are obsolete and/or the
department no longer has the authority to regulate.

Fees contained in §289.204(f) for evaluation of a sealed source and/or device are increased by
15%, ranging from $2,660 for an amendment requiring re-evaluation of a sealed source to
$10,650 for an initial evaluation of a device. In addition, a new $1,000 record maintenance fee,
beginning one year after initial sealed source and device authorization listing and every two
years thereafter, is added to §289.204(f)(3).

The fees in §289.204(g) for certification of mammography systems and mammography machines
used in interventional breast radiography are increased by 15% for a one-year fee of $2,010 for
mammography systems, one-year fee of $490 for mammography machines used in interventional
breast radiography, and one-year fee of $240 for each additional machine for mammaography
systems and mammaography machines used in interventional breast radiography.

The fees for accreditation of mammography facilities in §289.204(h)(2)(A) - (C) and (F) are

increased to reflect an increase in the amount the American College of Radiology charges the
department to perform image reviews. The accreditation fee for the first mammography machine
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is increased from $980 to $1025. The accreditation fee for each additional mammaography
machine is increased from $585 to $610. The fee for re-evaluation of clinical images is
increased from $305 to $330. The fee for reinstatement of a mammography machine is increased
from $585 to $610. A new $330 fee is added in §289.204(h)(2)(H) to recover department costs
for the review of clinical images for dual modality mammography machines, if registrants
choose to utilize this type of machine. Subsequent subparagraphs are renumbered.

In §289.204(h)(2)(D), the fee for re-evaluation of phantom images is decreased from $340 to
$300 because the department no longer performs thermoluminescent dosimeter replacements.

Section §289.204(j) adds language to clarify that the fees specified in this section are the
applicable fees for persons using only dental radiographic machines and for persons using
veterinary radiographic machines, including computerized tomography, fluoroscopy, and
accelerators.

The $1,910 fee contained in 8289.204(j) for a two-year certificate of registration for accelerators
is reflective of a 225% fee increase to recover department costs for a steady increase in the
number of applications and the extensive time required for the technical review of operating and
safety procedures and shielding calculations for this category of radiation machine which is a
category of radiation machine that is comparable to the computerized tomography radiation
machine category.

The fees contained in §289.204(j) for certificates of registration are increased by 15% for these
categories of machine type or use: computerized tomography, fluoroscopy, radiographic
machines only, industrial radiography, other industrial machines, morgues and educational
facilities with machines for non-human use, laser (medical/research/academic and
industrial/services/entertainment), and other radiation machine services. The fees for these
categories range from a two-year fee of $230 for laser (medical/research/academic) to a two-year
fee of $3,280 for industrial radiography temporary job sites.

The fees contained in §289.204(j) for certificates of registration are increased by 10% for these
categories of machine type or use: podiatric radiographic only, dental radiographic only,
veterinary, and minimal threat machines. The fees for these categories range from a two-year fee
of $290 for minimal threat machines to $420 for podiatric radiographic machines.

Section 289.204(m) is deleted and replaced with new language to provide the updated references
for electronic payment transactions.

FISCAL NOTE

Susan E. Tennyson, Section Director, Environmental and Consumer Safety Section, has
determined that for each fiscal year of the first five years that the section will be in effect, there
will be fiscal implications to state or local governments as a result of enforcing and
administering the section as proposed. The effect on state government will be an increase in
revenue to the state of approximately $1,392,776 in 2012 and approximately $2,089,165 in 2013
through 2016. The department provides the estimated increase in revenue based on the
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following assumptions: (1) proposed fee increases become effective January 1, 2012; (2) half of
the radioactive material licenses and half of the certificates of registration will be billed each
year; (3) although the proposed rule includes fee increases for mammography certification and
accreditation, these fees are dedicated general revenue which means that the fees collected will
remain with the department; (4) although the proposed rule decreases the mammography
accreditation fee for re-evaluation of phantom images, this fee is dedicated general revenue
which means that the fees collected will remain with the department; and (5) proposed rule does
not include increases for industrial radiographer certification and exam administration because
these fees are not assessed on a two-year basis like the other licenses and certificates of
registration issued by the department and the fees collected from these regulatory efforts are not
necessarily recurring. These additional revenues will ensure the department is recovering 100%
of regulatory costs to continue implementation of the Radiation Control Program. State and
local government entities that are licensed or registered with the department for possession of
radioactive material or radiation machines will be required to pay the increased fee as specified
in the rule.

SMALL AND MICRO-BUSINESS IMPACT ANALYSIS

Ms. Tennyson has also determined that there will be adverse economic impact to small
businesses, micro-businesses, or persons required to comply with the section as proposed. The
impact will be the same as for larger businesses listed in the Section-By-Section Summary and
will range from 10-225% increase in fees depending on the type of radioactive material license
or certificate of registration. As a general rule, small and micro-businesses will possess
radioactive material licenses, certification of mammography systems and mammography
machines used for interventional breast radiography, accreditation of mammography facilities,
certificates of registration, and/or request evaluation of a sealed source and/or device, expected
to increase in the 10-50% range.

IMPACT ON LOCAL EMPLOYMENT
There is no anticipated negative impact on local employment.
REGULATORY FLEXIBILITY ANALYSIS

HB 1, the General Appropriations Act, Rider 59 directs the department to evaluate regulatory
programs in Consumer Protection Services, which includes the Radiation Control Program, to
determine whether new fees can be assessed or existing fees increased in order to equal or
exceed the appropriations to these programs and the associated "other direct and indirect costs"
appropriated in this Act. Rider 59 directs the department to adopt rules to implement the
provisions of the bill. The department collects fees to recover the costs of implementing the
radiation control regulatory program, in accordance with Health and Safety Code, §401.301(b),
and is directed to recover 100% of those regulatory costs but not to exceed actual expenses. To
allow exceptions to the fees for small businesses or micro-businesses would cause the
department either to fail to collect 100% of actual regulatory costs or shift a disproportionate
burden to larger businesses. Chapter 401 makes no exceptions from the permitting requirements
based on business size of the entity. As a general rule, small and micro-businesses will possess
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radioactive material licenses, certification of mammography systems and mammography
machines used for interventional breast radiography, accreditation of mammography facilities,
certificates of registration, and/or request evaluation of a sealed source and/or device, expected
to increase in the 10-50% range.

Concerning the mammography certification and accreditation fee increases, small businesses or
micro-businesses, have to be certified and accredited, per Title 21, Code of Federal Regulations,
Part 900, if they choose to provide mammography services. Mammography certification can
only be obtained through the department for Texas facilities under the United States Food and
Drug Administration, Mammography Quality Standards Act (MQSA) States as Certifiers (SAC)
provision. However, mammography accreditation can be obtained through the department or the
American College of Radiology. Although the department's accreditation fees are less than those
of the American College of Radiology, small businesses or micro-businesses, have the option to
obtain mammography accreditation through the American College of Radiology.

Therefore, small businesses or micro-businesses will incur the costs of complying with the fees
in §289.204(e) - (h) and (j).

PUBLIC BENEFIT

In addition, Ms. Tennyson has also determined that for each year of the first five years the
section is in effect, the public will benefit from adoption of the section. The public benefit
anticipated as a result of enforcing or administering the section is to generate funding to operate
the radiation control program to ensure continued protection of the public, workers, and the
environment from unnecessary exposure to radiation.

REGULATORY ANALYSIS

The department has determined that this proposal is not a "major environmental rule™ as defined
by Government Code, §2001.0225. "Major environmental rule” is defined to mean a rule the
specific intent of which is to protect the environment or reduce risk to human health from
environmental exposure and that may adversely affect, in a material way, the economy, a sector
of the economy, productivity, competition, jobs, the environment or the public health and safety
of a state or a sector of the state.

TAKINGS IMPACT ASSESSMENT

The department has determined that the proposed amendment does not restrict or limit an
owner's right to his or her property that would otherwise exist in the absence of government
action and, therefore, does not constitute a taking under Government Code, §2007.043.
PUBLIC COMMENT

Comments on the proposal may be submitted to Barbara J. Taylor, Radiation Group,

Policy/Standards/Quality Assurance Unit, Division of Regulatory Services, Environmental and
Consumer Safety Section, Department of State Health Services, Mail Code 1987, P. O. Box

Proposed Preamble - 6



149347, Austin, Texas 78714-9347, (512) 834-6770, extension 2010, or by email to
BarbaraJ. Taylor@dshs.state.tx.us. Comments will be accepted for 30 days following publication
of the proposal in the Texas Register.

PUBLIC HEARING

A public hearing to receive comments on the proposal will be scheduled after publication in the
Texas Register and will be held at the Department of State Health Services, Exchange Building,
8407 Wall Street, Austin, Texas 78754. The meeting date will be posted on the Radiation
Control website (www.dshs.state.tx.us/radiation). Please contact Barbara J. Taylor at (512) 834-
6770, extension 2010, or BarbaraJ. Taylor@dshs.state.tx.us if you have questions.

LEGAL CERTIFICATON

The Department of State Health Services General Counsel, Lisa Hernandez, certifies that the
proposed rule has been reviewed by legal counsel and found to be within the state agencies'
authority to adopt.

STATUTORY AUTHORITY

The amendment is authorized by HB 1, the General Appropriations Act (82nd Legislature,
Regular Session), Rider 59; Health and Safety Code, §401.301, which allows the department to
collect fees for radiation control licenses and registrations that it issues; Health and Safety Code,
8401.302, which allows the department to collect fees from each nuclear reactor or other fixed
nuclear facility in the state that uses special nuclear material; Health and Safety Code, §401.051,
which provides the Executive Commissioner of the Health and Human Services Commission
with authority to adopt rules and guidelines relating to the control of radiation; and Government
Code, §531.0055, and Health and Safety Code, §1001.075, which authorize the Executive
Commissioner of the Health and Human Services Commission to adopt rules and policies for the
operation and provision of health and human services by the department and for the
administration of Health and Safety Code, Chapter 1001. The review of the rule implements
Government Code, §2001.039.

The amendment affects the Health and Safety Code, Chapters 401 and 1001; and Government
Code, Chapter 531.

Proposed Preamble - 7



Legend: (Proposed Amendment)

Single Underline = Proposed new language

[Bold, Print, and Brackets] = Current language proposed for deletion

Regular Print = Current language

(No change.) = No changes are being considered for the designated subdivision

8289.204. Fees for Certificates of Registration, Radioactive Material Licenses, Emergency
Planning and Implementation, and Other Regulatory Services.

(@) - (d) (No change.)

(e) Schedule of fees for radioactive material licenses. The following schedule contains
the fees for radioactive material licenses:

Figure: 25 TAC 8§289.204(e) [Figure: 25 TAC 8289.204(e)]

(f) Fee for evaluation of a sealed source and/or device.

(1) Each time a manufacturer submits a request for evaluation of a unique sealed
source, one of the following fees shall be paid:

(A) for an initial evaluation, a fee of $5,320 [$4,626]; or
(B) for an amendment requiring re-evaluation, a fee of $2,660 [$2,309].

(2) Each time a manufacturer submits a request for evaluation of a unique device,
one of the following fees shall be paid:

(A) for an initial evaluation, a fee of $10,650 [$9,258]; or
(B) for an amendment requiring re-evaluation, a fee of $5,330 [$4,632].

(3) A manufacturer shall pay a $1,000 record maintenance fee, beginning one year
after initial sealed source and device authorization listing and every two years thereafter.

(4) [(3)] No request for evaluation will be processed prior to payment of the full
amount specified.

(g) Fees for certification of mammography systems and mammography machines used
for interventional breast radiography. No application will be accepted for filing or processed
prior to payment of the full amount specified in paragraph (1) of this subsection.

(1) An application for certification of mammography systems shall be
accompanied by a nonrefundable fee of $2,010 [$1,745]. Additional mammography systems that
have not been assigned a separate United States Food and Drug Administration (FDA)
identification number shall be authorized on the same certification. A nonrefundable fee of $240
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[$204] for each additional mammography system on the same certification shall be included in
the nonrefundable application fee.

(2) The annual fee for mammography systems is $2,010 [$1,745]. A fee of $240
[$204] for each additional mammography system on the same certification shall be included in
the annual fee.

(3) Fees for mammography machines used for interventional breast radiography
shall be as follows:

(A) An application for certification of machines used for interventional
breast radiography shall be accompanied by a nonrefundable fee of $490 [$422]. A
nonrefundable fee of $240 [$204] for each machine used for interventional breast radiography on
the same certification shall be included in the nonrefundable application fee.

(B) The annual fee for machines used for interventional breast radiography
is $490 [$422]. A fee of $240 [$204] for each additional machine used for interventional breast
radiography on the same certification shall be included in the annual fee.

(h) Fees for accreditation of mammography facilities.
(1) (No change.)

(2) Fees for accreditation of mammography facilities are as follows.

(A) The accreditation fee for the first mammography machine is $1,025
[$980].

(B) The accreditation fee for each additional mammography machine is
$610 [$585].

(C) The fee for re-evaluation of clinical images due to failure during the
accreditation process is $330 [$305] per mammography machine.

(D) The fee for re-evaluation of phantom images due to failure during the
accreditation process is $300 [$340] per machine.

(E) (No change.)
(F) The fee for reinstatement of a mammography machine is $610 [$585].
(G) (No change.)

(H) The fee for the review of clinical images for dual modality
mammography machines, if utilized, is $330 for the alternative modality.
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(1) [(H)] Each facility for which an on-site visit due to three denials of
accreditation is required will be charged for actual expenses to the agency arising from such
visit.

(J) [(D] Payment of the fees in subparagraphs (G) and (1) [(G) and (H)] of
this paragraph shall be made within 60 days following the date of invoice.

(1) (No change.)

(1) Schedule of fees for certificates of registration for radiation machines, lasers, and
services. The following schedule contains the fees for certificates of registration for radiation
machines, lasers, and services. As of January 1, 2012, the fees for the dental radiographic only
category and the veterinary category, as specified in the following schedule, are the applicable
fees for those categories.

Figure: 25 TAC §289.204(j) [Figure: 25 TAC §289.204(j)]
(K) - (1) (No change.)

(m) Electronic fee payments. Renewal payments may be processed through texas.gov or
another electronic payment system specified by the agency. For all types of electronic fee
payments, the agency will collect additional fees, in amounts determined by texas.gov or the
agency, to recover costs associated with electronic payment processing.

[(m) Fees for Texas Online participation. For all applications and renewal
applications, the department is authorized to collect subscription and convenience fees, in
amounts determined by the Texas Online Authority, to recover costs associated with
application and renewal application processing through Texas Online.]
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Figure: 25 TAC §289.204(e)

Category of License Fee
1) Accelerator $17,620.00

(used for Production of Radioactive Material)
2 Agency-Accepted Training Course $4,230.00

(Involving Possession of Radioactive Material)
3) Bone Mineral Analyzer $2,290.00
4) Broad License $23,810.00
5) Calibration Service (Survey Instrument) $1,950.00
(6) Calibration/Reference Source $1,460.00
(7) Decontamination Service

(A) Fixed Site $29,440.00

(B) Mobile $9,650.00
(8) Demonstration/Sales $4,410.00
9) Environmental Laboratory $1,800.00
(10) Eye Applicator $1,800.00
(12) Fine Leak Testing Device $5,540.00
(12) Fixed Multi-Beam Teletherapy $9,910.00
(13) X-Ray Fluorescence $2,290.00
(14) Hand-held Light Intensifying Imaging Device $2,290.00
(15) Gas Chromatograph $2,130.00
(16) Gauge

(A)  Spinning Pipe-Thickness/Portable $3,240.00

(B) Fixed $3,410.00
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Figure: 25 TAC §289.204(e)

Category of License Fee
a7 General License Acknowledgement-Gauge $1,410.00
(18) Industrial Radiography (Fixed Facility) $8,490.00
(19) Industrial Radiography (Temporary Field Site) $17,870.00
(20) Installer, Repair, or Maintenance $3,600.00
(21) Irradiator (Self-Contained) $4,690.00
(22) Irradiator (Unshielded) $28,900.00
(23) In-Vitro Use of Radioactive Material $1,090.00
(24) In-Vitro Test Kit Manufacturer $5,660.00
(25) Leak Test Service $2,130.00
(26) Manufacturing and Commercial Distribution

(A) Processor of Radioactive Material $56,060.00

(B) Other Manufacturing and $9,140.00

Commercial Distribution

(C) Commercial Distribution Only $4,230.00

(D) Limited Manufacturing (loose material) $8,160.00
27 Medical Therapy (Sealed Source) $4,060.00
(28) Medical Therapy (Unsealed Source) $3,410.00
(29) Mineral Recovery (Byproduct Material) $76,930.00
(30) Mobile Scanning Service $5,060.00
(31) Naturally Occurring Radioactive $29,440.00

Material (NORM)-Commercial Processing
(32) Nuclear Medicine (Diagnostic) $3,620.00
(33) Nuclear Pharmacy $8,160.00
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Figure: 25 TAC §289.204(e)

Category of License Fee

(34) Neutron Generator Target (Sealed) $5,920.00

(35) Pacemaker $1,320.00

(36) Pipe Joint Collar Marker $2,610.00

(37) Radiopharmaceutical Manufacturing $24,130.00

(39) Remote Controlled Brachytherapy Device (Includes $5,330.00
Low Dose-Rate and High Dose-Rate Remote
Afterloaders and Intravenous Brachytherapy)

(39) Research and/or Development $5,970.00

(40) Source Material $4,410.00

(42) Special Nuclear Material $2,610.00

(42) Teletherapy $4,080.00

(43) Tracer Studies (Used in Other Than Oil and Gas $7,520.00
Industry Wellbores)

(44) Tracer Studies (Used in Oil and Gas Industry $4,540.00
Wellbores)

(45) Well Logging $5,920.00

(46) Other Specific License $2,980.00

47) Additional Authorized Use Sites 25% of Applicable
Where Radioactive Material Is Stored Fee Not To Exceed
Or Used Under Same License Or Where 50 Additional Sites
Only Records Are Stored

(48) Reciprocity Fee of
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Figure: 25 TAC 8§289.204(j)

Category of Machine/Type of Use Fee

1) Computerized Tomography (CT) $1,910.00
(2) Fluoroscopy $940.00
3) Accelerator, Simulator, or Other $1,910.00

Therapeutic Radiation Machine
4) Radiographic Machines Only $600.00
(5) Podiatric Radiographic Only $420.00
(6) Dental Radiographic Only $370.00
@) Veterinary, Including CT, Fluoroscopy, and Accelerators $290.00
(8) Industrial Radiography

(A) Fixed Facility $1,960.00

(B) Temporary Job Sites $3,280.00
9) Other Industrial $670.00

(A) Diffraction

(B) Computerized Tomography

(C) Fluoroscopy

(D) Flash Radiography

(E) Hand-held Light Intensifying

Image Devices

(10) Morgues and Educational Facilities Utilizing Radiation $670.00

Machines for Non-human Use, Including CT,

Fluoroscopy, and Accelerators
(12) Minimal Threat Radiation Machines as Specified in 25 $290.00

TAC 8§289.231(1)(3)

(A) Cathodoluminescence

(B) Electron Beam Welding

(C) Fluorescence X-Ray

(D) Gauge - X-Ray

(E) lon Implantation

(F) Package X-Ray

(G) Particle Size Analyzer - X-Ray
(H) Cabinet X-Ray (Certified)

() Other
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Figure: 25 TAC 8§289.204(j)

Category of Machine/Type of Use

Fee

(12) Exposure Rate or Dose Measurements performed by a
Licensed Medical Physicist as Specified in 25 TAC
§289.226(b)(9)

(13) Services as Specified in 25 TAC §289.226(b)(10)
(A) Exposure Rate or Dose Measurements
(B) Radiation Machine Output Measurements
(C) Agency-Accepted Training Courses
(D) Calibration
(E) Demonstration/Sales
(F) Assembly, Installation or Repair
(G) Equipment Performance Evaluations on Dental
Radiation Machines
(H) Provider of Equipment

(14) Laser - Medical/Research/Academic

(15) Laser - Industrial/Services/Entertainment

(16) Reciprocity

@17 Additional Authorized Use Location
Where
Radiation Machines or Services are
Authorized Under the Same Registration
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