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. INDEPENDENT REGULATORY
Regulatory Analysis Form REVIEW COMMISSION

(Completed by Promulgating Agency) RE C E IVE D

{All Comments submitted on this regulation will appear on IRRC's website}

(1) Agency: APR 13 2023

Department of Environmental Protection Independent Regulatory

(2) Agency Number: 7 Review Commission
Identification Number: 574 IRRC Number: 3352

{3) PA Code Cite: 25 Pa. Code Chapter 218

(4) Short Title: Radiological Health Fees

(5) Agency Contacts (List Telephone Number and Email Address):

Primary Contact: Laura Griffin, 717-772-3277, laurgriffi@pa.gov
Secondary Contact: Ezra Thrush, 717-787-8727, ezthrush@pa.gov

(6) Type of Rulemaking (check applicable box):

| Proposed Regulation O Emergency Certification Regulation;
X Final Regulation [ Certification by the Governor
(] Final Omitted Regulation [] Centification by the Attorney General

(7) Briefly explain the regulation in clear and nontechnical language. (100 words or less)

To cnsure there is adequate funding for the Department’s Radiation Protection Program to continue to
provide oversight of radiation safety-related activities, mect the requirements of the Radiation Protection
Act, and maintain Pennsylvania’s status as a United States Nuclear Regulatory Commission (NRC)
Agreement State, this final-form rulemaking increases the Chapter 218 fees for the Accelerator,
Radiation-Producing Machines, and Vendors/Service Providers program area by 30% and the
Radioactive Materials and Decommissioning program arca by 10% with one cxception. This exception
is for fee category 6A—Nuclear Laundry, which will stay at the current rate of $43,200. In addition, the
full cost recovery fee is increasing by 22%. These fee increases provide sufficient funding to support
the program areas through FY 2027-28.

(8) State the statutory authority for the regulation. Include specific statutory citation.

The amendments to Chapter 218 are authorized under sections 301, 302 and 401 of the Radiation
Protection Act (35 P.S. §§ 7110.301, 7110.302 and 7110.401) and section 1920-A of The
Administrative Code of 1929 (71 P.S. § 510-20).
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(9) Is the regulation mandated by any federal or state law or court order, or federal regulation? Are there
any relevant state or federal court decisions? If yes, cite the specific law, case or regulation as well as,
any deadlines for action.

Yes, Section 401 of the Pennsylvania Radiation Protection Act (35 P.S. § 7110.401) requires the
Environmental Quality Board (Board) to establish license fees “in an amount at least sufficient to cover
the department’s costs of administering the programs.” The fee increases are needed to meet these
statutory requirements. Section 302 of the Radiation Protection Act requires the Board to review the fee
structure every three years to ensure compliance with Section 401 of the Radiation Protection Act
(35P.S. § 7110.302).

(10} State why the regulation is needed. Explain the compelling public interest that justifies the
regulation. Describe who will benefit from the regulation. Quantify the benefits as completely as
possible and approximate the number of people who will benefit.

This final-form regulation is needed to ensure there is adequate funding for the Department’s Radiation
Protection Program to provide oversight of radiation safety-related activities, maintain Pennsylvania’s
status as an NRC Agreement State, and meet the requirements of the Radiation Protection Act.

25 Pa. Code Chapter 218 sets the fee amounts that provide funding for operation of the Department’s
Accelerator, Radiation-Producing Machines, and Vendors/Service Providers program area and the
Radioactive Materials and Decommissioning program area. The Accelerator, Radiation-producing
Machines, and Vendors/Service Providers program area handles the registration and inspection of X-ray
facilitics, licensing and inspection of accelerators, and registration of radiation-producing machine
service providers. Fees associated with this work have not been increased since 2009 even though costs
to administer the program have steadily increased. If fees for radiation-producing machines are not
increased, oversight of radiation safety-related activities may be diminished, and the replacement of
obsolete survey equipment may be delayed, reducing the assurance that regulated activities are being
conducted safely.

The Radioactive Materials and Decommissioning program area is responsible for the regulation,
licensing, and inspection of radioactive material user operations and for termination of radioactive
material licenses. In March 2008, then Governor Rendell signed an Agreement with the Chairman of the
NRC for the Commonwealth to become an Agreement State. This allows the Commonwealth to regulate
licensing and inspection of radioactive material users for Pennsylvania entities. These duties are funded
through the Chapter 218 license fees. The amendments to the Chapter 218 fees for radioactive material
licenses are necessary to ensure adequate funding is available for the Commonwealth to carry out its
required duties under the Agreement State program. If the Commonwealth were forced to cede its
authority to regulate radioactive materials back to the NRC, they would impose higher fees on the
regulated community.

Therefore, the Department will benefit from this final-form rulemaking by having the needed revenue to
cover the costs of the programs mandated by the Radiation Protection Act and maintain Pennsylvania as
an Agreement State. The regulated community, particularly radioactive materials users, will benefit from
this final-form rulemaking by paying lower fees compared to what would be required by the NRC
should Pennsylvania lose its authority as an Agreement State. Most importantly, the general public will
benefit from the final-form rulemaking through the continued safety with the use of radioactive
materials, the safety of radiation-producing machines, and additional quality assurance that will be
provided by the Department having adequate resources to provide oversight for these operations.
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(11) Are thete any provisions that are more stringent than federal standards? 1f yes, identify the specific
provisions and the compelling Pennsylvania interest that demands stronger regulations.

No provisions are more stringent than the federal standards.

(12) How does this regulation compare with those of the other states? How will this affect
Pennsylvania’s ability to compete with other states?

Radiation-producing machine registration and radioactive materials license fees vary from state to state,
The same categories of fees apply to radioactive materials licensees whether they are based in
Pennsylvania, some other Agreement State, or a state regulated by the NRC. The NRC’s fee category
designations have been adopted by Pennsylvania and other states. However, comparing Pennsylvania’s
fees with other states’ fees is not an apples-to-apples comparison because each state structures its fees
differently. Additionally, the number of employees in the states’ programs vary, with different salary
scales, medical / dental / retirement benefits, indirect charge-backs (e.g., rent, IT, etc.), equipment,
calibration, and other expenses. Pennsylvania assesses an annual fee while some other states assess fees
biannually. Some states charge a base license fee and add in inspection fees, may have independent
contractors perform work and direct-bill registrants, or have other supplemental fces. Some states fold
all their radiation-producing machine expenses into a single facility fee, where others (including
Pennsylvania) charge a smaller base facility fee and add a “per tube” fee for radiation-producing
machines. All of these factors make it impossible to draw clear conclusions regarding whether a given
fee is higher or lower in Pennsylvania when compared to another state. As one example, a hypothetical
dental intraoral device registrant in Texas could pay either more or less in registration fees than a facility
in Pennsylvania depending on the number of tubes associated with their device.

Pennsylvania’s Radiation Protection Act requires the Commonwealth’s Radiation Protection Program to
cover its cosls to implement the programs through fees. Since Pennsylvania became an NRC Agreement
State in 2008, the Commonwealth has maintained significantly lower radioactive license fees while
providing equal quality and faster turnaround license amendments and renewals, which was noted by the
Radiation Protection Advisory Committee (RPAC) Chairman for the record in 2010. The Radiation
Protection Program’s current fees are substantially lower than the NRC's fee schedule for non-
Agreement States by about 50%. Even with the increases in this final-form rulemaking, the resulting
fees are still over 20% less than the NRC’s current fees, which the NRC increases every year.

Some additional common fee categories from the NRC's fee tables in 10 CFR Part 170 and 171 (relating
to fees for federal facilities, special nuclear materials, import and export licenses, and other regulatory
services under the Atomic Energy Act of 1954, as amended; annual fecs for reactor licenses and fuel
cycle licenses and materials licenses, including holders of certificates of compliance, registrations, and
quality assurance program approvals and government agencies licensed by the NRC) have not been
added because the Department is not authorized to regulate such operations. The professional hourly
rate full cost recovery fee identified by the asterisk in Chapter 218, Appendix A, of the final-form
rulemaking is increased from $225 per hour to $275 per hour—still below the NRC’s fiscal year 2022
hourly rate of $290 per hour. Reduced Chapter 218 radioactive material licensing fees are also available
for small businesses.

Therefore, the fee increases in this final-form rulemaking will not negatively impact Pennsylvania
relative to other states.
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(13) Will the regulation affect any other regulations of the promulgating agency or other state agencies?
If yes, explain and provide specific citations.

No other Pennsylvania regulations will be affected.

(14) Describe the communications with and solicitation of input from the public, any advisory
council/group, small businesses and groups representing small businesses in the development and
drafting of the regulation. List the specific persons and/or groups who were involved. (“Small
business™ is defined in Section 3 of the Regulatory Review Act, Act 76 of 2012.)

The amendments to the Chapter 218 fees for radiation-producing machines, vendors, and accelerators
and for radioactive materials and decommissioning were reviewed by the Department’s Radiation
Protection Advisory Committee (RPAC). The committee represents various stakeholders, including
radioactive materials licensees, radiation-producing machine registrants and service providers, and radon
service providers, as well as the general public. The Department presented the draft final-form
regulation to RPAC on December 9, 2022. RPAC endorsed moving forward with the final-form
rulemaking.

(15) Identify the types and number of persons, businesses, small businesses (as defined in Section 3 of
the Regulatory Review Act, Act 76 of 2012) and organizations which will be affected by the regulation,
How are they affected?

All radiation-producing machines, including accelerator licensces, and service providers, and radioactive
material licensees in this Commonwealth will be affected by this final-form regulation. This includes
10,393 radiation-producing machine registrants; 148 accelerator licensees; 350 service providers; and
800 specific and general radioactive material licensees.

Small businesses covered by the radiological health provisions for radiation-producing machines,
accelerators, and service providers in this final-form rulemaking include dentist offices and private
medical practices. While the Department does not collect information regarding the size of each business
that is an X-ray registrant, licensee, or service provider, the Department considered the vast majority of
these entities to be small businesses for the purpose of this rulemaking. Eighty-five (85) radioactive
niaterial licensees qualify as small businesses under the definitions currently in use by the NRC and the
Department. (Please see the response to Question 24 for further explanation). Examples of radioactive
materials licensees include hospitals (license category 7C “Human Use — Specific License™) and
possessors of nuclear density gauges (license category 3P “Other Byproduct Material™).

A 30% increase in fees will occur for radiation-producing machine registrants, accelerator licensees, and
service providers. The increases are in line with increased personnel costs.

A 10% increase in fees will occur for radioactive materials licensees with one exception, the “Category
6A—Nuclear Laundry” fee will stay at its current rate of $43,200. The full cost recovery professional
hourly rate will be increased by 22%, from $225 to $275 per hour. Both increases are necessary to keep
up with increased personnel costs.
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(16) List the persons, groups or entities, including small businesses, that will be required to comply with
the regulation. Approximate the number that will be required to comply.

All radiation-producing machine registrants, accelerator licensees and service providers, and radioactive
material licensees in the Commonwealth will be required to comply with the final-form regulation. This
includes 10,393 radiation-producing machine rcgistrants, 148 accelerator licensees, 350 service
providers, and 800 specific and general radioactive material licensees. The Department considered the
vast majority of X-ray registrants, licensees and service providers to be small businesses, and eighty-five
(85) radioactive material licensees qualify as small businesses under the definitions currently in use by
the NRC and the Department.

(17) Identify the financial, economic and social impact of the regulation on individuals, small
businesscs, businesses and labor communities and other public and private organizations. Evaluate the
benefits expected as a result of the regulation.

All radiation-producing machine registrants, accelerator licensees, and service providers will experience
a 30% increase in their annual fees. All radioactive material licensees will experience a 10% increase in
fees with one exception; the “Category 6A—Nuclear Laundry” fee will stay at its current rate of
$43,200. The hourly rate full cost recovery fee for categories in the radioactive materials fee schedule is
increased by 22%, from $225 to $275 per hour. Considering increases in inflation since the last time
these fee categories were increased (2009 for the Accelerator, Radiation-Producing Machines, and
Vendors/Service Providers program area and 2017 for the Radioactive Materials and Decommissioning
program area), the cost of compliance is being increased in line with inflation rates.

These fee increases are needed to ensure there is adequate funding for the Department’s Radiation
Protection Program to continue to provide oversight of radiation safety-related activities, maintain
Pennsylvania’s status as an NRC Agreement State, and meet the requirements of Pennsylvania’s
Radiation Protection Act.

Therefore, the Department will benefit from the final-form rulemaking by having the needed revenue to
cover the costs of the programs mandated by the Radiation Protection Act and maintain Pennsylvania as
an NRC Agreement State. The regulated community, particularly radioactive materials uscrs, will
benefit from this final-form rulemaking by paying lesser fees compared to what would be required by
the NRC should Pennsylvania lose its authority as an Agreement State. Most importantly, the general
public will benefit from the final-form rulemaking through the continued safety with the use of
radioactive materials, the safety of radiation-producing machines, and additional quality assurance that
will be provided by the Department having adequate resources to provide oversight for these operations.

(18) Explain how the benefits of the regulation outweigh any cost and adverse effects.

The increased fees will allow the Department to maintain existing radiation-safety programs at current
levels of operation. This includes enabling the Department to continue to fund personnel, purchase
upgrades to obsolete survey equipment, and make investments in new personnel training to continue the
effective oversight of radiation-producing activities benefitting the health of all Pennsylvanians.

For radiation-producing machine registrants, accelerator licensecs, and service providers, fees have not
been increased since 2009. During this time, expenses have risen steadily each year, and this fee
increase will allow the Department to continue to perform the registration, licensing, and inspection
[_program as required by the Radiation Protection Act.
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For radioactive material licensees, Pennsylvania’s increased Chapter 218 fees will still be below the
amount that would have been charged by the NRC had Pennsylvania not become an Agreement State,
while ensuring the Department has the necessary funding for the regulation, licensing, and inspection of
radioactive material user operations and for termination of radioactive material licenses.

In summary, the benefits of this final-form rulemaking outweigh any cost and adverse effect, because
the increase to the Chapter 218 fees will allow the Department to continue to implement existing
programs required by law and ensure adequate funding is available for the Commonwealth to carry out
its duties under NRC’s Agreement State program while continuing to protect public health from the
harmful effects of overexposure to radiation. Overexposure to radiation can cause a wide range of
potential negative health impacts, such as skin burns, radiation sickness, cancer, and death in the most
eXtreme cases.

(19) Provide a specific estimate of the costs and/or savings to the regulated community associated with
compliance, including any legal, accounting or consulting procedures which may be required. Explain
how the dollar estimates were derived.

All Chapter 218 fees vary by type and complexity of material or modality and were calculated to cover
the Department’s costs of implementing the programs as required by the Radiation Protection Act. Costs
to the regulated community associated with this final-form rulemaking are the increase of the Chapter
218 fees by 30% for radiation-producing machine registrants, accelerator licensees, and service
providers and by 10% for radioactive material licensees except “Category 6A—Nuclear laundry,” which
will remain at the current fee of $43,200. Overall, the final-form rulemaking increases Chapter 218 fees
paid to the Department by approximately $1,226,000 per year in the radiation-producing machine
section and $425,680 per year in the radioactive materials section. The total increase in fees to the
regulated community will be $1,614,090.

With these fee increases, the radiation-producing machine section will receive a total of $5,856,000 per
year, and the radioactive materials section will receive a total of $4,93%,680 per year.

The Department multiplicd the number of entities that will be subject to the increased fees by the dollar
amounts of the increased fees to derive the overall estimate.

No other compliance, legal, accounting, or consulting procedure costs or savings are required by this
final-form rulemaking.

(20) Provide a specific estimate of the costs and/or savings to the local governments associated with
compliance, including any legal, accounting or consuiting procedures which may be required. Explain
how the dollar estimates were derived.

Fees for local governments that use licensed radioactive material and radiation-producing machines will
increase by 10% and 30%, respectively. Approximately nine (9) local governments will experience
radioactive material license fee increases, and approximately 70 local governments will experience
radiation-producing machine registration increases. The total increase in fees paid to the Department by
local governments will be $23,599 per year ($22,810 for radiation-producing machines and $789 for
radioactive materials) as a result of this final-form rulemaking,
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The Department subtracted the current amount collected from all local government licenses and
registrations from the amount that will be collected after the increase goes into effect to derive the
overall estimate of the total increase.

No other compliance, legal, accounting, or consulting procedure costs or savings are required by this
final-form rulemaking.

(21) Provide a specific estimate of the costs and/or savings to the state government associated with the
implementation of the regulation, including any legal, accounting, or consulting procedures which may
be required. Explain how the dollar estimates were derived.

Fees for Commonwealth agencies that use licensed radioactive material and radiation-producing
machines will increase by 10% and 30%, respectively. Approximately six (6) Commonwealth agencies
will experience radioactive material license fee increases, and nine (9) agencies will experience
radiation-producing machines registration fee increases. The total increase in fees paid to the
Department by Commonwealth agencies will be $20,026.50 per year ($17,422.50 for radiation-
producing machines and $2,604 for radioactive materials) as a result of this final-form rulemaking.

The Department subtracted the current amount collected from all Commonwealth agency licenses and
registrations from the amount that will be collected after the increase goes into effect to derive the
overall estimate of the total increase.

No other compliance, legal, accounting, or consulting procedure costs or savings are required by this
final-form rulemaking.

(22) For each of the groups and entities identified in items (19)-(21) above, submit a statement of legal,
accounting or consulting procedures and additional reporting, recordkeeping or other paperwork,
including copies of forms or reports, which will be required for implementation of the regulation and an
explanation of measures which have been taken to minimize these requirements.

The final-form rulemaking does not require additional recordkeeping or reporting requirements.

(22a) Are forms required for implementation of the regulation?

No, forms are not required for implementation of this final-form regulation.

(22b) If forms are required for implementation of the regulation, attach copies of the forms here. If
your agency uses electronic forms, provide links to each form or a detailed description of the
information required to be reported. Failure to attach forms, provide links, or provide a detailed

description of the information to be reported will constitute a faulty delivery of the regulation.

There are no forms required to implement the regulation.
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(23) In the table below, provide an estimate of the fiscal savings and costs associated with
implementation and compliance for the regulated community, local government, and state government
for the current year and five subsequent years.

Current FY FY +1 FY +2 FY +3 FY +4 FY +5
2022/2023 202372024 2024/2025 2025/2026 2026/2027 2027/2028
SAVINGS: 3 S $ s 3
Regulated 0 0 0
Community
Local Government | 0 0 0 0 0 0
State Government | 0 0 0 0 0 0
Total Savings 0 0 0 0 0 0
COSTS:
Regulated 0 $1,614,090 | $1,614,090 | $1,614,090 | $1,614,090 | $1,614,090
Community
Local Government | 0 $23,599 $23,599 $23,599 $23,599 $23,599
State Government | 0 $20,027 $20,027 $£20,027 $20,027 $20,027
Total Costs 0 31,657,716 | $1,657,716 | $1,657,716 | $1,657,716 | $1,657,716
REVENUE
LOSSES:
Regulated 0 0 0 0 0 0
Community
Local Government | 0 0 0 0 0 0
State Government | 0 0 0 0 0 0
Total Revenue 0 0 0 0 0 0
Losses
(23a) Provide the past three-year expenditure history for programs affected by the regulation.
Program FY -3 FY -2 FY -1 Current FY
2019/2020 2020/2021 2021/2022 2022/2023
Radiation $12,809,000 $12,140,000 $12,484,000 $15,757,000
Protection Fund

(24) For any regulation that may have an adverse impact on small businesses {as defined in Section 3 of
the Regulatory Review Act, Act 76 of 2012), provide an economic impact statement that includes the

following:

(a) An identification and estimate of the number of small businesses subject to the regulation.

Small businesses covered by the radiological health provisions for radiation-producing machines,
accelerators, and service providers in this final-form rulemaking include, for example, dentist
offices and private medical practices. While the Department does not collect information
regarding the size of each business that is an X-ray registrant, licensee, or service provider, the
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Department considered the vast majority of these entities to be small businesses for the purpose
of this rulemaking,

Reduced radioactive material license fees are available for small businesses (see Chapter 218
Appendix A, categories SB1 and SB2). The Department assumes a portion of radioactive
material licensees are small businesses, as defined in Section 3 of the Regulatory Review Act, 71
P.S. § 745.3. This definition references the Code of Federal Regulations (13 CFR Part 121),
which defines a small business based on the dollar amount of gross annual receipts generated by
the business or the number of employees based upon cmployment. The gross annual receipts or
number of employees required to qualify as a small business is different for cach type of entity.

In implementing the program, the Department uses a different definition of “small business” than
the CFR definition. Specifically, the Department uses a small business form to collect annual
information from licensees to verify whether they qualify for the reduced Chapter 218 fees. The
small business form, which was modeled after NRC’s Form 526 (Certification of Small Entity
Status), requires the submission of copies of business organization forms and categorizes
business as follows:

Small Business $350,000 to $5,000,000
Less than $350,000

Manufacturing Industry 35 to 500 Employces
Less than 35 Employees

Small Organization $350,000 to $5,000,000
Less than $350,000

Small Governmental Jurisdiction 20,000 to 50,000 Population
Less than 20,000 Population

Small Education Institution 35 to 500 Employees
Less than 35 Employees

As an example, a Certification of Small Entity Status form submitted by a radiographic
laboratory would have qualified under both the CFR definition of a small business and the
Department’s definition. This particular lab would qualify under the CFR because its annual
gross income was less than $15,000,000 (see 13 CFR § 121.201 (NAICS Code 541380)) and
qualified under the Department’s definition because its average gross income over its last 3 years
was between $350,000 and $5,000,000.

Based upon the Department’s definitions, 85 radioactive material licensees in Pennsylvania
qualify as small businesses.

(b} The projected reporting, recordkeeping and other administrative costs required for compliance

with the proposed regulation, including the type of professional skills necessary for preparation
of the report or record.

The final-form rulemaking does not require additional reporting, recordkeeping or other
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administrative costs for small business compliance.
{c) A statement of probable effect on impacted small businesses.

All radiation-producing machine registrants, accelerator licensees, and service providers that are
small businesses will expericnce a 30% increase in their annual fees, while all radioactive
material licensees that are small businesses will experience a 10% increase in fees. Considering
increases in inflation since the last time these fee categories were increased (2009 for the
Accelerator, Radiation-Producing Machines, and Vendors/Service Providers program area and
2017 for the Radioactive Materials and Decommissioning program area), the cost of compliance
is being increased in line with inflation rates. Therefore, the Department does not believe that the
final-form rulemaking will have an adverse impact on small businesses.

(d) A description of any less intrusive or less costly alternative methods of achieving the purpose of
the proposed regulation.

There are no less intrusive or less costly methods of achieving the purpose of the regulation.

(25) List any special provisions which have been developed to meet the particular needs of affected
groups or persons including, but not limited to, minorities, the clderly, small businesses, and farmers.

Reduced Chapter 218 fees for radioactive materials licensees are already available for small businesses
that will be affected by the increased fees in the final-form rulemaking, as reflected in the SB1 and SB2
fee categories at the bottom of Appendix A (Fees for Radioactive Material Licenses). The Department
does not collect information regarding the size of each business that is an X-ray registrant, licensee, or
service provider, but the Department considered the vast majority of these entities to be small businesses
for the purpose of this rulemaking when calculating the fee increases. Therefore, no additional special
provisions were developed for this final-form rulemaking.

(26) Include a description of any alternative regulatory provisions which have been considered and
rejected and a statement that the least burdensome acceptable alternative has been selected,

No alternative regulatory provisions have been considered or rejected for the final-form rulemaking as
the Radiation Protection Act (35 P.S. § 7110.401) requires that fees be established to cover the
Department’s Radiation Protection Program costs.

(27) In conducting a regulatory flexibility analysis, explain whether regulatory methods were considered
that will minimize any adverse impact on small businesses (as defined in Section 3 of the Regulatory
Review Act, Act 76 of 2012), including:

a) The establishment of less stringent compliance or reporting requirements for small businesses;

Less stringent compliance and reporting requirements are not necessary, because the compliance
requirements in the final-form rulemaking are minimal,

b) The establishment of less stringent schedules or deadlines for compliance or reporting
requirements for small businesses;

Less stringent schedules or deadlines for and the consolidation or simplification of compliance
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or reporting are not necessary, because the compliance and reporting requirements in the final-
form rulemaking are minimal.

¢) The consolidation or simplification of compliance or reporting requirements for small
businesses;

Less stringent schedules or deadlines for and the consolidation or simplification of compliance
or reporting are not necessary, because the compliance and reporting requirements in the final-
form rulemaking are minimal.

d) The establishment of performance standards for small businesses to replace design or
operational standards required in the regulation; and

The final-form rulemaking does not require design or operation standards.

¢} The exemption of small businesses from all or any part of the requirements contained in the
regulation,

Reduced Chapter 218 fees for radioactive material licensees are already available for small
businesses that will be affected by the increased fees in the final-form rulemaking, as reflected in
the SB1 and SB2 fee categories at the bottom of Appendix A (Fees for Radioactive Material
Licenses). The Department does not collect information regarding the size of each business that
is an X-ray registrant, licensee, or service provider, but the Department considered the vast
majority of these entities to be small businesses for the purpose of this rulemaking,

(28) If data is the basis for this regulation, please provide a description of the data, explain in detail how
the data was obtained, and how it meets the acceptability standard for empirical, replicable and testable
data that is supported by documentation, statistics, reports, studies or research. Please submit data or
supporting materials with the regulatory package. If the material exceeds 50 pages, please provide it in a
searchable electronic format or provide a list of citations and internet links that, where possible, can be
accessed in a searchable format in licu of the actual material. If other data was considered but not used,
please explain why that data was determined not to be acceptable.

Data is the basis for this final-form rulemaking. The Department prepared the “Three-Year Regulatory
Fee and Program Cost Analysis Report” (Report) to summarize the Department’s fee collections and
program costs by functional area for the past three fiscal years and the next three projected years. The
functional areas for purposes of this final-form rulemaking are grouped into three categories: Radiation-
producing machines (i.e., Accelerator, X-ray, and Vendors/Service Providers); Radioactive Materials
and Decommissioning; and Radon. The conclusion of the Report is that Radioactive Materials and
Radiation-producing machines (Chapter 218 fees) require an increase to cover program costs, A copy of
the report is attached to this final-form rulemaking.

(29) Include a schedule for review of the regulation including:
A. The length of the public comment period: 30 days

B. The date or dates on which any public meetings or hearings
will be held: None held
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C. The expected date of delivery of the final-form regulation: Quarter 2, 2023

D. The expected effective date of the final-form regulation: 30 days after publication
in the Pennsvivania Bulletin

E. The expected date by which compliance with the final-form

regulation will be required: 30 days after publication
in the Pennsvivania Bulletin

F. The expected date by which required permits, licenses or other
approvals must be obtained: Not applicable

(30) Describe the plan developed for evaluating the continuing effectiveness of the regulations after its
implementation.

The Board is not establishing a sunset date for these regulations since they are needed for the
Department to carry out its statutory authority. The Department will continue to closely monitor these
regulations for their effectiveness and recommend updates to the Board as necessary.
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RADIATION PROTECTION PROGRAM
THREE-YEAR REGULATORY FEE AND PROGRAM COST ANALYSIS REPORT
TO THE ENVIRONMENTAL QUALITY BOARD

The Department of Environmental Protection (DEP or Department) Radiation Protection Program (RPP)
was established to carry out the comprehensive program of radiation protection in the Commonwealth of
Pennsylvania (Commonwealth) as required by the Radiation Protection Act, 35 P.S. §§ 7110.101—
7110.703 (RPA). Section 401 of the RPA (35 P.S. § 7110.401) and Section 8 of the Radon Certification
Act, 63 P.S. § 2008, require that fees be established to cover DEP’s RPP costs. The RPP includes the
functions of both the Central Office Bureau of Radiation Protection (BRP) and the Regional Offices,

As required by 25 Pa. Code § 218.11(i) and Chapter 240, Appendix A, DEP prepared an updated Three-
Year Regulatory Fee and Program Cost Analysis Report (Report) for the period of 2018-2021 to present
to the Environmental Quality Board. The three RPP areas this cost analysis addresses are: Accelerator,
Radiation-Producing Machines, and Vendors/Service Providers; Radioactive Materials and
Decommissioning; and Radon. The last fee increase for Accelerator, Radiation-Producing Machines
and Vendors/Service Providers was proposed in 2006 and effective in 2009, The last fee increase for
Radioactive Materials, Decommissioning and Radon was proposed in 2015 and effective in 2018.

The purpose of this report is to review the adequacy of fees based on projected RPP costs through
FY2027-2028. Following is a summary of the RPP fee collections and program costs by functional area.

ACCELERATOR, X-RAY AND YENDORS/SERVICE PROVIDERS
BACKGROUND
Through a staff of 71 located in the central and regional offices, the RPP’s Radiation Control Division
administers the radiation-producing machine registration and inspection program, the Mammography
Quality Standards Act program, the particle accelerator licensing and inspection program, and the

vendor/service provider registration program.

Radiation-Producing Machinc Registration and Inspection Program

The Radiation Control Division is responsible for the registration and inspection of over 11,000 facilities
possessing about 33,000 X-ray units. These facilities include hospitals, clinics, and medical and dental
offices.

In order to ensure that patients, personncl, and the environment are protected and that operators arc
properly trained, quality control is performed, and radiation equipment and facilities meet current
protection standards, the Department has a goal to routinely inspect all facilities at least once every four
years or as necessary to ascertain compliance or non-compliance with applicable regulations. Major
facilities may be inspected every two to three years. Approximately 2,800 site inspections are
conducted each year.

Users of radiation-producing machines are required to register with the Division, indicate the number

and type of units possessed, and designate an individual responsible for radiation safety. Users pay
registration fees based on the type of facility and the number of X-ray units they have. The fee amounts
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are listed in 25 Pa. Code § 218.11(a) (relating to registration, renewal of registration, and license fees)
and are provided in Appendix A of this report. The Division oversees the production and issuance of
associated registration certificates, renewal letters, and invoices and the collection of initial and annual
fees.

Mammography Quality Standards Act Activities

The federal Mammography Quality Standards Act (MQSA) was signed into law on Oct. 27, 1992. The
MQSA ensures that women and men receive high-quality mammography services for early breast cancer
detection through the establishment of a federal certification and inspection program. The Act
authorizes the U.S. Food and Drug Administration (USFDA) to obtain state and local assistance in
enforcing the MQSA requirements, including annual inspections of all certified mammography

facilities. DEP, under a $588,000 reimbursement contract with the USFDA, conducts inspections of
each of the Commonwealth’s more than 300 facilities which perform mammographic X-ray procedures.
This contract is modified most years due to the changing number of facilities. The average amount is
$575,000. These inspections are conducted on a schedule prescribed by the USFDA. This schedule
calls for a facility to be inspected once cvery 12 months.

Accelerator Licensing and Inspection

The Commonwealth requires licensing of all particle accelerators within the Commonwealth for
industrial use, research, or medical purposes. A person who intends to purchase, construct, or acquire an
accelerator must notify the Department of this intent by filing the appropriate application for a specific
license within 30 days after the initial order is issued to obtain any or all parts of the accelerator. Annual
fees for licensed particle accelerators are listed in 25 Pa. Code § 218.11(d) and are provided in Appendix
A of this report. About 150 facilities have approximately 250 licensed accelerators within the
Commonwealth.

Vendor/Service Provider Registration

The Commonwealth administers a registration program for vendors/service providers who sell, lease,
install and/or service radiation-producing machines. Commonwealth regulations require that each
vendor/service provider doing business within the Commonwealth must be registered prior to providing
such services. To register, each vendor/service provider must complete a registration application and
return that application with the associated fee to BRP. The registration is renewable for 12-month
periods following submission of the applicable fee as listed in 25 Pa. Code § 218.11(k) and provided in
Appendix A of this report. Registration of machine vendors ensures the Department will be notified of
the location and owner of new X-ray equipment installations.

REVENUE TREND AND PROJECTION

The combined revenue from these RPP areas has been relatively stable. However, implementation costs
are expected to continue to increase. This analysis assumes the purchase of new X-ray testing
equipment, and a 3% increase in all operational costs annually for future years, and a 4.75% increase in
personnel costs per the contract agreement,
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COMMENT

The RPP has conducted a detailed fiscal analysis of these program areas. Based on current fee
collections and existing available funds in these program areas, this analysis indicates with existing
reserve funds and current fees, the fund balance will be negative in FY 2023-24 for radiation-producing

machine and vendor registrations and accelerator license categories.

Accelerator, X-ray and Vendors/Service Providers*

2018- | 2019- 2021- | 2022- | 2023-
19 20 | 202021 | “0 23 a4 | 2024-25 | 2025-26 | 2026-27 | 2027-28
ng;;’g;“g $2,302 | $2,338 | **32,848 | $2,445 | $1,915 [ $1,284 | -$588 | -S1,742 | -$3,160 | -$4.854
Fee §4,449 | 84,200 | $4,208 | $4,200 | $4,200 | $4,200 | $4,200 | $4,200 | $4,200 | $4.200
Collection
Finesand | ¢og | ¢co | g8 o | $0 | so 50 $0 $0 50
Penalties
0ot $530 | 8575 | $229 | $588 | $575 | $575 | $575 $575 $575 $575
Contract
E:i'nue $5,068 | $4,844 | 84,505 |$4,788 | $4,775 | $4,775 | $4,775 | $4,775 | $4,775 | $4,775
Iéﬁ;“m $5,033 | 85,142 | $4,908 |$5318 | $5406 | $5,568 | $5,735 | $5.907 | $6,095 | $6.267
ggﬂ:gfe $2,338 | 52,040 | $2,445 |$1,915 | 51,284 | -S588 | -$1,742 | -$3,160 | -$4.854 | -$6.837

*All figures in thousands of dollars.

**Funds were moved from Radioactive Materials and Decommissionin

due to its decreasing revenue,

RADIOACTIVE MATERIALS & DECOMMISSIONING

¢ to help support the Radiation-Producing Machines area

BACKGROUND

DEP’s Radiation Control Division is also responsible for the regulation, licensing, and inspection of
radioactive material user operations and, along with the Decommissioning Section of the
Decommissioning and Surveillance Division, is responsible for termination of radioactive material
licenses (e.g., for by-product, source, and special nuclear material).

Radioactive Material Licensing and Inspection

Users of all by-product, source, and special nuclear material are required to obtain a license from DEP
prior to obtaining those radioactive materials. This material is used in hospitals, colleges, and industries
for medical, research, and industrial purposes. The Department issues specific, general, and reciprocity
licenses for the use of radioactive material in the Commonwealth. The objective of the licensing
program is to ensure radioactive material is used safely, disposed of properly, and facilities are free from
contamination when licensed operations are terminated. Annual license fees for radioactive material are
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listed in 25 Pa. Code Chapter 218, Appendix A (relating to fees for radioactive material licenses) and
provided in Appendix A of this report.

Decommissioning

The Decommissioning Section performs technical reviews of decontamination and decommissioning
(D&D) activities for radioactive materials licensees and non-licensed radiologically contaminated sites
in accordance with appropriate Commonwealth regulations. Typical reviews include site
characterization plans, health and safety plans, decommissioning plans, survey reports, and the
evaluation of decommissioning funding plans and financial assurance mechanisms. The
Decommissioning Section also performs on-site reviews and inspections of D&D activities for
occupational, public, and environmental radiation protection concerns. These activities include
performing confirmatory surveys and sampling to ensure the cleanup levels established for the site have
been met. This Section would also perform independent oversight and sampling at decommissioning
nuclear power plant sites (¢.g., TMI Unit 2). This work is performed at full cost recovery.

REVENUE TREND AND PROJECTION

Fee collections for radioactive material licensing have been trending down since the national economic
recession of 2008. BRP expects the COVID-19 pandemic will also impact this RPP area. Universities
and industries that use radioactive material have been consolidating or finding other operational methods
that do not require a license, and many licensees have opted to be licensed under a small business fee
category at a lower cost, which is specified in 25 Pa. Code Chapter 218, Appendix A.

Actual RPP personnel costs (salaries and benefits) have increased approximately 14% since the last fee
increase in 2018, while fees have remained fixed. This analysis assumes a 3% increase in all operational
costs annually for future years, and a 4.75% increase in personnel costs per Pennsylvania’s union-
covered employee contract agreement.

Work in the Decommissioning Program is driven by industry trends, federal funding, and ongoing
discovery of contaminated sites. Most work performed by the Decommissioning Program is subject to
full cost recovery from the facility owner. Currently, the DEP hourly rate charge for these activities is
$225. Costs of decommissioning activities at sites where no responsible party exists are paid from the
Radiation Protection Fund.

COMMENT
The RPP has conducted a detailed fiscal analysis of these program areas. This analysis indicates with

existing reserve funds and current fees, the fund balance will be negative in FY 2024-25 in the
Radioactive Materials and Decommissioning area.
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Radioactive Materials Licensing*

2018- | z019- 2021- | 2022- | 2023- | 2024-
o 2 2020-21 |3, 23 24 2 2025-26 | 2026-27 | 2027-28
gglg;:;‘é“g $3,285 | $3,904 | **$2,848 | $2,918 | $2,295 | $1,646 | $824 | -$180 | -$1,373 |-52,765
Fee $4,413 | $3,877 | $3,204 [ 3,200 | $3,200 | $3,200 | $3,200 | $3,200 ({$3.200 | $3,200
Collection
Finesand | ¢ 35 | ¢0g | 435 0 [so [so |so |so $0 $0
Penalties
E"‘a' 34,546 | $3,950 | $3,241 | $3,200 | $3,200 | $3,200 | $3,200 | $3,200 |$3.200 | $3.200
evenue
'ég‘:;%;a"’ $3,928 | $3,910 | 83,171 | $3,823 | §3,849 | $3,964 | $4,083 | $4,206 |$4,332 | $4.462
Ending 0 4|9 2 ! 2
Balance | 3904 | $3.944 132,918 |$2,295 | 51,646 | $824 | -$180 |-51373 |-52.765 | -54.364

*All figures in thousands of dollars.

**Funds were moved from Radioactive Materials and Decommissi

Radon arcas duc to their decreasing revenue.

BACKGROUND

RADON

Pennsylvania has some of the highest indoor air radon levels in the country, and perhaps the world.
According to the National Academy of Sciences and US Environmental Protection Agency (EPA),
radon is the second leading cause of lung cancer. The Department’s Radon Program is one of the most
robust in the nation and provides a variety of regulatory and public service activities. These activities

include:

oning to help support the Radiation-producing Machines and

Implementing the EPA State Indoor Radon Grant (SIRG) (e.g., education and outreach through
public service announcements (PSA); grants to universities; outreach to builders, realtors, and
the medical community; and, free test kits to mothers of newborns).

Certifying radon laboratories, mitigators, and testers.

Performing routine inspections of miti
laboratory facilities.

Performing blind testing on radon-detection devices.

gation installations, mitigation offices, testing, and

Providing diagnostic services to homeowners and mitigators on difficult-to-remediate houses.

Performing “targeted” surveys in areas of high radon activity

Association.

through the American Lung

Assisting homeowners and mitigators with difficult to remediate buildings.

Providing free confirmatory testing to homeowners who have instal

and to homes with radon levels greater than 100 pCi/L.
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* Developing and maintaining databases for calculations, tracking data, and surveys; maintaining
and configuring DEP databases with the Bureau of Information Technology for certification
tracking.

* Providing a wide variety of public information services to increase awareness of the radon issue
and encouraging testing and mitigation.

* Providing unbiased and expert advice on all aspects of radon to the general public.

* Performing radon-related research projects and contributing technical information to the radon
industry.

» Serving on radon-related national committees.

REVENUE TREND AND PROJECTION

The Department performs significant outreach and PSAs that encourage homeowners to test and
mitigate. This creates interdependency between outreach and revenue, allowing the program to maintain
stability in certification fee revenue from radon laboratories, mitigators and testers. Historically,
certification fee revenue has not covered Radon Program costs. Current certification fee amounts are
listed in 25 Pa. Code Chapter 240, Appendix A (relating to radon certification fee schedule) and are
provided in Appendix A of this report. Grant funding from the EPA SIRG provides a small percentage
of revenue to offset administrative costs, but the Radon Program has always been barely self-sustaining.

SIRG funds have been about $429,000 annually in recent years, which is utilized mainly for staff
training, PSAs, equipment and supplies, home shows, and some support of salaries and benefits. it aiso
provides funds to the American Lung Association for radon outreach. With tight federal budgets, the
SIRG funding cannot be relied upon as a stable funding source and it can cease at any time: therefore,
only the current contract is depicted in the table below.

RECOMMENDATION AND COMMENT

The RPP has conducted a detailed fiscal analysis of this program area. This analysis indicates with
existing reserves fund and fees, the Radon program area is sufficiently funded.

The table below provides revenue and program cost projections:
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Radon Program*

| 2018- | 2019- [ 2020- | 2021- | 2022- | 2023- | 2024- | 2025- | 2026- | 2027-
19 20 21 22 23 24 25 26 27 28
Bgfl'::é‘;g $2,388 | $2,505 | $2,849* | $2,845 | $2,643 | $2,452 | $2,201 | $1,889 | $1,524 | $1,106
Fee $360 | $241 | $370 | $300 | $300 | $300 | $300 | $300 | $300 | $300
Collection
I“S‘}‘,‘LI:J“’“ $592 | $671 | $609 | $600 | $600 | $600 | $600 | $600 | $600 | $600
Finesand | 10 1 s12 | s10 | s0o | so | so | so | s $0 $0
Penalties
SIRGA | $353 | $385 | $468 | $429 | $429 | $429 | s$0 $0 $0 $0
Total | ¢} 19| $1.300 $1,466 | $1,329 | $1,329 | $1,329 | $1,329 | $1,329 | $1,329 | $1.329
Revenue
Pg’f;;‘“ 81,152 | $1,252 | $1,470 | $1,531 | $1,520 | $1,566 | $1,613 | S1,661 | $1,711 | $1,762
Ending ! | ; - .
$2,505 | $2,562 | $2,845 | $2,643 | 82,452 | $2,201 | $1,889 | $1,524  $1.106 | $631
| Balance | A T iy | | o | 1 |

*All figures in thousands of dollars.
#350 (ee for each mitigation installation
“State Indoor Radon Grant (SIRG)
+Funds were moved from Radioactive Materials and Decommissioning to help support the Radon area due to its decreasing
revenue,

SUMMARY OF RECOMMENDATIONS

Accelerator, Radiation-Producing Machines, and Vendors/Service Providers

Based on current fee collections and existing available funds in these program arcas, this analysis
indicates that in FY 2023-24 there will not be sufficient revenue for the radiation-producing machine
and vendor registrations and accelerator license categories. The program also determined the
chiropractor category should be moved from the category of “Other” to the same category of “Dentists,
Podiatrists, and Veterinarians™ as their equipment is more in-line with that category. The RPP
recommends proposing a future rulemaking to increase fees to adequately fund this program arca and
correct the fee category for chiropractors.

Radioactive Materials and Decommissioning

This analysis indicates that in FY 2024-25 there will not be sufficient revenue for license categories in
the Radioactive Materials area and the Decommissioning hourly rate. The RPP recommends proposing
a future rulemaking to increase fees to adequately fund this program area.

Radon

This analysis indicates that after FY 2027-28 there will be sufficient revenue to maintain the current
Radon Program and no rulemaking to adjust fees for Radon will be necessary at this time.
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