
This spacBg^l^feil:
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(2) I.D. Number (Governor's Office Use)

7-402
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IRRC Number: o O ^ ^

(3) Short Title

RADIOLOGICAL HEALTH AMENDMENTS

(4) PA Code Cite

25 Pa. Code Chapters 215, 221,
225, 230 and 240

(5) Agency Contacts & Telephone Numbers

Primary Contact: Michele Tate, 783-8727

Secondary Contact: Kelly Heffner, 783-8727

(6) Type of Rulemaking (Check One)

Proposed Rulemaking
X Final Order Adopting Regulation

Final Order, Proposed Rulemaking Omitted

(7) Is a 120-Day Emergency Certification
Attached?

X No
Yes: By the Attorney General
Yes: By the Governor

(8) Briefly explain the regulation in clear and non-technical language.

Many sections were revised to reflect Pa. Code text that was changed or no longer exists as a
result of previous revisions to Article V and the NRC regulations incorporated by reference. There
are amendments to update orphaned references and definitions or to delete those no longer used.
They impose no new requirements. Several amendments clarify the wording of existing
regulations or reorganize their format. These changes do not impose new requirements. A
reference to a requirement for a written report to the Department within 30 days of the failure of
shielded room industrial x-ray equipment has been reinstated after it was inadvertently deleted in
a previous reorganization of Chapter 225. Applying for a radon services license was simplified by
removing an unnecessary requirement for notarization. Outdated references to interim guidance
and standards for radon testing and mitigation of dwellings have been corrected in Section
240.308. The healing-arts screening requirements in Section 221.13 for facilities operating under
the federal Mammography Quality Standards Act have been reorganized for clarity.

(9) State the statutory authority for the regulation and any relevant state or federal court decisions.

1. Radiation Protection Act, act of July 10, 1984 (P.L. 688, No. 147), 35 P.S. Sec.
7110.101, etseq.

2. The Radon Certification Act, 63 P.S. §§20001, et seq.

3. Section 1920-A of the Administrative Code, April 9, 1929 (P.L. 177, No. 175), as
amended, 71 P.S. Sec. 510-20.
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(10) Is the regulation mandated by any federal or state law or court order, or federal regulation? If yes,
"clteThe specific law, case or regulation, and any deadlines tor action.

No. However, the regulations proposed in Chapter 230 on transportation are necessary to ensure
compatibility with the regulations of the U.S. Nuclear Regulatory Commission (NRC). This is required
to become part of the NRC's Agreement State program. Without Agreement State status, the
Department is set to lose it regulatory authority over accelerator-produced radioisotopes and discrete
radium sources in 2009 under the preemption of the Energy Policy Act of 2005. Compatibility also
benefits that part of the regulated community engaged in interstate commerce when it is necessary to
seek reciprocal recognition by other states of radioactive material licenses issued by the Department.

(11) Explain the compelling public interest that justifies the regulation. What is the problem it
addresses?

Necessary requirements for reporting accidents at shielded room radiography facilities have been
restored. This may help prevent similar accidents in other facilities engaged in radiography.

Regulations and definitions with missing references must be corrected to be effective.

Sections of the regulations have been trimmed of unnecessary terms and reworded for clarity to
facilitate understanding and compliance.

The removal of notarization requirements from applications for radon services brings them in line with
other Department applications and facilitates the application process and future transition to web-based
applications to improve accessibility and efficiency.

(12) State the public health, safety, environmental or general welfare risks associated with non-
regulation.

Failure to reinstate the written report of circumstances surrounding the failure of shielded room x-ray
radiography equipment may prevent the Department from being able to alert other facilities potentially
vulnerable to similar occurrences. The Department would not be able to provide an appropriate
regulatory response to problems that remain unknown.

(13) Describe who will benefit from the regulation. (Quantify the benefits as completely as possible
and approximate the number of people who will benefit.)

The regulated community will better understand how healing-arts screening requirements apply
to mammography. Changes to Chapter 230 will help ensure that shippers understand the
requirements to transport accelerator-produced radioactive materials properly. Clearer, stronger
regulations will benefit all 12,000 or so registrants and licensees by making compliance easier
and more effective. Updating radon guidance on standards, testing and mitigation of
contaminated facilities affects radiation safety for all buildings and occupants in the
Commonwealth. Radon is the largest source of unnecessary radiation exposure to the population.

(14) Describe who will be adversely affected by the regulation. (Quantify the adverse effect as
completely as possible and approximate the number of people who will be adversely affected.)
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No one will be adversely affected by the regulation.

(15) List the persons, groups or entities that will be required to comply with the regulation.
(Approximate the number of people who will be required to comply.)

Those persons to be affected by the regulation include any individual, corporation, institution, group or
agency that uses naturally occurring and accelerator-produced radioactive materials. There are
approximately 480 current radioactive material licensees who will be required to comply with this
regulation, some 11,000 X-ray registrants about 400 of which are mammography screening facilities,
and about 600 plus entities engaged in regulated radon services.

(16) Describe the communications with and input from the public in the development and drafting of
the regulation. List the persons and/or groups who were involved, if applicable.

A draft of these regulations was reviewed and endorsed by the Radiation Protection Advisory
Committee (RPAC). The RPAC includes representatives from the PA Dental Association, the PA
Medical Society, the PA Chiropractic Association, the PA Podiatric Society, the PA Veterinary
Society, the PA Osteopathic Society, the Pennsylvania Society of Radiologic Technologists, the
Western Pennsylvania Chapter of the Health Physics Society, the Susquehanna Valley Chapter of the
Health Physics Society, the Delaware Valley Society for Radiation Safety, the Penn-Ohio Chapter of
the American Association of Physicists in Medicine, the Delaware Valley Chapter of the American
Association of Physicists in Medicine, and others. The RPAC raised no issues and suggested no
changes. The regulations were published for a 30-day public comment period in proposed form in the
Pennsylvania Bulletin November 18, 2006. There were no comments or issued raised to resolve during
the proposed rule making process. The final-form rule was therefore left unchanged from proposed.
The final-form rulemaking was presented to the RPAC on July 19, 2007, and August 21, 2007. At the
August 21, 2007, meeting, RPAC approved the final-form rulemaking and encouraged the Department
to submit the final rulemaking to the Environmental Quality Board for action.

(17) 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.

No additional legal, accounting or consulting compliance costs are anticipated. Savings on notary fees
for 600 radon applicants every two years is negligible since many licensees would likely have access to
free business notary services leaving only the intangible cost of professional time and travel saved in
securing notarization, which is likely about an hour and less than a few miles or about $25 each.

(18) Provide a specific estimate of the costs and/or savings to local governments associated with
compliance, including any legal, accounting or consulting procedures which may be required.

There are no additional costs or savings for local governments to comply with these regulations.

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

There are no specific cost savings for state government.

(20) In the table below, provide an estimate of the fiscal savings and cost associated with
implementation and compliance for the regulated community, local government, and state government
for the current year and five subsequent years.

SAVINGS:

Regulated Community

Local Government

State Government

Total Savings

COSTS:

Regulated Community

Local Government

State Government

Total Costs

REVENUE LOSSES:

Regulated Community

Local Government

State Government

Total Revenue Losses

Current FY

$

None

None

None

None

None

None

None

None

None

FY+1

Year

$

7500

None

None

7500

None

None

None

None

None

FY+2

$

7500

None

None

7500

None

None

None

None

None

%r$
7500

None

None

7500

None

None

None

None

None

FY+4

$

7500

None

None

7500

None

None

None

None

None

FY+5

Year

$

7500

None

None

7500

None

None

None

None

None

(20a) Explain how the cost estimates listed above were derived.

Radon savings estimates are for 600 licenses renewed every two years. 10 miles to notary at $0.50 per
mile ($5) and one hour administrative time $20 for a total of 600x $25= $15000 per two years.

(20b) Provide the past three-year expenditure history for programs affected by the regulation.

Program
Environmental
Protection Operations
(10381)
Environmental
Program Management

FY-3
$85,898,000

$37,594,000

FY-2
$87,897,000

$37,049,000
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~(2T)TJsingThe cost-Benefit information proviclecTabove, explain how theT)enefits oftheTegulation
outweigh the adverse effects and costs.

There are no adverse effects. There is a marginal cost and timesavings to the Radon services
community from the removal of notary requirements from permit applications for radon services. The
codification of the new approved radon testing guidance and mitigation standards will promote
healthier indoor air quality. There is also the benefit of more effective and clear regulatory
requirements and the facilitation toward achieving the benefits of Agreement State status.

(22) Describe the nonregulatory alternatives considered and the costs associated with those
alternatives. Provide the reasons for their dismissal.

There are no equivalent nonregulatory alternatives. Additionally, to not update the regulations would
prevent the deletion or replacement of technically obsolete or defective regulations.

(23) Describe alternative regulatory schemes considered and the costs associated with those schemes.
Provide the reasons for their dismissal.

There are no effective regulatory alternatives.

(24) Are there any provisions that are more stringent than federal standards? If yes, identify the
specific provisions and the compelling Pennsylvania interest that demands stronger regulation.

There are no provisions that are more stringent than the federal standards.

(25) How does the regulation compare with those of other states? Will the regulation put Pennsylvania
at a competitive disadvantage with other states?

Adopting generally accepted requirements of the NRC and guidance of the Environmental Protection
Agency will not put Pennsylvania at a competitive disadvantage. All states are scheduled to be under
NRC equivalent regulation for radioactive materials in 2009. Radon service providers licensed in
Pennsylvania should be able to meet the regulatory requirements for providing services in any other

(26) Will the regulation affect existing or proposed regulations of the promulgating agency or other
state agencies? If yes, explain and provide specific citations.

(27) Will any public hearings or informational meetings be scheduled? Please provide the dates, times,
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and locations, if available.

(28) Will the regulation change existing reporting, record keeping, or other paperwork requirements?
Describe the changes and attach copies of forms or reports which will be required as a result of
implementation, if available.

The proposed regulation will reinstate reference to a 30-day written reporting requirement in Section
225.76 for notification of the circumstances regarding the malfunctioning of industrial radiography
systems used in shielded rooms. There is no specific form for the report. The elements to be addressed
in the report are specified in Section 225.76.

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

No special provisions needed to be developed.

(30) What is the anticipated effective date of the regulation; the date by which compliance with the
regulation will be required; and the date by which any required permits, licenses or other approvals
must be obtained?

The final rulemaking will become effective upon publication in the Pennsylvania Bulletin, which
is anticipated to occur in early 2008. Immediate compliance is expected. No additional permits or
approvals are required.

(31) Provide the schedule for continual review of the regulation.

This regulation will be reviewed in accordance with the sunset review schedule published by the
Department to determine whether the regulation effectively fulfills the goals for which it was intended.
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NOTICE OF FINAL RULEMAKING
DEPARTMENT OF ENVIRONMENTAL PROTECTION

—ENVIRONMENTAL QUALITY BOARD — —
[25 Pa. Code Chs. 215, 221, 225, 230 AND 240]

Radiological Health

ORDER

The Environmental Quality Board (Board) by this order amends 25 Pa. Code, Chapters 215, 221,
225, 230 and 240 (relating to radiological health). These amendments update and correct federal
citations incorporated by reference from 10 CFR Part 71 concerning the transportation and
packaging of radioactive material and remove references to obsolete regulatory provisions that
were deleted in previous rulemakings. The amendments update references to guidance and
standards for radon testing and mitigation, restore a written reporting requirement concerning
Department of Environmental Protection notification of incidents involving the malfunction of
shielded room radiography equipment and remove the requirement for notarization of radon
service permit applications. Additional changes are also included to clarify requirements for
x-ray use in the healing arts as well as the assessment of civil penalties to recover abatement
costs incurred by the department. The amendments also clarify the healing-arts screening
requirements for facilities operating under the federal Mammography^ Quality Act Standards.

This order was adopted by the Board at its meeting of December 18, 2007.

A. .E^ecfzveDafg

These amendments are effective upon publication in the Pennsylvania Bulletin as final
rulemaking.

B. Contact Persons

For further information contact Louis Ray Urciuolo, Chief, Division of Radiation Control, P. O.
Box 8469, Rachel Carson State Office Building, Harrisburg, PA 17105-8469, (717) 787-3720, or
Richard Morrison, Assistant Counsel, Bureau of Regulatory Counsel, P. O. Box 8464, Rachel
Carson State Office Building, Harrisburg, PA 17105-8464, (717) 787-7060. Persons with a
disability may use the AT&T Relay Service by calling (800) 654-5984 (TDD users) or
(800) 654-5988 (voice users). This proposal is available electronically through the Department of
Environmental Protection's (Department) website http://www.dep.state.pa.us.

C. Statutory Authority

This final rulemaking is being made under the authority of Sections 301 and 302 of the Radiation
Protection Act (act) (35 P. S. §§ 7110.301 and 7110.302), which, respectively, direct the
Department to develop and conduct comprehensive programs for the registration, licensing,
control, management, regulation and inspection of radiation sources and radiation source users,



and delegates to the Board the power to adopt the regulations of the Department to implement
the act.

These amendments are also made under Section 1920-A of The Administrative Code of 1929 (71
P. S. § 510-20), which authorizes and directs the Board to adopt regulations necessary for the
proper performance of the work of the Department and pursuant to the Radon Certification Act,
63 P.S. §§20001, etseq.

D. Background of the Amendments

In 2001 the Board updated chapters of its radiological health regulations to provide for
compatibility with other states and to serve as a basis for the Commonwealth to assume authority
from the United States Nuclear Regulatory Commission (NRC) for radioactive material licensees
in this Commonwealth under the Agreement State program. These updates were published at 31
Pa.B. 5239 (September 15, 2001) and 31 Pa.B. 6280 and 6282 (November 17, 2001).
Subsequently, in 2004, the Board published a final-form rulemaking at 34 Pa.B. 3823 (July 17,
2004) that corrected cross-references in the regulations for radiological health that were no
longer accurate.

In the period following the 2004 amendments to the regulations for radiological health, there has
been substantive changes to Federal regulations incorporated by reference, most notably 10 CFR
Part 71 (relating to packaging and transportation of radioactive material). It is required that these
references be corrected for the Commonwealth to have consistent regulations that are
compatible with the NRC for submission as part of its application, which is currently under
review by the NRC, to become an agreement state and assume authority over Federally regulated
radioactive materials. Under the Energy Policy Act of 2005, the act of August 8, 2005 (Pub. L.
No. 109-58,119 Stat. 594), the Commonwealth may otherwise lose authority over accelerator-
produced radioactive materials and discrete radium sources in 2009 if agreement state status is
not attained. This rulemaking also takes advantage of the opportunity to provide further
clarification of the regulations in general regarding X-ray use and radon.

As required by section 301(c)(14) of the act, the Department provided the Radiation Protection
Advisory Committee (RPAC) with an opportunity to review the proposed amendments and to
advise the Department prior to submittal to the Board. On October 27, 2005, and December 26,
2005, the RPAC met and reviewed the proposed amendments. The RPAC accepted the
regulations as proposed without issue and with minimal discussion. The RPAC, by letter dated
December 29, 2005, from the chairperson, recommended that the amendments to the radiological
health regulations be sent to the Board as proposed rulemaking. The unchanged proposed
amendments were presented to the RPAC as final-form on July 19, 2007, and August 21, 2007.
At the August 21, 2007, meeting, RPAC approved the final-form rulemaking and recommended
the Department submit the final rulemaking to the Environmental Quality Board for action.

No public meetings were held. The proposed regulations were published at 36 Pa.B. 7028
(November 18, 2006) with a thirty day comment period. No comments were received during the
public comment period.



The regulations regarding transportation of radioactive material currently affect about 480
licensees of Naturally Occurring and Accelerator Produced Isotopes. Approximately 720
Jicensegs_ofAeJKRCJriZeri^^
the final-form regulations may delay or prevent the NRC approving Pennsylvania's application
for agreement state. This could delay overall cost savings and efficiency under state rule for
NRC licensees. Without agreement state, Pennsylvania will lose its authority to regulate all
radioactive material in 2009, except diffuse naturally occurring radioactive material. The final-
form regulations for radon reduce regulatory burden and cost for about 600 certificate holders by
removing the requirement for notarization of permit applications. This also streamlines the
application process. The remaining changes to the regulations for clarity and consistency are a
general benefit to some 12,000 x-ray registrants and radon service certificate holders.

E. Summary of Changes to the Proposed Rulemaking

The final-form rulemaking presented here is unchanged from proposed.

F. Summary of Comments and Responses on the Proposed Rulemaking

No comments were received to the proposed rulemaking.

G. Benefits, Costs and Compliance

Benefits

The primary benefits of this proposed rulemaking are to: (1) correct references that are no longer
accurate as a result of changes in previous rulemakings and changes in the regulations of the
NRC incorporated by reference to provide compatibility necessary to be an agreement state and
to provide additional clarity and consistency; (2) restore shielded room radiography equipment
malfunction report requirements so appropriate regulatory response can be considered and others
in the regulated community potentially affected can be alerted; and (3) relieve radon services
applicants of the unnecessary burden of attestation and to provide updated references to
approved radon standards and protocols and reporting intervals. This is part of a comprehensive
effort to provide additional clarity to the regulations for radiological health to make it easier for
the regulated community to understand and comply. Compatible regulations are necessary for an
agreement state that will eventually result in a net savings to the regulated community by
eliminating duplicative State and NRC licenses, reducing the net burden on the regulated
community for licensing fees, decreasing time lost to inspection and providing more responsive
local regulation. Changes to the healing arts screening regulations will allow the Department to
make more informed decisions regarding applications for approval to conduct screenings. The
removal of notary requirements for radon service applications will speed up the application
process and potentially save on application costs.

Compliance Costs

The majority of proposed amendments represent clarifications of requirements. Thus, the
underlying requirements have not actually changed so there is no additional cost to comply. The



failure of shielded room radiography equipment is not common and the additional cost to supply
a written report should be negligible since a facility would investigate any serious failure

.anyway.

Compliance Assistance Plan

The majority of proposed amendments clarifying references and definitions are self-explanatory.
The updated guidance on radon measurement protocols and standards is freely available. There is
a free radon hotline for additional assistance with radon guidance and applications.

Paperwork Requirements

Most proposed amendments are not associated with paperwork requirements. The time to report
an equipment malfunction involving shielded room radiography of 30 days should not be a
burden. The removal of notary requirements from radon services applications lessens the
paperwork requirements for filing an application.

H. Sunset Review

These regulations will be reviewed in accordance with the sunset review schedule published by
the Department to determine whether the regulations effectively fulfill the goals for which they
were intended.

I. Regulatory Review

Under section 5(a) of the Regulatory Review Act (71 P. S. § 745.5(a)), on November 2, 2006,
the Department submitted a copy of the proposed rulemaking, published at 36 Pa.B. 7028
(November 18, 2006) to the Independent Regulatory Review Commission (IRRC) and the
Chairpersons of the House and Senate Environmental Resources and Energy Committees for
review and comment.

In addition to submitting the proposed amendments, the Department has provided IRRC and the
Committees with a copy of a detailed regulatory analysis form prepared by the Department. A
copy of this material is available to the public upon request.

Under section 5(c) of the Regulatory Review Act, IRRC and the Committees are to be provided
with copies of the comments received during the public comment period, as well as other
documents when requested. In preparing these final-form regulations, the Department has
received no comments to consider.

Under section 5.1(j.2) of the Regulatory Review Act (71 P. S. § 745.5a(d)), on _(b lank)_ ,
these final-form regulations were deemed approved by the House and Senate Committees.
Under section 5.1(e) of the Regulatory Review Act, IRRC met on __j(b!ank)__ and approved
the final-form regulations.



J. Findings of the Board

- -TheBoard-finds-that:-

(1) Public notice of proposed rulemaking was given under sections 201 and 202 of the act of
July 31, 1968 (P.L. 769, No. 240) (45 P.S. §§ 1201 and 1202) and regulations promulgated
thereunder at 1 Pennsylvania Code §§7.1 and 7.2.

(2) A public comment period was provided as required by law, and all comments were
considered.

(3) These regulations do not enlarge the purpose of the proposal published at 36 Pennsylvania
Bulletin 7028 (November 18, 2006).

(4) These regulations are necessary and appropriate for administration and enforcement of the
authorizing acts identified in Section C of this order.

K. Order of the Board

The Board, acting under the authorizing statutes, orders that:

(a) The regulations of the Department of Environmental Protection, 25 Pennsylvania Code,
Chapters 215, 221, 225, 230 and 240, are amended by amending the aforesaid chapters to read as
set forth in Annex A.

(b) The Chairperson of the Board shall submit this order and Annex A to the Office of General
Counsel and the Office of the Attorney General for review and approval as to legality and form,
as required by law.

(c) The Chairperson shall submit this order and Annex A to the Independent Regulatory Review
Commission and the Senate and House Environmental Resource and Energy Committees as
required by the Regulatory Review Act.

(d) The Chairperson of the Board shall certify this order and Annex A and deposit them with the
Legislative Reference Bureau, as required by law.

(e) This order shall take effect immediately.

BY:

KATHLEEN A. MCGINTY
Chairperson

Environmental Quality Board





Annex A
TITLE 25. ENVIRONMENTAL PROTECTION

PART I. DEPARTMENT OF ENVIRONMENTAL PROTECTION
Subpart D. ENVIRONMENTAL HEALTH AND SAFETY

ARTICLE V. RADIOLOGICAL HEALTH

CHAPTER 215. GENERAL PROVISIONS

GENERAL PROVISIONS

§ 215.1. Purpose and scope.

(e) Title 10 Chapter I (Nuclear Regulatory Commission) Parts 19, 20, 30,31,
32, 33, 34, 35, 36, 39, 40, 70, 71 and §§ 150.1, 150.2, 150.3, 150.11 and 150.20 of
the CFR are incorporated by reference with the exceptions set forth in paragraphs
(1)—(13). Notwithstanding the requirements incorporated by reference, nothing in
this article relieves or limits a person from complying with the laws of the
Commonwealth, including the act and the Low-Level Radioactive Waste Disposal
Act (35 P. S. §§ 7130.101-7130.905).

(13) Sections 71.2, 71.6, [71.13(c) and (d), 71.24,] 71.14(b), 71.19, 71.31,
71.33, 71.35, 71.37, 71.38, 71.39, 71.41, 71.43, 71.45, 71.51, [71.52, 71.53,]
71.55, 71.59, 71.61, 71.63, 71.64, 71.65, 71.71, 71.73, 71.74, 71.75, 71.77, 71.99
[and], 71.100, 71.101(c)(2), (d) and (e), 71.107, 71.109, 71.111, 71.113, 71.115,
71.117, 71.119, 71.121, 71.123 and 71.125 are not incorporated.

§215.2. Definitions.

The definitions in 10 CFR Chapter 1, Parts 19, 20, 30, 31, 32, 33, 34, 35, 36, 39,
40, 70, 71 and 150 are incorporated by reference in this article unless indicated
otherwise. In addition, the following words and terms, when used in this article,
have the following meanings, unless the context clearly indicates otherwise:

Radiation source—An apparatus, device, equipment, radiation-producing
machine or material, other than a nuclear power reactor and nuclear fuel located
on a plant site, emitting or capable of emitting ionizing radiation.



PROHIBITIONS AND RESTRICTIONS

§215.23. Penalties.

A person who violates this article is subject to the civil and criminal penalties in
the act. At a minimum, civil penalties may be assessed in an amount sufficient
to recover the costs expended by the Department in the correction of the
violation or abatement of the resulting radiological nuisance.

CHAPTER 221. X-RAYS IN THE HEALING ARTS

GENERAL PROVISIONS

§221.2. Definitions.

The following words and terms, when used in this chapter, have the following
meanings, unless the context clearly indicates otherwise:

* * * * *

[A CR—American College of Radiology]

* * * * *

[Cephalometric device—A device intended for the radiographic visualization
and measurement of the dimensions of the human head.]

* * * * *

[Direct scattered radiation—The scattered radiation coming directly from
material irradiated by the useful beam and not scattered by other material.]

Portable [radiation] X-ray system—See X-ray equipment.

[Protective glove—A glove incorporating radiation absorbing materials.

Radiation detector—A device which provides a signal or other indication
suitable for measuring one or more quantities of incident radiation.]

* * * * *



[Response time-The time required for an instrument system to reach 90%
of its final reading when the instrument system is exposed to a step change

-from zero radiation flux to a -fluxsufficient to provide-a-steady state-midscale
reading.]

[Variable-aperture beam-limiting device—A beam-limiting device which has
capacity for stepless adjustment of the X-ray field size.]

§ 221.3. [Sale and installation] (Reserved).

[No person may sell or install a radiation-producing machine that does not
meet the provisions of this article.]

ADMINISTRATIVE CONTROLS

§ 221.13. Information to be submitted by persons requesting approval to conduct
healing arts screening.

* * * * *

(b) A person requesting that the Department approve a healing arts screening
program other than mammography shall submit in writing the following
information for evaluation by the Department. If information submitted to the
Department becomes invalid or outdated, the registrant shall immediately notify
the Department.

(14) [Mammography facilities shall comply with 21 CFR Part 900 (relating
to mammography).

(15)] An approximation of the frequency of screening activities and duration of
the entire screening program.

(c) Mammography facilities shall comply with 21 CFR Part 900 (relating
to mammography).

DIAGNOSTIC INSTALLATIONS GENERAL REQUIREMENTS

§ 221.30. Exposure reproducibility for noncertified systems.
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(i) Mobile or portable [radiographic] x-ray systems, other than intraoral
dental X-ray systems, shall be provided with a means to limit the source-to-skin
distance to at least 30 centimeters.

THERAPEUTIC X-RAY SYSTEMS WITH ENERGIES LESS THAN 1 MEV

§ 221.71. Equipment requirements.

* * * * *

(i) The following apply to [times] timers on the equipment:

COMPUTED TOMOGRAPHY X-RAY SYSTEMS

§221.201. Definitions.

In addition to the definitions [in] of §§ 215.2 and 221.2 (relating to definitions),
the following words and terms, when used in this section and §§ 221.202-
221.205, have the following meanings, unless the context clearly indicates
otherwise:

Detector—A device that provides a signal or other indication suitable for
measuring one or more quantities of incident radiation.

* * * * *

CHAPTER 225. RADIATION SAFETY REQUIREMENTS FOR INDUSTRIAL

RADIOGRAPHIC OPERATIONS

Subchapter B. RADIATION-PRODUCING MACHINES

RADIATION-PRODUCING MACHINE REQUIREMENTS

4



§ 225.102. Shielded room X-ray radiography.

(d) With the exception of the provisions [of] in §§ 225.4a, 225.76 and 225.84
(relating to radiation safety program; reporting requirements; and operating and
emergency procedures), shielded room radiography is exempt from all other
provisions of this chapter.

CHAPTER 230. PACKAGING AND TRANSPORTATION OF RADIOACTIVE

MATERIAL

Subchapter A. SCOPE AND DEFINITIONS

§ 230.3. Incorporation by reference.
* * * * *

(b) Notwithstanding the requirements incorporated by reference, 10 CFR 71.2,
71.6, [71.13(c) and (d), 71.24] 71.14(b), 71.19, 71.31, 71.33, 71.35, 71.37, 71.38,
71.39, 71.41, 71.43, 71.45, 71.51, [71.52, 71.53,] 71.55, 71.59, 71.61, 71.63,
71.64, 71.65, 71.71, 71.73, 71.74, 71.75, 71.77, 71.99 [and], 71.100,
71.101(c)(2), (d) and (e), 71.107, 71.109, 71.111, 71.113, 71.115, 71.117, 71.119,
71.121, 71.123 and 71.125 are not incorporated by reference.

CHAPTER 240. RADON CERTIFICATION

Subchapter B. CERTIFICATION

CERTIFICATION FOR RADON TESTING

§ 240.103. Radon testing application contents.

An application for radon testing certification, by both individual and firm, shall
be submitted to the Department in writing on forms provided by the Department
and [shall] must contain:

(7) A verification by a responsible official of the applicant that the information
contained in the application is correct to the best of the official's information and
belief [, attested by a notary public or district justice].



CERTIFICATION FOR RADON MITIGATION

§ 240.113. Radon mitigation application contents.

An application for mitigation certification, by both individual and firm, shall be
submitted to the Department in writing on forms provided by the Department and
[shall] must contain:

(6) A verification by a responsible official of the applicant that the information
contained in the application is correct to the best of the official's information and
belief [, attested by a notary public or district justice].

CERTIFICATION FOR RADON LABORATORY

§ 240.123. Radon laboratory application contents.

An application for radon laboratory certification shall be submitted to the
Department in writing on forms provided by the Department and [shall] must
contain:

(6) A verification by a responsible official of the applicant that the information
contained in the application is correct to the best of the official's information and
belief [, attested by a notary public or district justice].

CERTIFICATION FOR PERSONS CERTIFIED IN ANOTHER STATE

§ 240.133. Certification application contents.

A person who has a certification from a state with which the Department has
entered into a reciprocal agreement, and who intends to conduct the radon-related
activity in this Commonwealth for at least 90 days a year, shall obtain
certification from the Department. The application shall be in writing and contain:

(6) A verification by a responsible official of the applicant that the information
contained in the application is correct to the best of the official's information and
belief [, attested by a notary public or district justice].



Subchapter D. OPERATION REQUIREMENTS
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(c) For a person performing mitigation, each building shall be tested for radon
levels before and after the mitigation is performed. Each test [shall] must be at
least [24] 48 hours in duration and follow EPA- or DEP-approved protocols. The
postmitigation test shall be conducted no sooner than [48] 24 hours after
completion of the mitigation. The results of radon testing shall be reported in
accordance with this section.

§ 240.308. Testing and mitigation protocols.

A person conducting radon testing or mitigation for radon contamination shall
conduct the testing and mitigation in accordance with EPA- or DEP-approved
protocols and shall comply with applicable statutes, regulations, ordinances and
building codes. The following protocols, ["Interim Protocols for Screening and
Follow-up Radon and Radon Decay Product Measurements]" "Protocols for
Radon and Radon Decay Product Measurements in Homes," "Indoor Radon
and Radon Decay Product Measurement Device Protocols" and ["Guidelines for
Radon Mitigation of Residential Dwellings"] "Pennsylvania Radon
Mitigation Standards" are available upon request from the following sources:





Pennsylvania Department of Environmental Protection

Rachel Carson State Office Building
P.O. Box 2063

Harrisburg, PA 17105-2063
February 5, 2008

Policy Office 717-783-8727

Kim Kaufman, Executive Director
Independent Regulatory Review Commission
Nth Floor
333 Market Street

Harrisburg, PA 17120

Re: Final-Form Rulemaking - Radiological Health Amendments (#7-402)

Dear Mr. Kaufmann:

Pursuant to Section 5.1(a) of the Regulatory Review Act, please find enclosed a copy of a final-
form rulemaking for review and comment by the Independent Regulatory Review Commission. The
Environmental Quality Board (EQB) approved this final-form rulemaking at its December 18, 2007,
meeting.

This final rulemaking consists of amendments to existing regulations contained in 25 Pa Code,
Chapter 215 (General Provisions); Chapter 221 (X-rays in the Healing Arts); Chapter 225 (Radiation
Safety Requirements for Industrial Radiographic Operations); Chapter 230 (Packaging and Transportation
of Radioactive Material) and Chapter 240 (Radon Certification). These amendments update and correct
federal citations incorporated by reference from 10 CFR Part 71 concerning the transportation and
packaging of radioactive material and remove references to obsolete regulatory provisions that were
deleted in previous rulemakings. The amendments update references to guidance and standards for radon
testing and mitigation, restore a written reporting requirement concerning Department notification of
incidents involving the malfunction of shielded room radiography equipment and remove the requirement
for notarization of radon service permit applications. Additional changes are also included to clarify
requirements for x-ray use in the healing arts as well as the assessment of civil penalties to recover '
abatement costs incurred by the Department. The amendments also clarify the healing-arts screening
requirements for facilities operating under the federal Mammography Quality Act Standards.

The rulemaking was published in the Pennsylvania Bulletin on November 18, 2006, commencing
a 30-day public comment period. The EQB did not receive any public comments on the rulemaking. As
a result, the rulemaking remains unchanged from its proposed form. The amendments were presented to
the Radiation Protection Advisory Committee (RPAC) as final-form on July 19, 2007, and August 21,
2007. At the August 21, 2007, meeting, RPAC approved the final-form rulemaking and encouraged the
Department to submit it to the EQB for consideration.
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Kim Kaufman, Executive Director - 2 - February 5,2008

The Department will provide assistance as necessary to facilitate the Commission's review of this
final-form rulemaking under Section 5.1(e) of the Regulatory Review Act. Please contact me at the
number above if you have any questions or need additional information.

Sincerely,

Michele L. Tate
Regulatory Coordinator

Enclosures
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