PROPOSED

ULE

Proposed rules include new rules, amendments to existing rules, and repeals of existing rules.
A state agency shall give at least 30 days' notice of its intention to adopt a rule before it
adopts the rule. A state agency shall give all interested persons a reasonable opportunity to

submit data, views, or arguments, orally or in writing (Government Code, Chapter 2001).

Symbols in proposed rule text. Proposed new language is indicated by underlined text. [Square-brackets-and-strikethrough]
indicate existing rule text that is proposed for deletion. “(No change)” indicates that existing rule text at this level will not be

amended.

TITLE 16. ECONOMIC REGULATION

PART 2. PUBLIC UTILITY
COMMISSION OF TEXAS

CHAPTER 25. SUBSTANTIVE RULES
APPLICABLE TO ELECTRIC SERVICE
PROVIDERS

SUBCHAPTER D. RECORDS, REPORTS, AND
OTHER REQUIRED INFORMATION

16 TAC §25.98

The Public Utility Commission of Texas (commission) proposes
new §25.98, relating to Permian Basin Reliability Plan Reporting
Requirements and Monitor. This proposed rule will implement
Public Utility Regulatory Act (PURA) §39.166 and §39.167 as
enacted by House Bill (HB) 5066 during the Texas 88th Regu-
lar Legislative Session. The proposed rule will create reporting
requirements associated with implementing the reliability plan
for the Permian Basin region, establish the responsibilities of a
third-party monitor, and require that the Transmission Service
Providers implementing the reliability plan for the Permian Basin
region pay for the monitor. The reporting requirements created
by the proposed rule will enable the monitor to identify schedule
and cost components that may impact the timely development
and approval of necessary transmission service improvements.
Additionally, the proposed rule will provide transparency related
to costs for the projects that comprise the Permian Basin Relia-
bility Plan.

Growth Impact Statement

The agency provides the following governmental growth impact
statement for the proposed rule, as required by Texas Govern-
ment Code §2001.0221. The agency has determined that for
each year of the first five years that the proposed rule is in ef-
fect, the following statements will apply:

(1) the proposed rule will not create a government program and
will not eliminate a government program;

(2) implementation of the proposed rule will not require the cre-
ation of new employee positions and will not require the elimina-
tion of existing employee positions;

(3) implementation of the proposed rule will not require an in-
crease and will not require a decrease in future legislative ap-
propriations to the agency;

(4) the proposed rule will require an increase in fees paid to the
agency for purposes of paying the invoiced costs for a monitor;

(5) the proposed rule will create a new regulation;

(6) the proposed rule will not expand, limit, or repeal an existing
regulation;

(7) the proposed rule will not change the number of individuals
subject to the rule's applicability; and

(8) the proposed rule will not affect this state's economy.

Fiscal Impact on Small and Micro-Businesses and Rural Com-
munities

There is no adverse economic effect anticipated for small busi-
nesses, micro-businesses, or rural communities as a result of
implementing the proposed rule. Accordingly, no economic im-
pact statement or regulatory flexibility analysis is required under
Texas Government Code §2006.002(c).

Takings Impact Analysis

The commission has determined that the proposed rule will not
be a taking of private property as defined in chapter 2007 of the
Texas Government Code.

Fiscal Impact on State and Local Government

Jessie Horn, Senior Counsel, Rules and Projects Division, has
determined that for the first five--year period the proposed rule
is in effect, there will be no fiscal implications for the state but
there will be fiscal implications for units of local government un-
der Texas Government Code §2001.024(a)(4) as a result of en-
forcing or administering the section. Under the proposed rule, a
municipally owned utility may be apportioned costs for the mon-
itor.

Public Benefits

Ms. Horn has determined that for each year of the first five
years the proposed section is in effect the public benefit antici-
pated as a result of enforcing the section will be greater trans-
parency related to implementation of the reliability plan for the
Permian Basin region. In accordance with Texas Government
Code §2001.024(a)(5), Ms. Horn has determined that the eco-
nomic costs to persons required to comply with the proposed
rule will vary on an individual basis, depending on the number of
projects that must be reported on.

Local Employment Impact Statement

For each year of the first five years the proposed section is in
effect, there should be no effect on a local economy; therefore,
no local employment impact statement is required under Texas
Government Code §2001.022.

Costs to Regulated Persons

Texas Government Code §2001.0045(b) does not apply to this
rulemaking because the commission is expressly excluded un-
der subsection §2001.0045(c)(7).
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Public Hearing

The commission staff will conduct a public hearing on this rule-
making if requested in accordance with Texas Government Code
§2001.029. The request for a public hearing must be received
by March 27, 2025. If a request for public hearing is received,
commission staff will file in this project a notice of hearing.

Public Comments

Interested persons may file comments electronically through the
interchange on the commission's website. Comments must be
filed by March 27, 2025. Comments should be organized in a
manner consistent with the organization of the proposed rule.
The commission invites specific comments regarding the costs
associated with, and benefits that will be gained by, implemen-
tation of the proposed rule. The commission will consider the
costs and benefits in deciding whether to modify the proposed
rule on adoption. All comments should refer to Project Number
57602.

Each set of comments should include a standalone executive
summary as the last page of the filing. This executive summary
must be clearly labeled with the submitting entity's name and
should include a bulleted list covering each substantive recom-
mendation made in the comments.

Statutory Authority

The new rule is proposed under the following provisions of
PURA: §14.001, which grants the commission the general
power to regulate and supervise the business of each public
utility within its jurisdiction and to do anything specifically des-
ignated or implied by this title that is necessary and convenient
to the exercise of that power and jurisdiction; §14.002, which
authorizes the commission to adopt and enforce rules rea-
sonably required in the exercise of its powers and jurisdiction;
§14.003, which authorizes the commission to require a public
utility to report to the commission information relating to the
utility, establish the form for a report, and determine the time
and frequency for a report; §14.151, which authorizes the
commission to prescribe any form, record, and memorandum to
be kept by a public utility, including a municipally owned utility,
that the commission considers necessary to carry out Title I,
Texas Utilities Code; §39.166, which requires the commission to
develop a plan to implement each reliability plan adopted under
§39.166(a); and §39.167, which requires the commission to
direct the Electric Reliability Council of Texas, Inc. (ERCOT) to
develop a reliability plan under PURA §39.166 for the Permian
Basin region.

Cross Reference to Statute: Public Utility Regulatory Act
§§14.001, 14.002, 14.003, 14.151, 39.166, and 39.167.

$25.98.  Permian Basin Reliability Plan Reporting Requirements and
Monitor.

(a) Purpose and applicability. This section sets forth the re-
porting requirements for a transmission service provider (TSP) respon-
sible for the ownership, construction, and operation of a Permian Basin
Reliability Plan (PBRP) common local project or import path (PBRP
project) approved by the commission's order issued on October 7, 2024
in Project No. 55718, relating to Reliability Plan for the Permian Basin
Under PURA §39.167. These requirements are in addition to the re-
porting requirements set forth in §25.83 of this title (relating to Trans-
mission Construction Reports). This section also establishes the duties
of the commission's monitor to oversee the completion of the PBRP.

(b) Initial implementation schedule requirements. Within 30
days of an order issued by the commission, identifying a TSP as re-

sponsible for the ownership, construction, and operation of a PBRP
project, the TSP must file with the commission an initial implementa-
tion schedule, using a form prescribed by the commission, that identi-
fies the following information:

(1) name of the PBRP project;

(2) PBRP project ID, as identified in the ERCOT Permian
Basin Reliability Plan Study Report;

(3) upgrade ID;

(4) transmission upgrade;

(5) voltage;
(6) facilities;

(7) counties affected;

(8) the initial estimated start and completion dates for each
of the following milestones, as applicable:

(A) CCN application,

(B) right-of-way and land acquisition,

(C) engineering and design,

(D) materials and equipment procurement, and

(E) construction of facilities; and

(9) the initial estimated energization date of the PBRP

project.

(c) Quarterly progress report requirements. The first of Jan-
uary, April, July, and October is the start of a new quarter. On the
fifteenth of each new quarter, a TSP must file a report with the com-
mission, detailing progress during the previous quarter, for each PBRP
project through energization of the PBRP project.

(1) PBRP projects that require a certificate of convenience
and necessity (CCN). For each PBRP project that requires a CCN, a
TSP must file a quarterly progress report with the commission begin-
ning the fifteenth day of a new quarter following the date that the com-
mission approves the TSP's CCN application for the PBRP project.

(2) PBRP projects that do not require a CCN. For each
PBRP project that does not require a CCN, a TSP must file a quar-
terly progress report with the commission beginning the fifteenth day
of a new quarter following the date that the TSP files an initial imple-
mentation schedule for the PBRP project.

(3) PBRP project description and summary. For each
PBRP project, a TSP must provide a description and summary of
the PBRP project in its quarterly progress report that identifies the
following, as applicable:

(A) name of the PBRP project;

(B) assigned docket number that is associated with the
TSP's CCN application for the PBRP project;

(C) PBRP project ID, as identified in the ERCOT Per-
mian Basin Reliability Plan Study Report;

(D) upgrade ID;

(E) transmission upgrade;
(F) voltage;

(G) facilities;

(H) counties affected;
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(I) a brief summary of the PBRP project progress to

date; and

(J) the percentage of engineering and design that is
complete to date;
(K) the percentage of procurement that is complete to

(f) Confidential Information. Information that is submitted
confidentially must be included in a redacted and unredacted form.
The redacted form must be redacted only to the minimum extent nec-
essary to ensure confidentiality. The unredacted form must include a
memorandum prescribed by the commission that specifies the reasons
and legal basis for submitting the information confidentially. Infor-

date;

(L) the percentage of construction that is complete to

date.

(4) Costs. For each PBRP project, a TSP must identify in
its quarterly progress report cost estimates using the most up-to-date
information available, and actual costs as costs are incurred for each of
the following, as applicable:

(A) CCN acquisition;

(B) right-of-way and land acquisition;

(C) engineering and design;

(D) material and equipment procurement;

(E) construction of facilities; and

(F) the total to complete the PBRP project.

(5) Implementation schedule. For each PBRP project, a
TSP must identify in its quarterly progress report estimated dates, using
the most up-to-date information available, and actual dates for each of
the following milestones, as applicable:

(A) start and completion of right-of-way and land ac-

quisition;
(B) start and completion of engineering and design;

(C) start and completion of materials and equipment

mation submitted confidentially may only be accessed by commission
staff or the monitor upon signing a protective order certification.

(g) Monitor. The commission delegates authority to the Ex-
ecutive Director to award, negotiate pricing and performance require-
ments, and execute and administer a contract for a third-party monitor
for the PBRP. Before commencing its duties, the monitor must sign a
protective order certification to access confidential information submit-
ted by a TSP under this section. The monitor's duties include:

(1) monitor and review the reports that TSPs are required
to file under this section;

(2) communicate with TSPs, as needed to fulfill the moni-
tor's responsibilities under this section;

(3) request additional information from TSPs, as needed;

(4) provide regular status updates to the commission;

(5) inform commission staff of a significant change to a
PBRP project; and

(6) any other function deemed appropriate by the Execu-
tive Director or the Executive Director's designee.

(h) Monitor cost assignment and apportionment. A TSP iden-
tified through a commission order as responsible for the ownership,
construction, and operation of a PBRP project, must pay the invoiced
costs approved by the Executive Director or the Executive Director's
designee for the monitor.

procurement;
(D) start and completion of construction of facilities;

(1) The funding of the monitor must be sufficient to ensure
the selection of a monitor in accordance with the scope and activities

and

(E) PBRP project energization.

(6) Form. A TSP must submit its quarterly progress report
using a form prescribed by the commission.

(d) Reporting significant changes. Within 10 days of becom-
ing aware of a significant change, a TSP must provide a detailed expla-
nation of the reasons for the significant change and report that infor-
mation to the commission's monitor in writing. A significant change
includes the following:

(1) an increase of more than 10 percent to the total cost
estimate that was included in the TSP's initial quarterly progress report;

(2) achange of more than 60 days from the initial estimated
date to complete a milestone in the TSP's initial implementation sched-
ule;

(3) adelay to the TSP's energization date of a PBRP project
that is caused by the incomplete status of another PBRP project; and

(4) circumstances that pose a risk to the energization date
of a PBRP project.

(e) Requests for additional information. Within 10 working
days of receiving a request from commission staff or the commission's
monitor for additional information relating to the progress or imple-
mentation of a PBRP project, a TSP must provide responsive informa-
tion to the requestor, including applicable supporting documentation.
A TSP may seek, and the requestor may agree to, an extension to the
deadline for a TSP to provide responsive information.

set forth in subsection (g) of this subsection.

(2) The apportionment of costs among TSPs and the pay-
ment mechanisms will be established by the Executive Director or the
Executive Director's designee.

(3) A TSP may seek recovery of the amounts paid under
this paragraph as part of the overall PBRP project costs.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 20,
2025.

TRD-202500649

Adriana Gonzales

Rules Coordinator

Public Utility Commission of Texas

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 936-7322

¢ ¢ ¢
TITLE 19. EDUCATION

PART 2. TEXAS EDUCATION AGENCY
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CHAPTER 66. STATE ADOPTION AND
DISTRIBUTION OF INSTRUCTIONAL
MATERIALS

SUBCHAPTER CC. COMMISSIONER'S RULES
CONCERNING INSTRUCTIONAL MATERIALS
AND TECHNOLOGY ALLOTMENT

19 TAC §66.1307

The Texas Education Agency (TEA) proposes the repeal of
§66.1307, concerning the Instructional Materials and Tech-
nology Allotment. The proposed repeal would move the
Instructional Materials and Technology Allotment rule to pro-
posed new 19 TAC §67.1001, which is presented in a separate
rule action in the Proposed Rules section of this issue of the
Texas Register.

BACKGROUND INFORMATION AND JUSTIFICATION: House
Bill (HB) 1605, 88th Texas Legislature, Regular Session, 2023,
significantly revised Texas Education Code, Chapter 31, related
to instructional materials. The proposed repeal of §66.1307
would remove provisions related to the Instructional Materials
and Technology Allotment that are being replaced by proposed
new 19 TAC §67.1001. Proposed new §67.1001 would clarify
the allowable uses of funds in alignment with HB 1605.

FISCAL IMPACT: Todd Davis, associate commissioner of in-
structional strategy, has determined that for the first five-year
period the proposal is in effect, there are no additional costs
to state or local government, including school districts and
open-enroliment charter schools, required to comply with the
proposal.

LOCAL EMPLOYMENT IMPACT: The proposal has no effect on
local economy; therefore, no local employment impact statement
is required under Texas Government Code, §2001.022.

SMALL BUSINESS, MICROBUSINESS, AND RURAL COMMU-
NITY IMPACT: The proposal has no direct adverse economic
impact for small businesses, microbusinesses, or rural commu-
nities; therefore, no regulatory flexibility analysis, specified in
Texas Government Code, §2006.002, is required.

COST INCREASE TO REGULATED PERSONS: The proposal
does not impose a cost on regulated persons, another state
agency, a special district, or a local government and, therefore,
is not subject to Texas Government Code, §2001.0045.

TAKINGS IMPACT ASSESSMENT: The proposal does not im-
pose a burden on private real property and, therefore, does not
constitute a taking under Texas Government Code, §2007.043.

GOVERNMENT GROWTH IMPACT: TEA staff prepared a Gov-
ernment Growth Impact Statement assessment for this proposed
rulemaking. During the first five years the proposed rulemaking
would be in effect, it would repeal an existing regulation to move
information related to the Instructional Materials and Technology
Allotment to proposed new 19 TAC §67.1001.

The proposed rulemaking would not create or eliminate a gov-
ernment program; would not require the creation of new em-
ployee positions or elimination of existing employee positions;
would not require an increase or decrease in future legislative
appropriations to the agency; would not require an increase or
decrease in fees paid to the agency; would not create a new reg-
ulation; would not expand or limit an existing regulation; would
not increase or decrease the number of individuals subject to

its applicability; and would not positively or adversely affect the
state's economy.

PUBLIC BENEFIT AND COST TO PERSONS: Mr. Davis has
determined that for each year of the first five years the proposal
is in effect, the public benefit anticipated as a result of enforcing
the proposal would be to repeal a rule that is being replaced by
proposed new §67.1001. There is no anticipated economic cost
to persons who are required to comply with the proposal.

DATA AND REPORTING IMPACT: The proposal would have no
data and reporting impact.

PRINCIPAL AND CLASSROOM TEACHER PAPERWORK RE-
QUIREMENTS: TEA has determined that the proposal would not
require a written report or other paperwork to be completed by a
principal or classroom teacher.

PUBLIC COMMENTS: The public comment period on the
proposal begins March 7, 2025, and ends April 7, 2025.
A request for a public hearing on the proposal submitted
under the Administrative Procedure Act must be received
by the commissioner of education not more than 14 calen-
dar days after notice of the proposal has been published
in the Texas Register on March 7, 2025. A form for sub-
mitting public comments is available on the TEA website
at https://tea.texas.gov/About_TEA/Laws_and_Rules/Com-
missioner_Rules_(TAC)/Proposed_Commissioner_of Educa-
tion_Rules/.

STATUTORY AUTHORITY. The repeal is proposed under Texas
Education Code (TEC), §31.0211, as amended by House Bill
(HB) 1605 and HB 4595, 88th Texas Legislature, Regular Ses-
sion, 2023, which permits the commissioner to adopt rules re-
garding the instructional materials and technology allotment, in-
cluding the amount of the per-student allotment, the authoriza-
tion of juvenile justice alternative education program allotments,
allowed expenditures, required priorities, and adjustments to the
number of students for which a district's allotment is calculated;
TEC, §31.0212, as amended by HB 1605, 88th Texas Legisla-
ture, Regular Session, 2023, which addresses the documenta-
tion required for requisitions and disbursements to be approved,
districts' online instructional materials ordering system accounts,
and school district submission to the commissioner of the title
and publication information for any materials the districts pur-
chase with their allotments; TEC, §31.0214, as transferred and
amended by HB 1605, 88th Texas Legislature, Regular Session,
2023, which permits the commissioner to establish procedures
to adjust the instructional materials and technology allotment
of school districts experiencing high enrollment growth; TEC,
§31.0215, as amended by HB 1605, 88th Texas Legislature,
Regular Session, 2023, which addresses allotment purchases,
including announcing to districts the amount of their allotments
and delayed payment options; TEC, §31.029, which requires the
commissioner to adopt rules regarding instructional materials for
use in bilingual education classes; TEC, §31.031, which requires
the commissioner to adopt rules regarding the purchase of col-
lege preparatory instructional materials with the allotment; TEC,
§31.076, as amended by HB 1605, 88th Texas Legislature, Reg-
ular Session, 2023, which permits the commissioner to adopt
rules necessary to implement TEC, Chapter 31, Subchapter B-1,
and states that a decision made by the commissioner under the
subchapter is final and may not be appealed; and TEC, §31.104,
which requires the commissioner to adopt rules that include cri-
teria for determining whether instructional materials and techno-
logical equipment are returned in an acceptable condition.
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CROSS REFERENCE TO STATUTE. The repeal implements
Texas Education Code (TEC), §31.0211, as amended by House
Bill (HB) 1605 and HB 4595, 88th Texas Legislature, Regular
Session, 2023; §31.0212, as amended by HB 1605, 88th Texas
Legislature, Regular Session, 2023; §31.0214, as transferred
and amended by HB 1605, 88th Texas Legislature, Regular Ses-
sion, 2023; §31.0215, as amended by HB 1605, 88th Texas Leg-
islature, Regular Session, 2023; §31.029; §31.031; §31.076, as
amended by HB 1605, 88th Texas Legislature, Regular Session,
2023; and §31.104.

$§66.1307. Instructional Materials and Technology Allotment.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 24,
2025.

TRD-202500682

Cristina De La Fuente-Valadez

Director, Rulemaking

Texas Education Agency

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 475-1497

¢ ¢ ¢

CHAPTER 67. STATE REVIEW AND
APPROVAL OF INSTRUCTIONAL MATERIALS
SUBCHAPTER AA. INSTRUCTIONAL
MATERIALS AND TECHNOLOGY
ALLOTMENT

19 TAC §§67.1001, 67.1003, 67.1004

The Texas Education Agency (TEA) proposes new §§67.1001,
67.1003, and 67.1004, concerning the Instructional Materials
and Technology Allotment. The proposed new sections would
establish the requirements for the Instructional Materials and
Technology Allotment and establish guidance regarding the use
of the additional state aid for state-approved instructional mate-
rials and open education resource instructional materials.

BACKGROUND INFORMATION AND JUSTIFICATION: Pro-
posed new §67.1001, Instructional Materials and Technology
Allotment, would clarify the allowable uses of funds for the
Instructional Materials and Technology Allotment that previously
existed in 19 TAC §66.1307. This section would also clarify the
commissioner's authority to set the allotment amounts for each
school district and open-enrollment charter school and special
school districts.

House Bill 1605, 88th Texas Legislature, Regular Session, 2023,
established two new entitlements from the Foundation School
Program. The bill also established requirements in Texas Edu-
cation Code (TEC), Chapter 48, for the access to the funding.

Proposed new §67.1003, Additional State Aid for State-Ap-
proved Instructional Materials, would clarify the allowable uses
of funds for the entitlement in TEC, §48.307, pertaining to
additional state aid for state-approved instructional materials.

Proposed new §67.1004, Additional State Aid for Open Educa-
tion Resource Instructional Materials, would clarify the allowable
uses of funds for the entitlement in TEC, §48.308, pertaining to

additional state aid for open education resource instructional ma-
terials.

FISCAL IMPACT: Todd Davis, associate commissioner of in-
structional strategy, has determined that for the first five-year
period the proposal is in effect, there are no additional costs
to state or local government, including school districts and
open-enroliment charter schools, required to comply with the
proposal.

LOCAL EMPLOYMENT IMPACT: The proposal has no effect on
local economy; therefore, no local employment impact statement
is required under Texas Government Code, §2001.022.

SMALL BUSINESS, MICROBUSINESS, AND RURAL COMMU-
NITY IMPACT: The proposal has no direct adverse economic
impact for small businesses, microbusinesses, or rural commu-
nities; therefore, no regulatory flexibility analysis, specified in
Texas Government Code, §2006.002, is required.

COST INCREASE TO REGULATED PERSONS: The proposal
does not impose a cost on regulated persons, another state
agency, a special district, or a local government and, therefore,
is not subject to Texas Government Code, §2001.0045.

TAKINGS IMPACT ASSESSMENT: The proposal does not im-
pose a burden on private real property and, therefore, does not
constitute a taking under Texas Government Code, §2007.043.

GOVERNMENT GROWTH IMPACT: TEA staff prepared a Gov-
ernment Growth Impact Statement assessment for this proposed
rulemaking. During the first five years the proposed rulemak-
ing would be in effect, it would create new regulations regarding
the requirements for the Instructional Materials and Technology
Allotment and establish guidance regarding the use of the ad-
ditional state aid for state-approved instructional materials and
open education resource printing entitlements by implementing
HB 1605, 88th Texas Legislature, Regular Session, 2023.

The proposed rulemaking would not create or eliminate a gov-
ernment program; would not require the creation of new em-
ployee positions or elimination of existing employee positions;
would not require an increase or decrease in future legislative
appropriations to the agency; would not require an increase or
decrease in fees paid to the agency; would not expand, limit, or
repeal an existing regulation; would not increase or decrease the
number of individuals subject to its applicability; and would not
positively or adversely affect the state's economy.

PUBLIC BENEFIT AND COST TO PERSONS: Mr. Davis has
determined that for each year of the first five years the proposal
is in effect, the public benefit anticipated as a result of enforcing
the proposal would be to clarify the allowable uses of funding for
instructional materials purchases and eligibility for new funding
from the Foundation School Program. There is no anticipated
economic cost to persons who are required to comply with the
proposal.

DATA AND REPORTING IMPACT: The proposal would have no
data and reporting impact.

PRINCIPAL AND CLASSROOM TEACHER PAPERWORK RE-
QUIREMENTS: TEA has determined that the proposal would not
require a written report or other paperwork to be completed by a
principal or classroom teacher.

PUBLIC COMMENTS: The public comment period on the
proposal begins March 7, 2025, and ends April 7, 2025.
A request for a public hearing on the proposal submitted
under the Administrative Procedure Act must be received
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by the commissioner of education not more than 14 calen-
dar days after notice of the proposal has been published
in the Texas Register on March 7, 2025. A form for sub-
mitting public comments is available on the TEA website
at https://tea.texas.gov/About_TEA/Laws_and_Rules/Com-
missioner_Rules_(TAC)/Proposed_Commissioner_of Educa-
tion_Rules/.

STATUTORY AUTHORITY. The new sections are proposed
under Texas Education Code (TEC), §31.003(b), as added by
House Bill (HB) 1605, 88th Texas Legislature, Regular Ses-
sion, 2023, which authorizes the commissioner of education to
adopt rules consistent with TEC, Chapter 31, as necessary to
implement a provision of the chapter that the commissioner or
the agency is responsible for implementing; TEC, §31.0211, as
amended by HB 1605 and HB 4595, 88th Texas Legislature,
Regular Session, 2023, which permits the commissioner to
adopt rules regarding the instructional materials and technology
allotment, including the amount of the per-student allotment, the
authorization of juvenile justice alternative education program
allotments, allowed expenditures, required priorities, and adjust-
ments to the number of students for which a district's allotment
is calculated; TEC, §31.0212, as amended by HB 1605, 88th
Texas Legislature, Regular Session, 2023, which addresses
the documentation required for requisitions and disbursements
to be approved, districts' online instructional materials order-
ing system accounts, and school district submissions to the
commissioner of the title and publication information for any
materials the districts purchase with their allotments; TEC,
§31.0215, as amended by HB 1605, 88th Texas Legislature,
Regular Session, 2023, which addresses allotment purchases,
including announcing to districts the amount of their allotments
and delayed payment options; TEC, §31.029, which requires
the commissioner to adopt rules regarding instructional ma-
terials for use in bilingual education classes; TEC, §31.031,
which requires the commissioner to adopt rules regarding the
purchase of college preparatory instructional materials with the
allotment; TEC, §31.071, as amended by HB 1605, 88th Texas
Legislature, Regular Session, 2023, which addresses state-de-
veloped open-source instructional materials; TEC, §31.076, as
amended by HB 1605, 88th Texas Legislature, Regular Session,
2023, which permits the commissioner to adopt rules necessary
to implement TEC, Chapter 31, Subchapter B-1, and states that
a decision made by the commissioner under the subchapter
is final and may not be appealed; TEC, §31.104, which re-
quires the commissioner to adopt rules that include criteria for
determining whether instructional materials and technological
equipment are returned in an acceptable condition; and TEC,
§48.004, which requires the commissioner to adopt rules, act,
and require reports consistent with Chapter 48 as necessary to
implement and administer the Foundation School Program.

CROSS REFERENCE TO STATUTE. The new sections imple-
ment Texas Education Code (TEC), §31.003(b), as added by
House Bill (HB) 1605, 88th Texas Legislature, Regular Ses-
sion, 2023; §31.0211, as amended by HB 1605 and HB 4595,
88th Texas Legislature, Regular Session, 2023; §31.0212, as
amended by HB 1605, 88th Texas Legislature, Regular Session,
2023; §31.0215, as amended by HB 1605, 88th Texas Leg-
islature, Regular Session, 2023; §31.029; §31.031; §31.071,
as amended by HB 1605, 88th Texas Legislature, Regular
Session, 2023; §31.076, as amended by HB 1605, 88th Texas
Legislature, Regular Session, 2023; §31.104, as amended by
HB 1605, 88th Texas Legislature, Regular Session, 2023; and
§48.004.

$§67.1001. Instructional Materials and Technology Allotment.

(a) The commissioner of education shall determine the
amount of the Instructional Materials and Technology Allotment for
a school district or an open-enrollment charter school based on Texas
Student Data System Public Education Information Management
System (TSDS PEIMS) student enrollment data from the fall snapshot
collection of the school year preceding the first year of each biennium.

(b) The commissioner shall determine the amount of the allot-
ment for Texas Juvenile Justice Department facilities.

(¢) The commissioner shall determine the amount of the allot-
ment for bilingual education based on TSDS PEIMS bilingual enroll-
ment data from the fall collection of the school year preceding the first
year of each biennium.

(d) The amount of the allotments determined by the commis-
sioner in this section is final and may not be appealed.

(e) Allotment funds may be used to pay for:

(1) any approved uses outlined in Texas Education Code
(TEC), §31.0211(c);

(2) formats of instructional materials that are fully accessi-
ble to students with disabilities;

(3) activities related to the local review and adoption of in-
structional materials; and

(4) software for analyzing the use and effectiveness of in-
structional materials.

(f) Allotment funds may not be used to pay for:

(1) services for installation;

(2) the physical conduit that transmits data, such as cabling
and wiring, or electricity;

(3) office and school supplies;

(4) items that are not directly related to student instruction,
such as furniture, athletic equipment, extension cords, temporary con-
tractors, or video surveillance equipment;

(5) travel expenses;

(6) equipment used for moving or storing instructional ma-
terials;

(7) instructional material that contains obscene or harmful
content or would otherwise cause the school district to which the funds
were allotted to be unable to submit the certification required under
TEC, §31.11011(a)(1)(B); or

(8) instructional material that incorporates three-cueing in
the phonics curriculum required under TEC, Chapter 28.

(g) The allotments for each biennium will be made available
for school district and open-enrollment charter school use through the
state's online instructional materials ordering system as early as possi-
ble in the fiscal year preceding the beginning of the biennium for which
the funds have been appropriated.

(h) A school district or an open-enrollment charter school may
access its allotment funds for an upcoming school year after submitting
to the commissioner:

(1) certification that the school district or open-enrollment
charter school has instructional materials that cover all the required
Texas Essential Knowledge and Skills (TEKS), except those for phys-
ical education, as required by TEC, §31.1011;
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(2) certification that the school district or open-enrollment
charter school has used its allotment for only the allowable expendi-

(j) Texas Government Code, Chapter 2251, does not apply to
requisitions placed under this section, per TEC, §31.0215(e).

tures provided in subsection (e) of this section; and

(3) information regarding the instructional materials used

(k) The additional state aid for SBOE-approved instructional
materials outlined in TEC, §48.307, may be used to purchase:

by the district during the previous school year, including the cost of
each material as required by TEC, §31.1012.

(1) Upon completion of the requirements listed in subsection

(1) instructional material products placed on the list of ap-
proved materials outlined in TEC, §31.022, including any non-text
components of the approved product, such as manipulative kits or dig-

(h) of this section, school districts and open-enrollment charter schools

ital licenses; or

may access their allotment funds by correctly providing all the infor-
mation required in the state ordering system.

(j) Information required in the state ordering system may in-

(2) instructional material components from a product on
the list of approved materials outlined in TEC, §31.022, only after an
initial purchase of all components of the product.

clude verification of TEKS coverage for certain disbursement requests.

§67.1003.  Additional State Aid for State-Approved Instructional Ma-

(1) SBOE-Approved Instructional Materials Allotment funds
may not be used to purchase:

terials.

(a) The commissioner of education shall determine annually
the amount of additional state aid for State Board of Education (SBOE)-
approved instructional materials, as outlined in Texas Education Code
(TEC), §48.307, for a school district or an open-enrollment charter
school based on Texas Student Data System Public Education Infor-
mation Management System (TSDS PEIMS) student enrollment data
from the fall snapshot collection of the current school year.

(b) Before TSDS PEIMS student enrollment data from the fall
snapshot collection of the current school year is available, a school dis-
trict or an open-enrollment charter school will have an expected allot-
ment amount that is based on 90% of the TSDS PEIMS student enroll-
ment data from the fall snapshot collection of the previous school year.

(¢) The Texas School for the Blind and Visually Impaired and
the Texas School for the Deaf qualify for this funding under TEC,
§30.025 and §30.056, respectively, for funding purposes under TEC,
§48.307.

(d) Special purpose school districts authorized by the SBOE

(1) instructional material or material components not on
the list of approved instructional materials as outlined in TEC, §31.022;

(2) instructional material placed on the rejected list of in-
structional materials; or

(3) instructional material that promotes three-cueing as de-
fined in TEC, §28.0062(a-1).

(m) Subject to TEA approval, the commissioner may exempt,
under TEC, §7.056, a school district or an open-enrollment charter
school from an initial purchase of each component of an approved prod-
uct outlined in subsection (k)(2) of this section if the district or charter
school can demonstrate that it already possesses an identical or nearly
identical component for each student and/or teacher as indicated by the

product design.

§67.1004.  Additional State Aid for Open Education Resource In-
structional Materials.

(a) The commissioner of education shall determine the
amount of the additional state aid for open education resource (OER)

qualify for this funding. Texas Tech University K-12 and The Uni-

instructional materials for a school district or an open-enrollment

versity of Texas at Austin High School qualify for this funding under

charter school based on Texas Student Data System Public Education

TEC, §48.307, for all free public education students. The University

Information Management System (TSDS PEIMS) student enrollment

of Texas at Rio Grande Valley qualifies under TEC, §79.10(f). Texas

data from the fall snapshot collection of the current school year.

A&M International University qualifies for this funding under TEC,
§87.505(g). Lamar University qualifies for this funding under TEC,
§96.707(k). The University of North Texas qualifies for this funding
under TEC, §101.301(e)(3).

(e) Windham School District qualifies for this funding under

(b) Before TSDS PEIMS student enrollment data from the fall
snapshot collection of the current school year is available, a school dis-
trict or an open-enrollment charter school will have an expected allot-
ment amount that is based on 90% of the TSDS PEIMS student enroll-
ment data from the fall snapshot collection of the previous school year.

TEC, §19.007(b) and (e), for funding purposes under TEC, §48.307.

() The Texas Juvenile Justice Department (TJJD) and juvenile

(c) The Texas School for the Blind and Visually Impaired and
the Texas School for the Deaf qualify for this funding under TEC,

justice alternative education programs operated by TJJD do not qualify

§30.025 and §30.056, respectively, for funding purposes under TEC,

for this funding under TEC, §48.307.

(g) Funds from TEC, §48.307, will be made available for
school district and open-enrollment charter school use through the

48.308.

(d) Special purpose school districts authorized by the State
Board of Education (SBOE) qualify for this funding. Texas Tech Uni-

state's online instructional materials ordering system as early as

versity K-12 and The University of Texas at Austin High School qual-

possible each year in the fiscal year for which the funds have been

ify for this funding under TEC, §48.308, for all free public education

appropriated.

(h) The Texas Education Agency (TEA) will make payment
for any remaining balance for a school district's or an open-enrollment
charter school's order under this section as the TEC, §48.307, funds
become available.

(i) A school district is entitled to the amount of state aid pro-
vided by subsection (a) of this section each school year, regardless of
whether the district uses the amount during the school year for which
the amount was provided.

students. The University of Texas at Rio Grande Valley qualifies under
TEC, §79.10(f). Texas A&M International University qualifies for this
funding under TEC, §87.505(g). Lamar University qualifies for this
funding under TEC, §96.707(k). The University of North Texas quali-
fies for this funding under TEC, §101.301(e)(3).

(¢) Windham School District qualifies for this funding under
TEC, §19.007(b) and (e), for funding purposes under TEC, §48.308.

(f) The Texas Juvenile Justice Department (TJJD) and juvenile
justice alternative education programs operated by TJJD do not qualify
for this funding under TEC, §48.308.
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(g) Funds may only be used for the costs incurred or for which
the district is obligated to pay during the school year in which the aid

is provided.
(h) Requisitions for funding must be submitted in the online

requisition and disbursement system required in TEC, §31.0212(e), be-
fore August 31 of the fiscal year in which the aid is provided.

(i) The entitlements for each year will be made available
for school district and open-enrollment charter school use through
the state's online instructional materials ordering system as early as
possible in the fiscal year for which the funds have been appropriated.

(j) Texas Government Code, Chapter 2251, does not apply to
requisitions placed under this section per TEC, §31.0125(e).

(k) The additional state aid for OER instructional materials
outlined in TEC, §48.308, may be used to purchase:

(1) OER instructional material made available under TEC,
Chapter 31, Subchapter B-1, and placed on the list of approved mate-
rials outlined in TEC, §31.022, including any non-text components of
the approved product, such as manipulative kits; and

(2) OER instructional material components made available
under TEC, Chapter 31, Subchapter B-1, and placed on the list of ap-
proved materials outlined in TEC, §31.022, only after an initial pur-
chase of all components of the product.

() The additional state aid for OER instructional materials out-
lined in TEC, §48.308, may not be used to purchase or reimburse for:

(1) instructional material or material components not on
the list of approved instructional materials as outlined in TEC, §31.022;

(2) instructional material placed on the rejected list of in-
structional materials;

(3) instructional material that promotes three-cueing as de-
fined in TEC, §28.0062(a-1); or

(4) printing of SBOE-approved OER material, which may
be otherwise procured through a requisition in EMAT.

(m) The commissioner may grant a waiver under TEC, §7.056,
to exempt a school district or an open-enrollment charter school from
an initial purchase of each component of an approved product outlined
in subsection (k)(2) of this section if the district or charter school can
demonstrate that it already possesses an identical or near-identical com-
ponent for each student and/or teacher as indicated by the product de-

sign.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 24,
2025.

TRD-202500683

Cristina De La Fuente-Valadez

Director, Rulemaking

Texas Education Agency

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 475-1497

¢ ¢ ¢

CHAPTER 149. COMMISSIONER'S RULES
CONCERNING EDUCATOR STANDARDS

SUBCHAPTER AA. TEACHER STANDARDS
19 TAC §149.1001

The Texas Education Agency (TEA) proposes the repeal of
§149.1001 and new §149.1001, concerning teacher standards.
The proposed repeal and new rule would reflect alignment with
recent updates to State Board for Educator Certification (SBEC)
rules in 19 Texas Administrative Code (TAC) Chapter 235,
Subchapters A-D, as required by House Bill (HB) 1605, 88th
Texas Legislature, Regular Session, 2023.

BACKGROUND INFORMATION AND JUSTIFICATION: Section
149.1001 identifies the performance standards to be used to in-
form the training, appraisal, and professional development of
Early Childhood-Grade 12 pre-service and in-service teachers
in Texas.

The proposed repeal of and new §149.1001 would align with re-
centupdates to SBEC rules in 19 TAC Chapter 235, Subchapters
A-D, as required by HB 1605.

The proposed repeal of and new §149.1001 would reflect a reor-
ganization of the teacher standards and would also include defi-
nitions that provide clarity for educators and promote a common
understanding of terms used within the updated teacher stan-
dards.

The standards included in proposed new §149.1001 would out-
line the necessary knowledge and skills related to instructional
preparation, instructional delivery and assessment, content ped-
agogy for all teachers and for teachers leading English language
arts and reading and math classes, learning environments, and
professional practices and responsibilities.

FISCAL IMPACT: Kelvey Oeser, deputy commissioner of educa-
tor support, has determined that for the first five-year period the
proposal is in effect, there are no additional costs to state or lo-
cal government, including school districts and open-enroliment
charter schools, required to comply with the proposal.

LOCAL EMPLOYMENT IMPACT: The proposal has no effect on
local economy; therefore, no local employment impact statement
is required under Texas Government Code, §2001.022.

SMALL BUSINESS, MICROBUSINESS, AND RURAL COMMU-
NITY IMPACT: The proposal has no direct adverse economic
impact for small businesses, microbusinesses, or rural commu-
nities; therefore, no regulatory flexibility analysis, specified in
Texas Government Code, §2006.002, is required.

COST INCREASE TO REGULATED PERSONS: The proposal
does not impose a cost on regulated persons, another state
agency, a special district, or a local government and, therefore,
is not subject to Texas Government Code, §2001.0045.

TAKINGS IMPACT ASSESSMENT: The proposal does not im-
pose a burden on private real property and, therefore, does not
constitute a taking under Texas Government Code, §2007.043.

GOVERNMENT GROWTH IMPACT: TEA staff prepared a Gov-
ernment Growth Impact Statement assessment for this proposed
rulemaking. During the first five years the proposed rulemaking
would be in effect, it would repeal an existing regulation and cre-
ate a new regulation to align with recent updates to SBEC rules
in 19 TAC Chapter 235, Subchapters A-D, as required by HB
1605.

The proposed rulemaking would not create or eliminate a gov-
ernment program; would not require the creation of new em-
ployee positions or elimination of existing employee positions;
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would not require an increase or decrease in future legislative
appropriations to the agency; would not require an increase or
decrease in fees paid to the agency; would not expand or limit an
existing regulation; would not increase or decrease the number
of individuals subject to its applicability; and would not positively
or adversely affect the state's economy.

PUBLIC BENEFIT AND COST TO PERSONS: Ms. Oeser has
determined that for each year of the first five years the proposal
is in effect, the public benefit anticipated as a result of enforcing
the proposal would be to identify the performance standards to
be used to inform the training, appraisal, and professional de-
velopment of Early Childhood-Grade 12 pre-service and in-ser-
vice teachers in Texas; to reflect a reorganization of the teacher
standards; to include definitions that provide clarity for educa-
tors; and to align the rule with recent updates to SBEC rules
in 19 TAC Chapter 235, Subchapters A-D, as required by HB
1605. There is no anticipated economic cost to persons who are
required to comply with the proposal.

DATA AND REPORTING IMPACT: The proposal would have no
data and reporting impact.

PRINCIPAL AND CLASSROOM TEACHER PAPERWORK RE-
QUIREMENTS: TEA has determined that the proposal would not
require a written report or other paperwork to be completed by a
principal or classroom teacher.

PUBLIC COMMENTS: The public comment period on the
proposal begins March 7, 2025, and ends April 7, 2025.
A request for a public hearing on the proposal submitted
under the Administrative Procedure Act must be received
by the commissioner of education not more than 14 calen-
dar days after notice of the proposal has been published
in the Texas Register on March 7, 2025. A form for sub-
mitting public comments is available on the TEA website
at https://tea.texas.gov/About_TEA/Laws_and_Rules/Com-
missioner_Rules_(TAC)/Proposed_Commissioner_of Educa-
tion_Rules/.

STATUTORY AUTHORITY. The repeal is proposed under Texas
Education Code, §21.351, which authorizes the commissioner to
adopt a recommended appraisal process and criteria on which
to appraise the performance of teachers.

CROSS REFERENCE TO STATUTE. The repeal implements
Texas Education Code, §21.351.

§149.1001. Teacher Standards.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 24,
2025.

TRD-202500686

Cristina De La Fuente-Valadez

Director, Rulemaking

Texas Education Agency

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 475-1497

¢ ¢ ¢
19 TAC §149.1001

STATUTORY AUTHORITY. The new section is proposed under
Texas Education Code, §21.351, which authorizes the commis-
sioner to adopt a recommended appraisal process and criteria
on which to appraise the performance of teachers.

CROSS REFERENCE TO STATUTE. The new section imple-
ments Texas Education Code, §21.351.

$149.1001.  Teacher Standards.

(a) Purpose. The standards identified in this section are per-
formance standards used to inform the preparation, appraisal, and pro-
fessional development of Early Childhood-Grade 12 pre-service and
in-service teachers in Texas. The standards:

(1) emphasize the knowledge and skills required for teach-
ers to select, evaluate, internalize, and implement high-quality instruc-
tional materials;

(2) assume that practicing teachers are aware of Open Ed-
ucational Resource (OER) instructional materials, customize materials
as directed by their district, and engage in initial lesson design when
directed by their district;

(3) describe the knowledge and skills required for teachers
to prepare, deliver, and assess instruction that results in positive out-
comes for all students;

(4) describe the knowledge and skills required for teachers
to build positive relationships with and among students in a safe and
productive learning environment;

(5) reflect research- and evidence-based practices that en-
sure all students are held to rigorous grade-level academic and nonaca-
demic standards; and

(6) define a teacher's role as a professional, ethical, and re-
flective practitioner.

(b) Definitions. The following words and terms, when used in
this subchapter, shall have the following meanings, unless the context
clearly indicates otherwise.

(1) Academic language--the oral, written, auditory, and vi-
sual language specific to a discipline. It includes vocabulary, gram-
mar, punctuation, syntax, discipline-specific terminology, and rhetori-
cal conventions that allow students to acquire knowledge and academic
skills.

(2) Accelerated  instruction--includes  aligned  re-
search-driven strategies and supports within a multi-tiered instructional
model that helps students make more than one year of growth in one

year of time.

(3) Complex text--texts that provide students opportunities
to work with new language, knowledge, and ways of thinking. Text
complexity is evaluated along quantitative dimensions such as word
and sentence length; qualitative dimensions such as text structure, lev-
els of meaning, and language conventions; and considerations includ-
ing the reader's background, motivation, and knowledge of the topic.

(4) Deliberate practice--practice that is systematic, re-
quires focused attention, and is conducted with the specific goal of
improving performance.

(5) Encoding--the process by which information is initially
coded to be stored and retrieved. Encoding requires attention and is
aided by reducing extraneous cognitive load or information in the learn-

ing environment.
(6) Engagement--a state in which students are cognitively

and behaviorally connected to and involved in their learning experi-
ence, characterized by participation, curiosity, and perseverance.
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(7) Evidence-based--a concept or strategy that has been
evaluated as a whole and found to have positive effects when imple-

(20) Metacognition--the awareness of how one's mind
learns and thinks and the use of that awareness to optimize the effi-

mented with programmatic fidelity.

(8) Explanatory feedback--feedback that provides the
learner with an explanation of strengths and weaknesses related to the

ciency of learning and cognition.

(21) Multiple means of engagement--a range of options
provided to engage and motivate students in learning.

learning activity or assignment.

(9) Explicit instruction--instruction in which the teacher's

(22) Multiple means of representation--a range of options
provided in the ways that information is presented to students.

actions are clear, unambiguous, direct, and visible. Explicit instruction
makes it clear what the students are to do and learn.

(10) Fixed personality traits--the misconception that per-

(23) Multiple means of action and expression--a range of
options provided in the ways that students express or demonstrate their
learning.

sonality traits become fixed at certain stages of an individual's devel-
opment and do not change over time.

(11) Formative assessment--A deliberate process used by

(24) Open educational resource instructional materi-
als--state-developed materials included on the list of approved
instructional materials maintained by the State Board of Education

teachers during instruction that provides actionable feedback used to

under Texas Education Code (TEC), §31.022, where the underlying

elicit and use evidence of student learning to improve students' attain-

intellectual property is either owned by the state of Texas or can be

ment of learning targets.

(12) Hemispheric dominance--the misconception that each
brain hemisphere is specialized to process information differently and

freely used and modified by the state in perpetuity.

(25) Patterns of student thinking--common patterns in the
ways in which students think about and develop understanding and skill

that the dominant hemisphere determines a person's personality and

in relation to particular topics and problems.

way of thinking.
(13) High-quality instructional materials--instructional

(26) Productive struggle--expending effort to understand a
challenging situation and determine a course of action when no obvi-

materials that ensure full coverage of Texas Essential Knowledge

ous strategy is stated and receiving support that encourages persistence

and Skills (TEKS); are aligned to evidence-based best practices in

without removing the challenge.

the relevant content areas; support all learners, including students
with disabilities, emergent bilingual students, and students identified
as gifted and talented; enable frequent progress monitoring through
embedded and aligned assessments; include implementation supports
for teachers; and provide teacher- and student-facing lesson-level
materials.

(14) Instructional preparation--describes the process by
which a teacher uses knowledge of students and student learning
to prepare instructional delivery to a unique group of students. In-
structional preparation may include activities such as lesson design,

(27) Recall--also referred to as "retrieval," the mental
process of retrieving information that was previously encoded and
stored in the brain.

(28) Remediation--strategies that focus on the drilling of
isolated skills that bear little resemblance to current curriculum. Ac-
tivities connect to past standards and aim to master content from past

years.

(29) Research-based--a concept or strategy with positive
findings from studies effective in isolation or in combination with other

evaluation of instructional materials, and lesson internalization.

(15) Interleaving--an instructional technique that arranges
practice of topics in such a way that consecutive problems cannot be

researched strategies or evidence-based programs.

(30) Retrieval practice--also referred to as "testing effect"
or "active recall," the finding that trying to remember previously

solved by the same strategy.

(16) Just-in-time supports--a learning acceleration strategy
that integrates small, timely supports to address gaps in the most criti-
cal prerequisite knowledge and skills that students will need to access
grade-level content in upcoming units.

(17) Learning styles--the disproven theory that identifies
learners by type (visual, auditory, reading and writing, and kinesthetic)
and adapts instruction to the individual's learning style.

(18) Lesson design--describes the process by which a
teacher develops the planned learning experiences and related in-
structional materials for a topic. Lesson design incorporates activities
including developing objectives, learning experiences, sequencing,
scaffolds, resources, materials, tasks, assessments, and planned in-
structional practices.

(19) Lesson internalization--an aspect of instructional
preparation specific to teaching a lesson or unit. It includes activities
such as evaluating sequencing, learning goals, and expected outcomes;
using assessment data to identify prior knowledge; studying lesson
content; rehearsing lesson delivery; identifying possible misconcep-

learned material, including by responding to questions, tests, assess-
ments, etc., leads to better retention than restudying or being retold the
material for an equivalent amount of time.

(31) Science of learning--the summarized existing cogni-
tive-science, cognitive psychology, educational psychology, and neu-
roscience research on how people learn, as it connects to practical im-
plications for teaching.

(32) Second language acquisition--the process through
which individuals leverage their primary language to learn a new
language. A dynamic process of learning and acquiring proficiency in
the English language, supported by exposure to comprehensible input,
interaction, formal instruction, and access to resources and support in
English and primary language.

(33) Spaced practice/distributed practice--practice oppor-
tunities for learning are sequenced in a way that students actively re-
trieve learned information from long-term memory through multiple
opportunities over time with rest intervals in between.

(34) State Board of Education-approved instructional ma-
terials--materials included on the list of approved instructional materi-

tions; and planning instructional strategies, materials, and pacing.

als maintained by the State Board of Education under TEC, §31.022.

(35) Summative assessment--medium- to high-stakes as-
sessments, administered at the conclusion of an instructional period
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that are used to evaluate student learning, knowledge, proficiency, or
mastery of a learning target.

(c) Standards.

(1) Standard 1--Instructional Preparation. Teachers under-
stand how students learn, and they prepare for instructional delivery by
designing lessons, evaluating instructional materials, leveraging their

(iv) _Teachers plan for the use of digital tools and re-
sources to engage students in active, deep learning.

(D) Teachers ensure lesson sequence and materials
meet the needs of all learners and adapt methods when appropriate.

(i) Teachers plan for the use of multiple means to
engage students, varied ways of representing information, and options

knowledge of students, and engaging in a thorough process for lesson

for students to demonstrate their learning.

internalization.

(A) Teachers apply basic principles from the learning

(i) Teachers leverage student data to prepare flexi-
ble student groups that facilitate learning for all students.

sciences to prepare for instruction.

(i) Teachers understand learning as an active and

(iii) Teachers differentiate instruction and align
methods and techniques to diverse student needs, including accel-

social process of meaning-making that results in changes in student

eration, just-in-time supports, technology, intervention, linguistic

knowledge and behavior based on connections between past and new

supports, appropriate scaffolding, and implementation of individual-

experiences.

(ii) Teachers prepare instruction that uses research-
and evidence-based teaching strategies for eliciting and sustaining at-

ized education programs.

(E) Teachers recognize students' backgrounds (familial,
educational, linguistic, and developmental) as assets and apply knowl-

tention and motivation, supporting memory encoding and recall, and

edge of students to engage them in meaningful learning.

deeply integrating new experiences with prior knowledge, such as in-
terleaving, spacing, metacognition, and distributed practice.

(iii) Teachers recognize misconceptions about

(i) Teachers plan to present information in a mean-
ingful way that activates or provides any prerequisite knowledge to
maximize student learning.

learning, the brain, and child and adolescent development, including
myths such as learning styles, personality traits, and hemispheric
dominance, and avoid unsupported instructional practices based on
these misunderstandings.

(B) Teachers evaluate instructional materials and select
or customize the highest quality district-approved option to prepare for
instruction.

(i) Teachers identify the components of high-qual-
ity instructional materials, such as a logical scope and sequence, clear
learning objectives, grade-level content, explicit instruction, student
engagement, academic language, deliberate practice, and assessment,
appropriate to the discipline.

(ii) Teachers identify the
high-quality instructional materials.

benefits of using

(iii) Teachers apply knowledge of the components
of high-quality instructional materials to design, select, or customize
materials when appropriate.

(iv) Teachers analyze instructional materials and
digital resources to ensure quality, rigor, and access to grade-level
content.

(v) Teachers use high-quality materials to plan in-
struction that connects students' prior understanding and real-world ex-
periences to new content and contexts.

(C) Teachers understand initial lesson design and, when
district-approved materials are not available and when directed by their
district, engage in initial lesson design using science of learning con-

cepts.

(i) Teachers design lessons based on the components
of high-quality instructional materials, such as a logical scope and se-

(ii) Teachers collaborate with other professionals,
use resources, and plan research- and evidence-based instructional
strategies to anticipate and respond to the unique needs of students,
including disabilities, giftedness, bilingualism, and biliteracy.

(iii)  Teachers plan instructional practices and strate-
gies that support language acquisition so that language is comprehen-
sible and instruction is fully accessible.

(iv) Teachers apply knowledge of how each cate-
gory of disability under the Individuals with Disabilities Act (20 U.S.C.
§1400, et seq.) and Section 504 of the Rehabilitation Act of 1973 (29
U.S.C. §794) can affect student learning and development.

(F) Teachers engage in a thorough process of lesson
internalization to prepare well-organized, sequential instruction that
builds on students' prior knowledge.

(i) Teachers identify how the intentional sequencing
of units, lessons, and learning tasks supports student knowledge and
mastery throughout the year.

(it) Teachers identify how the learning goals of units
and lessons are aligned to state standards.

(iii) Teachers use assessment data to identify prior
knowledge and plan for the learning needs of students.

(iv) Teachers internalize lesson content by reading
the texts, completing learning tasks and assessments, rehearsing lesson
delivery, and identifying any personal gaps in understanding.

(v) Teachers plan for pacing, use of teacher re-
sources, and transitions between activities.

(vi) Teachers create or analyze and customize exem-
plar responses and anticipate potential barriers to learning.

quence, clear learning objectives, and grade-level content.

(ii) Teachers design lessons that effectively connect

(vii) Teachers strategically plan instructional strate-
gies, formative assessments, technology, scaffolds, and enrichment to

learning objectives with explicit instruction, student engagement, aca-

make learning accessible to all students.

demic language, deliberate practice, and assessment.

(iii) Teachers design lessons that connect students'

(2) Standard 2--Instructional Delivery and Assessment.
Teachers intentionally apply their knowledge of students and the

prior understanding and real-world experiences to new content and

learning process to implement high-quality instruction and assessment

contexts.
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practices that are research- and evidence-based and informed by
student work.

(A) Teachers deliver research- and evidence-based in-
struction to meet the needs of all learners and adapt methods when ap-

(ii) Teachers implement frequent, low- or no-stakes
assessments to promote retrieval of learned information.

(iii) Teachers continually monitor and assess stu-
dents' progress to guide instructional outcomes and determine next

propriate.

(i) Teachers effectively communicate grade-level
expectations, objectives, and goals to help all students reach high

steps to ensure student mastery of grade-level content.

(iv) _Teachers build student capacity to self-monitor

their progress.

levels of achievement.

(i) Teachers apply research- and evidence-based

(v) Teachers provide frequent, timely, and specific
explanatory feedback that emphasizes effort and improvement and ac-

teaching strategies for eliciting and sustaining attention and motivation

knowledges students' strengths and areas for growth.

and supporting memory encoding and recall, such as interleaving,
spacing, metacognition, and distributed practice.

(iii) Teachers ensure a high degree of student en-

(vi) Teachers strategically implement instructional
strategies, formative assessments, scaffolds, and enrichment to make
learning accessible to all students.

gagement through explicit instruction, student discussion, feedback,
and opportunities for deliberate practice.

(iv) Teachers apply research- and evidence-based
teaching strategies that connect students' prior understanding and
real-world experiences to new content and contexts and invite student

perspectives.

(v) _Teachers implement appropriate scaffolds in re-
sponse to student needs.

(vi) Teachers strategically implement tools, tech-
nology, and procedures that lead to increased participation from all
students, elicit patterns of student thinking, and highlight varied

responses.

(vii) Teachers provide multiple means of engage-
ment to encourage all students to remain persistent in the face of

challenges.

(viii) Teachers collaborate with other educational
professionals, when appropriate, to deliver instruction that addresses
students' academic and non-academic needs.

(B) Teachers scaffold instruction, from initial knowl-
edge and skill development through automaticity, toward complex,
higher-order thinking, providing opportunities for deeper learning.

(i) Teachers set high expectations and facilitate rig-
orous grade-level learning experiences for all students that encour-
age them to apply disciplinary and cross-disciplinary knowledge to
real-world problems.

(ii) Teachers apply instructional strategies to delib-
erately engage all students in critical thinking and problem solving.

(iii)  Teachers validate student responses, using them
to advance learning for all students.

(iv) Teachers respond to student errors and miscon-
ceptions with prompts or questions that build new understanding on
prior knowledge.

(v) Teachers use strategic questioning to build and
deepen student understanding.

(vi) Teachers strategically incorporate technology

(vii) Teachers set goals for each student in response
to previous outcomes from formative and summative assessments.

(viii) Teachers involve all students in self-assess-
ment, goal setting, and monitoring progress.

(D) Teachers implement formative and summative
methods of measuring and monitoring student progress through the
regular collection, review, and analysis of data.

(i) Teachers individually and collaboratively review
and analyze student work to understand students' thinking, identify
strengths and progress toward mastery, and identify gaps in knowledge.

(ii) Teachers combine results from different mea-
sures to develop a holistic picture of students' strengths and learning
needs.

(iii) Teachers apply multiple means of assessing
learning, including the use of digital tools, to accommodate according
to students' learning needs, linguistic differences, and/or varying levels
of background knowledge.

(iv) Teachers use assessment results to inform and
adjust instruction and intervention.

(v) Teachers clearly communicate the results of as-
sessments with students, including setting goals and identifying areas
of strength and opportunities for improvement.

(3) Standard--Content Pedagogy Knowledge and Skills.
Teachers show a full understanding of their content and related peda-
gogy and the appropriate grade-level TEKS.

(A) Teachers understand the major concepts, key
themes, multiple perspectives, assumptions, processes of inquiry,
structure, and real-world applications of their grade-level and sub-

ject-area content.

(i) Teachers demonstrate a thorough understanding
of and competence in the use of open education resource instructional
materials when available for the grade level and subject area.

(ii) Teachers have expertise in how their content ver-
tically and horizontally aligns with the grade-level/subject-area contin-
uum, leading to an integrated curriculum across grade levels and con-

that removes barriers and allows students to interact with the curricu-

tent areas.

lum in more authentic, significant, and effective ways.

(C) Teachers consistently check for understanding, give

(iii) Teachers identify gaps in students' knowledge
of subject matter and communicate with their leaders and colleagues

feedback, and make lesson adjustments as necessary.

(i) Teachers use a variety of formative assessments
during instruction to gauge and respond to student progress and address

misconceptions.

to ensure that these gaps are adequately addressed across grade levels
and subject areas.

(iv) Teachers deliberately and regularly share multi-
ple different examples of student representations and resolutions.
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(v) Teachers stay current with developments, new
content, new approaches, and changing methods of instructional de-

(ix) Teachers communicate and model the connec-
tions between mathematics and other fields that use mathematics to

livery within their discipline.

(B) Teachers demonstrate content-specific pedagogy
that meets the needs of diverse learners, using engaging instructional
materials to connect prior content knowledge to new learning.

(i) Teachers teach the key content knowledge, the
key skills of the discipline, and the requisite linguistic skills to con-

problem solve, make decisions, and incorporate real-world applica-
tions in instruction.

(x) Teachers explicitly teach and model that math
abilities are expandable and improvable.

(D) Teachers demonstrate research- and evi-
dence-based best practices specific to planning, instruction, and

struct, the information into usable knowledge and make it accessible to

assessment of language arts and reading.

all learners by constructing it into usable knowledge.

(i) Teachers make appropriate and authentic con-

(i) Teachers analyze instructional materials in
preparation for instruction to ensure they provide grade-level appro-

nections across disciplines, subjects, and students' real-world experi-

priate, systematic, and explicit practice in foundational literacy skills.

ences to build knowledge from year to year.

(iii)  Teachers provide multiple means of representa-

(ii) Teachers analyze instructional materials in
preparation for instruction to ensure that foundational literacy skills

tion and engagement to promote literacy and ensure discipline-specific

are reached at each grade level.

academic language is accessible for all students.

(iv) Teachers explicitly teach, encourage, and rein-

(iii) Teachers implement clear and explicit reading
instruction aligned to the Science of Teaching Reading competencies

force the use of academic language, including vocabulary, use of sym-

and engage students in deliberate practice to make meaning from text.

bols, and labeling.
(v) Teachers prepare for and apply scaffolds in the

(iv) Teachers identify and analyze grade-level and
complex texts for quality in preparation for instruction.

lesson to make content accessible to all students, including diverse
learners such as emergent bilingual students, students with disabilities,
and students working above and below grade level.

(vi) _Teachers engage students in productive struggle
by allowing them time to work, asking questions to deepen their think-
ing, encouraging multiple approaches, and praising effort on successful
and unsuccessful attempts.

(C) Teachers demonstrate research- and evi-
dence-based best practices specific to planning, instruction, and
assessment of mathematics.

(i) Teachers use multiple means of representation
to communicate the relationship between mathematical concepts and
mathematical procedures.

(ii) Teachers engage students in recursive lesson ac-
tivities that reinforce automaticity in prerequisite knowledge and skills
to mitigate the use of working memory when engaging those knowl-
edge and skills as task complexity increases.

(iii) Teachers use multiple means of representation
to engage students in mathematical tasks that deepen students' under-
standing of conceptual understanding, procedural fluency, and mathe-

(v) Teachers prepare and deliver explicit reading
instruction that uses grade-level and complex texts to build student

knowledge.

(vi) Teachers strategically plan and implement sup-
ports such as read-aloud and questioning at varied levels of complexity
to support comprehension of high-quality complex texts.

(vii) Teachers engage students in writing practice,
including text-based writing that builds comprehension and higher-or-
der thinking skills.

(viii) Teachers engage students in speaking practice
that builds comprehension, language acquisition, and higher-order
thinking skills.

(ix) Teachers use high-quality assessments to moni-
tor grade-level appropriate foundational skills development.

(x) Teachers implement and analyze a variety of
high-quality literacy assessments to monitor grade-level appropriate
comprehension and identify gaps.

(xi) Teachers apply just-in-time supports and inter-
vention on prerequisite skills and continually monitor to determine the

matical reasoning.

(iv) Teachers prepare and deliver instruction and
questioning to deliberately solicit different explanations, representa-

need for additional learning support.

(4) Standard 4--Learning Environment. Teachers maintain
a safe and supportive learning environment that is characterized by re-

tions, solutions, and reasoning from all students.

(v) Teachers prepare and deliver explicit instruction
and modeling that links grade-level conceptual understanding with
mathematical procedures and avoids shortcuts to problem solving.

spectful interactions with students, consistent routines, high expecta-
tions, and the development of students' self-regulation skills.

(A) Teachers establish, implement, and communicate
consistent routines for effective classroom management, including

(vi) Teachers analyze instructional plans to ensure
an appropriate balance between conceptual understanding and proce-

dural fluency.

(vii) Teachers facilitate discourse through regular
opportunities for students to communicate the relationship between
mathematical concepts and mathematical procedures.

(viii) Teachers provide time for students to collabo-
ratively and independently apply conceptual understanding and proce-
dural fluency to problem-solving.

clear expectations for student behavior and positive interventions, that
maintain a productive learning environment for all students.

(i) Teachers arrange their classrooms and virtual
learning spaces in an organized way that is safe, flexible, and accessi-
ble to maximize learning that accommodates all students' learning and
physical needs.

(ii) Teachers implement consistent classroom and

behavior management systems to maintain an environment where all
students are engaged and can reach academic and nonacademic goals.
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(iii) _Teachers model and provide explicit instruction
on effective behavior regulation skills to build students' resilience and

(v) _Teachers seek to lead other adults on campus
through professional learning communities, grade- or subject-level

self-discipline.

(iv) Teachers maintain a safe and positive culture of
student ownership and group accountability that fosters engagement by

team leadership, committee membership, or other opportunities.

(vi) Teachers collaborate with educational profes-
sionals to ensure learning is accessible and enables all students to

all students in the classroom expectations, culture, and norms.

(B) Teachers lead and maintain classroom environ-
ments in which students are motivated and cognitively engaged in

reach their academic and non-academic goals.

(C) Teachers communicate consistently, clearly, and re-
spectfully with all community stakeholders, including students, parents

learning.

(i) Teachers maintain a classroom environment that
is based on high expectations and student self-efficacy.

(ii) Teachers strategically use instructional time, in-
cluding transitions, to maximize learning.

(iii) Teachers manage and facilitate strategic and
flexible groupings to maximize student learning.

(5) Standard 5--Professional Practices and Responsibili-
ties. Teachers are self-aware and consistently hold themselves to a
high standard for individual development. They collaborate with other
educational professionals; communicate regularly with stakeholders;
maintain professional relationships; comply with federal, state, and
local laws; and conduct themselves ethically and with integrity.

(A) Teachers model ethical and respectful behavior and
demonstrate integrity in all settings and situations.

(i) Teachers understand and comply with applicable
federal, state, and local laws pertaining to the professional behaviors
and responsibilities of educators.

(ii) Teachers adhere to the Educators' Code of Ethics
in §247.2 of'this title (relating to Code of Ethics and Standard Practices
for Texas Educators), including following policies and procedures at
their specific school placement(s).

(iii) Teachers demonstrate understanding of their
role in strengthening American democracy and are willing to support
and defend the constitutions of the United States and Texas.

(iv) Teachers advocate for and apply knowledge of
students' progress and learning plans through the maintenance of thor-
ough and accurate records.

(v) Teachers model and promote for students the use
of safe, ethical, and legal practices with digital tools and technology.

(B) Teachers actively self-reflect on their practice and
collaborate with other educational professionals to deepen knowledge,
demonstrate leadership, and improve their instructional effectiveness.

(i) Teachers apply consistent reflective practices,
analysis of student work, and video evidence of teaching to identify
and communicate professional learning needs.

(ii) Teachers seek and apply job-embedded feed-
back from colleagues, including supervisors, mentors, coaches, and

peers.

(iii) Teachers establish and strive to achieve profes-
sional goals to strengthen their instructional effectiveness and better
meet students' needs.

(iv) Teachers engage in relevant professional learn-
ing opportunities that align with their growth goals and student learning
needs.

and families, colleagues, administrators, and staff.

(i) Teachers clearly communicate the mission, vi-
sion, and goals of the school to students, colleagues, parents and fami-
lies, and other community members.

(ii) Teachers communicate regularly, clearly, and
appropriately with families about student progress, providing detailed
and constructive feedback in a language that is accessible to families
to support students' developmental and learning goals.

(iii) _Teachers build mutual understanding of expec-
tations with students, parents, and families through clear, respectful,
and consistent communication methods.

(iv) Teachers communicate with students and fami-
lies regularly about the importance of collecting data and monitoring
progress of student outcomes, sharing timely and comprehensible feed-
back so they understand students' goals and progress.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 24,
2025.

TRD-202500687

Cristina De La Fuente-Valadez

Director, Rulemaking

Texas Education Agency

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 475-1497

¢ L4 ¢
TITLE 22. EXAMINING BOARDS

PART 10. TEXAS FUNERAL SERVICE
COMMISSION

CHAPTER 210. NON-TRANSPLANT WHOLE
BODY DONATIONS

SUBCHAPTER B. AUTHORIZATION &
REGISTRATION FOR THE RECEIPT, USE AND
DISTRIBUTION OF DONOR WHOLE BODIES
OR BODY PARTS

22 TAC §210.27

The Texas Funeral Service Commission (hereinafter referred to
as "the Commission") proposes a new rule - 22 Texas Admin-
istrative Code §210.27. This proposed rule establishes licens-
ing fees for regulated entities, including willed body programs,
non-transplant anatomical donation organizations, and anatom-
ical facilities.
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BACKGROUND INFORMATION AND JUSTIFICATION

The proposed new 22 Texas Administrative Code §210.27 im-
plements TEX. HEALTH & SAFETY CODE § 691.012, which
authorizes the Commission to adopt rules necessary to set and
administer fees. These fees are reasonable and necessary to
cover the cost of regulating willed body programs, non-trans-
plant anatomical donation organizations, and anatomical facili-
ties. The rule is necessitated by the transfer of regulatory duties
from the Anatomical Board of the State of Texas to the Commis-
sion under Senate Bill 2040 (88th (R)).

FISCAL NOTE

Staff Attorney Sarah Kemp has determined that, for each of the
first five years that the rule is in effect, the additional estimated
cost to the state and local governments will be primarily com-
posed of licensing fees. State-affiliated programs, such as those
operated by state universities, will bear these costs as part of
their operational budgets. Licensing fees will include:

1. $2,790.00 for initial authorization, registration application, or
change of ownership (including relocations);

2. additional inspection fees for inspection requests made within
30 days;

3. $1,789.00 for 12-month renewals; and

4. $1,789.00 for late applications submitted within 1-30 days
after expiration.

The total annual fees for each regulated entity will depend on its
licensing stage, whether it requires expedited inspections, and if
late fees are applicable. The Commission's Legislative Appropri-
ations Request has projected costs associated with its new and
expanded statutory obligations. The additional revenue gener-
ated by these fees is designed to cover the costs of regulatory
duties required by the General Appropriations Act.

PUBLIC BENEFIT

The proposed rule provides the financial support necessary to
regulate willed body programs, non-transplant anatomical dona-
tion organizations, and anatomical facilities - thereby protecting
public safety and welfare.

ECONOMIC COSTS TO PERSONS

Staff Attorney Sarah Kemp has determined that the economic
cost to individuals and entities required to comply with the pro-
posed rule comprises licensing fees detailed above.

ECONOMIC IMPACT ON LOCAL ECONOMY AND EMPLOY-
MENT

Staff Attorney Sarah Kemp has determined that the proposed
rule will not impact local economies and employment.

FISCAL IMPACT ON SMALL BUSINESSES, MICRO-BUSI-
NESSES, OR RURAL COMMUNITIES

The proposed rule is not expected to adversely impact small
businesses, micro-businesses, or rural communities because
these entities are not typically involved in the activities regulated
by the rule. Accordingly, the preparation of an economic impact
statement and a regulatory flexibility analysis is not required un-
der TEX. GOV'T CODE § 2006.002.

TAKINGS IMPACT ASSESSMENT

The proposed rule does not constitute a taking as it does not
impose a burden on private real property. TEX. GOV'T CODE §
2007.043.

GOVERNMENT GROWTH IMPACT STATEMENT

Pursuant to TEX. GOV'T CODE § 2001.0221, the Commission
provides the following government growth impact statement:

1. The proposed rule does not create or eliminate a government
program.

2. Implementation of the proposed rule does not require the cre-
ation or elimination of employee positions.

3. Implementation of the proposed rule may impact future ap-
propriations, depending on actual regulatory costs and revenue.

4. The proposed rule requires an increase in fees paid to the
Commission, based on reasonable and necessary administra-
tive costs.

5. The proposed rule creates new regulations to fulfill responsi-
bilities transferred under Senate Bill 2040, 88th regular legisla-
tive session (SB 2040).

6. The proposed rule does not expand an existing regulation but
replaces prior rules of the Anatomical board.

7. The proposed rule does not increase the number of individuals
or entities subject to the applicability of the Commission's rules
but clarifies procedures for those now under the Commission's
jurisdiction.

8. The proposed rule does not positively or adversely affect the
state's economy.

REQUEST FOR PUBLIC COMMENTS

Comments on the proposed rule may be submitted to
the Texas Funeral Service Commission by email to
sarah.sanders@tfsc.texas.gov for 30 days following the date of
publication in the Texas Register. To be considered for purposes
of this rulemaking, comments must be e-mailed by midnight
on the last day of the comment period. Comments should be
organized in a manner consistent with the organization of the
proposed new rule.

STATUTORY AUTHORITY

The proposed rule is authorized by TEX. HEALTH & SAFETY
CODE §691. 012 which gives the Commission authority to adopt
rules to set and administer fees. Statutes affected by the pro-
posed rule include TEX. HEALTH & SAFETY CODE §§ 691.012,
691.034.

§210.27. Fees.

(a) Initial establishment authorization, registration applica-
tion, or change of ownership fee. The fee for an initial authorization or
registration (includes change of ownership or relocation) is $2,790.00.
The authorization or registration term shall not exceed 12 months.
Additional fees may apply for inspection requests made within 30

days.

(b) Renewal fee. The fee for a renewal authorization or regis-
tration is $1,789.00. The renewal shall not exceed 12 months.

(c) Late fee. Applications submitted 1-30 days after the autho-
rization or registration expired will incur an additional fee of $1,789.00
in addition to the renewal fee.

(d) Payment of fees. All fees shall be paid to the Texas Funeral
Service Commission.
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(e) Non-refundable fees. All fees are non-refundable and must
be paid to the Texas Funeral Service Commission.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 21,
2025.

TRD-202500680

Sarah Sanders

Staff Attorney

Texas Funeral Service Commission

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 936-2469

¢ L4 +
TITLE 25. HEALTH SERVICES

PART 1. DEPARTMENT OF STATE
HEALTH SERVICES

CHAPTER 289. RADIATION CONTROL
SUBCHAPTER E. REGISTRATION
REGULATIONS

Editor’'s Note: This proposed rulemaking was originally pub-
lished in the February 21, 2025, issue of the Texas Register (60
TexReg 908). Due to an error by the Texas Register, numerous
provisions in the original publication of the amendment were for-
matted incorrectly or were omitted from the original publication.
Text of the corrected proposal follows.

The Executive Commissioner of the Texas Health and Human
Services Commission (HHSC), on behalf of the Department
of State Health Services (DSHS), proposes an amendment to
§289.230, concerning Certification of Mammography Systems
and Mammography Machines Used for Interventional Breast
Radiography, and the repeal of §289.234, concerning Mam-
mography Accreditation.

BACKGROUND AND PURPOSE

The purpose of the proposal is to amend §289.230, relating to
requirements for the certification and use of radiation machines
in mammography and interventional breast radiography. The
amendment is necessary to align with the United States Food
and Drug Administration (FDA) Mammography Quality Stan-
dards Act (MQSA) under 21 Code of Federal Regulations (CFR)
Part 900.

Additionally, the proposal repeals §289.234, relating to mam-
mography accreditation, because DSHS no longer accredits
mammography facilities due to an expired contract which ended
on August 31, 2024. With the contract's expiration, this rule is
no longer valid.

SECTION-BY-SECTION SUMMARY

The proposed amendment to §289.230 updates the require-
ments concerning breast tissue density in mammography
reports and plain language notification statements to patients.
Three new outcome data reporting requirements for the in-
terpreting physician and the facility have been added. The

outcome data report must include calculations for positive
predictive value, cancer detection rate, and recall rate.

Additional changes to §289.230 include reorganizing the rule to
mirror the layout of other sections of this chapter, adding sur-
vey report requirements, and adding and clarifying definitions for
various terms related to mammography machines. The proposal
adopts 21 CFR Part 900 by reference for system design, screen-
film, processor performance testing, equipment variances, and
investigational device requirements. The proposed changes en-
hance clarity, safety, and regulatory compliance in the field of
mammography. Other edits are made to improve grammar, for-
matting, and rule clarity.

The proposed repeal of §289.234 is necessary to delete an in-
valid rule.

FISCAL NOTE

Christy Havel Burton, DSHS Chief Financial Officer, has deter-
mined that for each year of the first five years that the rules will
be in effect, enforcing or administering the rules does not have
foreseeable implications relating to costs or revenues of state or
local governments.

GOVERNMENT GROWTH IMPACT STATEMENT

DSHS has determined that during the first five years that the
rules will be in effect:

(1) the proposed rules will eliminate a government program;

(2) implementation of the proposed rules will not affect the num-
ber of DSHS employee positions;

(3) implementation of the proposed rules will result in no as-
sumed change in future legislative appropriations;

(4) the proposed rules will not affect fees paid to DSHS;
(5) the proposed rules will not create a new regulation;

(6) the proposed rules will expand and repeal existing regula-
tions;

(7) the proposed rules will decrease the number of individuals
subject to the rules; and

(8) the proposed rules will not affect the state's economy.

SMALL BUSINESS, MICRO-BUSINESS, AND RURAL COM-
MUNITY IMPACT ANALYSIS

Christy Havel Burton has also determined that there will be an
adverse economic effect on small businesses or micro-busi-
nesses, or rural communities because there may be a cost to
comply with new data reporting requirements.

DSHS estimates that the number of mammography facilities sub-
ject to the proposal for §289.230 is 668. The projected economic
impact cannot be determined because the impactis based on the
size of the facility and the age of its current software.

DSHS determined that alternative methods to achieve the pur-
pose of the proposed rules for small businesses, micro-busi-
nesses, or rural communities would not be consistent with ensur-
ing the health and safety of the public, employees, and patients.

LOCAL EMPLOYMENT IMPACT
The proposed rules will not affect a local economy.
COSTS TO REGULATED PERSONS
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Texas Government Code §2001.0045 does not apply to these
rules because the rules are necessary to comply with federal
law: 21 CFR Part 900, and to protect the health, safety, and
welfare of the residents of Texas.

PUBLIC BENEFIT AND COSTS

Dr. Timothy Stevenson, Deputy Commissioner, Consumer Pro-
tection Division, has determined that for each year of the first five
years the rules are in effect, the anticipated public benefit will be
improved protection from unnecessary exposure to radiation for
the public, patients, workers, and the environment.

Christy Havel Burton has also determined that for the first five
years the rules are in effect, persons required to comply with the
proposed rules may incur economic costs because new outcome
data reporting requirements may require additional software or
increase staff workload. The proposed rules do not increase
registration fees or increase the frequency of fee payment.

TAKINGS IMPACT ASSESSMENT

DSHS has determined that the proposal does not restrict or limit
an owner's right to the owner's property that would otherwise ex-
ist in the absence of government action and, therefore, does not
constitute a taking under Texas Government Code §2007.043.

PUBLIC COMMENT

Written comments on the proposal may be submitted to Rules
Coordination Office, P.O. Box 13247, Mail Code 4102, Austin,
Texas 78711-3247, or street address 4601 West Guadalupe
Street, Austin, Texas 78751; or emailed to HHSRulesCoordina-
tionOffice@hhs.texas.gov.

To be considered, comments must be submitted no later than
31 days after the date of this issue of the Texas Register. Com-
ments must be (1) postmarked or shipped before the last day of
the comment period; (2) hand-delivered before 5:00 p.m. on the
last working day of the comment period; or (3) faxed or emailed
before midnight on the last day of the comment period. If the last
day to submit comments falls on a holiday, comments must be
postmarked, shipped, or emailed before midnight on the follow-
ing business day to be accepted. When faxing or emailing com-
ments, please indicate "Comments on Proposed Rule 24R087"
in the subject line.

25 TAC §289.230
STATUTORY AUTHORITY

The amendment is authorized by Texas Health and Safety Code
Chapter 401 (the Texas Radiation Control Act), which provides
for DSHS radiation control rules and regulatory program to be
compatible with federal standards and regulations; §401.051,
which provides the required authority to adopt rules and guide-
lines relating to the control of sources of radiation; §401.064,
which provides for the authority to adopt rules relating to inspec-
tion of x-ray equipment; Chapter 401, Subchapter J, which au-
thorizes enforcement of the Act; Chapter 401, Subchapter L,
which provides for the Certification of Mammography Systems;
and Texas Government Code §531.0055 and Texas Health and
Safety Code §1001.075, which authorize the Executive Commis-
sioner of HHSC to adopt rules and policies for the operation and
provision of health and human services by DSHS and the ad-
ministration of Texas Health and Safety Code Chapter 1001.

$289.230.  Certification of Mammography Systems and X-Ray
[Mammeography] Machines Used for Interventional Breast Radiogra-

phy.

(a) Purpose. This section establishes the requirements for
using mammography systems and x-ray machines for interventional

breast radiography.

(1) Requirements for the registration of a person using ra-
diation machines for mammography.

(A) A person must not use radiation machines except as
authorized in a certificate of registration issued by the Department of
State Health Services (department) as specified in the requirements of
this section.

(B) A person who receives, possesses, uses, owns, or
acquires radiation machines before receiving a certificate of registra-
tion is subject to the requirements of this chapter.

fH This section provides for the certification of mammeg-
megraphy of humans or for interventional breast radiography exeept as
autherized in a certification issued by the ageney in accordance with the
aeereditation by the ageney acereditation bedy er by anether United
States Food and Drug Administration (EDA)-approved acereditation
body and eertification of mammeography machines used for interven-

(2) Mammography [The use of all mammegraphy] ma-
chines certified under [in accordance with] this section must [shal]
be used [by or] under the supervision of a physician licensed by the
Texas Medical Board.

(3) Requirements for specific record keeping and general
provisions for records and reports.

(b) Scope.

(1) This section applies to a person who receives, pos-
sesses, uses, or transfers radiation machines in mammography
facilities. The facility is responsible for the administrative control and
oversight of the mammography systems or x-ray machines used for
interventional breast radiography.

(2) [€B] In addition to the requirements of this section, all
facilities [registrants] are subject to the requirements of:

(A) §289.203 of this chapter [title] (relating to Notices,
Instructions, and Reports to Workers; Inspections);[5]

(B) §289.204 of this chapter [title] (relating to Fees for
Certificates of Registration, Radioactive Material Licenses, Emergency
Planning and Implementation, and Other Regulatory Services);[5]

(C) §289.205 of this chapter [title
and Enforcement Procedures);[5]

(D) §289.226 of this subchapter [title] (relating to Reg-
istration of Radiation Machine Use and Services);[; and]

(E) §289.231 of this subchapter [title] (relating to
General Provisions and Standards for Protection Against Machine-Pro-
duced Radiation); and

(F) 21 Code of Federal Regulations (CFR) Part

900, except for facilities subject to subsection (w) of this section.

[Mammography facilities choosing to be accredited by the agency

acereditation body will be subject to §289.234 of this title (relating to
Mammeography Acereditation):]

(3) [€2] The procedures as specified [feund] in §289.205

of this chapter relating to [title for] modifications, suspensions, revo-

] (relating to Hearing
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cations, denials, and hearings regarding certificates of registration are
applicable to certifications issued by the department [ageney].

(4) [€3)] This section does not apply to an entity under the
jurisdiction of the federal government.

(5) [#] An entity, [that is a "eovered entity" as that term
is] defined in [HIPAA (Jthe Health Insurance Portability and Account-
ability Act of 1996 (HIPAA) as a "covered entity" under[;] 45 [Cede
of Eederal Regulations (|CFR[3);] Parts 160 and 164[}], may be subject
to privacy standards governing how information identifying [that iden-
tifies] a patient can be used and disclosed. Failure to follow HIPAA
requirements may result in the department referring [making a referral
of] a potential violation to the United States Department of Health and
Human Services.

(c) Prohibitions.

(1) The department prohibits the use of radiographic equip-
ment designed for general purpose or special non-mammography pro-
cedures for mammographic imaging. This includes systems that have
been modified or equipped with special attachments for mammogra-

phy.

(2) The department prohibits the use of mammography ma-
chines posing a significant threat or danger to occupational and public
health and safety, as specified in §289.205 and §289.231 of this chap-
ter.

(3) The department prohibits exposing an individual to the
useful beam, except for healing arts imaging ordered by a practitioner.
This provision specifically prohibits intentional exposure of an individ-
ual for:

(A) training, demonstration, or other non-healing arts

purposes;

(B) healing arts screening, or self-referral mammogra-
phy except as authorized by subsection (r) of this section; and

(C) research, except as authorized by subsection (s) of
this section.

(4) The department prohibits remote operation of radiation
machines.

(d) Exemptions.

(1) Mammography machines or cabinet x-ray machines
used exclusively for examination of breast biopsy specimens are
exempt from the requirements of this section. These machines are

(5) All mammography and interventional breast radiogra-
phy facilities are exempt from the posting of radiation area require-
ments of §289.231 of this subchapter if the operator has continuous
surveillance and controls access to the radiation area.

(e) [€e)] Definitions. The following words and terms, when
used in this section, [shall] have the following meanings unless the
context [elearly| indicates otherwise.

(1) Accreditation--The approved use of a mammography

machine by an AB [An appreval of a mammegraphy machine within
a mammography facility by an accreditation body. A facility may be
aeceredited by the ageney acereditation body or another FDA-approved
accreditation body].

(2) Act--Texas Radiation Control Act, Health and Safety
Codel[;] Chapter 401.

(3) Action limit--The minimum or maximum value of a
quality assurance (QA) measurement representing acceptable perfor-
mance. Values less than the minimum or greater than the maximum
action limit indicate [that] corrective action must be taken by the facil-
ity.

(4) Additional ~mammography review (AMR)--A
[Gneludes targeted eclinical image reviews)—At the request of the
agency certification body or an FDA-approved accreditation body, a]
review [by the FDA-approved acereditation bedy] of clinical images
and other relevant facility information necessary to assess compliance
[conformation] with [the] accreditation standards. [The reviews
inelude the feﬂewmg]

[B) chinical i . ” . ion ]
(5) Adverse event--An undesirable experience associated

with mammography activities [within the scope of this section]. Ad-
verse events include [but are not limited to]:

(A) poor image quality;

(B) failure to send mammography reports within 30
days to the referring physician or in a timely manner to the self-referred
patient; and

(C) wuse of personnel who do not meet the applicable
requirements of subsection (h) [€)] of this section.

(6) Air kerma--The kinetic energy released in air by ion-
izing radiation. Kerma is the quotient of dE by dM, where dE is the

required to meet applicable provisions of §289.226 and §289.228

sum of the initial kinetic energies of all the charged ionizing particles

of this subchapter (relating to Radiation Safety Requirements for

liberated by uncharged ionizing particles in air of mass dM. The Sys-

Industrial Radiation Machines).

(2) Machines used exclusively for interventional breast ra-
diography are exempt from the requirements of this section except for
those listed in subsection (w) of this section. These machines are not
required to be accredited by a United States Food and Drug Adminis-
tration (FDA)-approved accreditation body (AB).

(3) Loaner machines as described in subsection (g)(6) of
this section are exempt from the inspection requirements in subsection
(v)(1) of this section. These machines are not required to be accredited

by an AB.

(4) Mammography machines with investigational device
exemptions as described in subsection (s) of this section and used in
clinical studies are exempt from the requirements of this chapter. These
machines are not required to be accredited by an AB.

tem International (SI) unit of air kerma is joule per kilogram, and the
special name for the unit of kerma is gray (Gy) [Ageney acereditation
body—FEor the purpose of this section; the ageney as approved by the
FDA under Title 21, CFR, §900.3(d) to accredit mammography facili-
ties in the State of Texas].

(7) American Registry of Radiologic Technologists-Radi-
ography (ARRT(R))--the credential issued by the American Registry of
Radiologic Technologists in radiography [Ageney eertifying body—For
tle 21, CFR, §900.21, to certify facilities within the State of Texas to
perform mammography serviees].

[(8) Air kerma--The kerma in a given mass of air. The unit
used to measure the quantity of air kerma is the Gray (Gy)- For xrays
with energies less than 300 kiloelectronvolts keV); 1 Gy =100 rad- In
air; 1 Gy of abserbed deose is delivered by 114 roentgens R) of expo-
sure}
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(8) [(9] Automatic exposure control (AEC)--A device
[that] automatically controlling [eentrels] one or more technique
factors [in erder| to obtain the [at preselected loeations a] required
quantity of radiation at preselected locations.

(9) [€49)] Average glandular dose--The average absorbed
dose [aeeruing] to the glandular tissue of the breast.

(10) [ED] Beam-limiting device--A device providing [that
provides]| a means to restrict the dimensions of the x-ray field.

(11) [E2)] Breast implant--A prosthetic device implanted
in the breast.

(12) [(43)] Calendar quarter--Any one of the following
time periods during a given year: January 1 - March 31, April 1 - June
30, July 1 - September 30, or October 1 - December 31.

(13) [(4)] Calibration of instruments--The comparative
response or reading of an instrument relative to a series of known
radiation values over the range of the instrument.

(14) [E5)] Category I continuing medical education
units (CMEU)--Educational activities designated as Category I and
approved by the Accreditation Council for Continuing Medical Edu-
cation, the American Osteopathic Association, a state medical society,
or an equivalent organization.

(15) [(46)] Certification--An authorization for the use of a

mammography system for mammography or x-ray [mammegraphy]
machines used for interventional breast radiography.

(16) [(+D] Clinical image--See the definition for mammo-

gram.

(17) [(48)] Contact hour--An hour of training received
through direct instruction.

(18) [E9)] Continuing education unit (CEU)--One contact
hour of training.

(19) [20)] Control panel--The [That] part of the radiation
machine control upon which are mounted the [switehes; knebs; push
buttens; and ether| hardware necessary for setting the technique fac-
tors.

(20) [21D)] Direct instruction--Instruction, including [that
includes]:

(A) interaction between an instructor and student [faee-
to-face interaction between instraetor(s) and stadent(s)], such as when
the instructor provides a lecture, conducts demonstrations, or reviews
student performance; or

(B) [the] administration and correction of student ex-
aminations by an instructor [instraeter(s)] with subsequent feedback to

the student [student(s)].

(21) [€22)] Direct supervision--Oversight of operations, in-
cluding [that inelude] the following.

(A) During joint interpretation of mammograms, the
supervising interpreting physician reviews, discusses, and confirms

the interpretation [diagnesis] of the physician being supervised and
signs the [resulting] report before it is entered into the patient's record.

(B) During performance of a mammography examina-
tion, the supervising medical radiologic technologist (MRT) is present
to observe and correct, as needed, the individual [whe is] performing
the examination.

(C) During performance of a survey of the facility's
[registrant's] equipment and QA [quality assuranee] program, the

supervising medical physicist is present to observe, and correct, as
needed, the individual [whe is] conducting the survey.

f23) Established operating level--The value of a partieular
quality assuranee parameter that has been established as an aceeptable

(22) [@24)] Facility--A hospital, outpatient department,
clinic, radiology practice, mobile unit, an office of a physician, or
other person conducting [that conduets] breast cancer screening or
diagnosis through mammography activities, including [the fellewing]:

(A) operating [the operation of] equipment to produce
a mammogram;

(B) processing [ef] film or digital images;

(C) interpreting [initial interpretation of] the mammo-
gram; or

(D) maintaining the viewing conditions for [that] inter-
pretation.

(23) [25)] FDA-approved accreditation body (AB)--An
entity approved by the FDA under [Fitle] 21[;] CFR[;5] §900.3(d)[5] to
accredit mammography facilities.

(24) [€6)] Final assessment categories--The overall final
assessment of findings in a report of a mammography examination[;]
classified in subsection (j)(3)(E) of this section. [ene of the following

categories:]

HA) ‘“negative" indicates nothing to comment upen Gf
the interpreting physieian is aware of clinieal findings or symptoms;
despite the negative assessment; these shall be explained);}

{B) ‘benign"is also a negative assessment;}

[(C) "probably benign" indicates a finding(s) that has a

KDy .. | litv" indi a findi
without all the characteristic morphology of breast cancer but indicat-
ing a definite probability of being malignant;]

HE) ‘"highly suggestive of malignaney" indieates a find-
ing(s) that has a high probability of being malignant;}

{(F) "known biopsy proven malignancy" indicates ap-

HS) ‘pest procedure mammegram” indicates a mam-
mogram to confirm the deployment and pesition of a breast tissue
marker; or]

HH ‘incomplete" indiecates there is a need for addi-
Re&seﬁswhyneassessmenteaﬂbemadeshaﬂbesm%edby%he
interpreting physician-}

(25) [D] First allowable time--The earliest time a resi-
dent physician is eligible to take the diagnostic radiology boards from
an FDA-designated certifying body.

(26) [28)] Formal training--Attendance and participation
in direct instruction. This does not include self-study programs.

(27) [29)] Half-value layer (HVL)--The thickness of a
specified material attenuating [that attenuates] the beam of radiation to
the [an] extent [sueh that] the exposure rate is reduced to one-half of
its original value. [In this definition; the contribution of all scattered
radiation, other than any that might be present initially in the beam
concerned; is deemed to be excluded.]
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(28) [B9)] Healing arts--Any system, treatment, operation,
diagnosis, prescription, or practice for the ascertainment, cure, relief,
palliation, adjustment, or correction of any human disease, ailment, de-
formity, injury, or unhealthy or abnormal physical or mental condition.

(29) Healthcare provider--A doctor of medicine or os-
teopathy, podiatrist, dentist, chiropractor, clinical psychologist,
optometrist, physician assistant, or nurse practitioner authorized to
practice by the state of Texas and performing within the scope of their
practice as defined by state law.

(30) [BH] Image receptor--Any device that transforms in-
cident x-ray photons either into a visible image or into another form
that can be made into a visible image by further transformations.

(31) [32)] Institutional review board (IRB)--Any board,
committee, or other group created under 45 CFR Part 46 and 21 CFR
Part 56, and formally designated by an institution to review, approve
the initiation of, and conduct periodic review of biomedical research
involving human subjects.

(32) [3)] Interpreting physician (IP)--A licensed physi-
cian who interprets mammographic images and who meets the require-
ments of subsection (h)(1) [}B)] of this section.

(33) [B4)] Interventional breast radiography--Imaging of
a breast during invasive interventions for localization or biopsy proce-
dures.

(34) [5)] Investigational device exemption--An exemp-
tion allowing an [that allews the] investigational device to be used in a
clinical study [in erder] to collect safety and effectiveness data required
to support a Premarket Approval application or a 510(k) Premarket No-
tification submission to FDA.

(35) [B6)] Kerma--The sum of the initial energies of all the
charged particles liberated by uncharged ionizing particles in a material
of given mass.

(36) [BD] Laterality--The designation of either the right
or left breast.

(37) [B®)] Lead interpreting physician (LIP)--The inter-
preting physician assigned the general responsibility for ensuring [that]
a facility's QA [quality assuranee] program meets all [of the] require-
ments of subsections (k), (1), and (m) [(&); v), and (w)] of this section.

(38) [9] Mammogram--A radiographic image produced
through mammography.

(39) [(49)] Mammographic modality--A technology,
within the scope of 42 United States Code (U.S.C.) §263b, for radiog-
raphy of the breast. Examples are screen-film mammography, [and]
full-field digital mammography, and digital breast tomosynthesis

(DBT).

(40) [4PH] Mammography--The use of x-rays [x-radiationr]
to produce an image of the breast that may be used to detect the pres-
ence of pathological conditions of the breast. Mammography [Fer the

purpeses of this section; mammegraphy| does not include radiography
of the breast performed [as fellews]:

(A) during invasive interventions for localization or
biopsy procedures, except as specified in subsection (w) [(gg)] of this
section; or

(B) using [with] an investigational mammography de-
vice as part of a scientific study conducted under the [in aceordanee
with] FDA's investigational device exemption regulations.

(41) [(42)] Mammography machine--An assemblage of
components for mammography. This includes an x-ray high-voltage

generator, x-ray control, tube housing assembly, beam-limiting device,
and the necessary supporting structures. Additional components
functioning with the machine are considered integral parts of the

system. [maehine(s)—A unit consisting of compeonents assembled for
the production of x-rays for use during mammography- These include;
at a minimum; the following:]

HA)  an x-ray generator}
HB) an x-ray controk}
S a tube housing assembly:]
ED)  abeam limiting device; and}
HE)  supporting structures-]
(42) [(43)] Mammography medical outcomes audit--A

systematic collection of mammography results and the comparison of
those results [eompared] with outcomes data.

(43) [(44)] Mammography system--A system, including
[that includes the folowing]:

(A) an x-ray machine used as a source of radiation in
producing images of breast tissue;

(B) animaging system used for the formation of a latent
image of breast tissue;

(C) animaging-processing device for changing a latent
image of breast tissue to a visual image that can be used for diagnostic
purposes;

(D) a[viewing] device used for viewing and evaluating
[the wisual evaluation of] an image of breast tissue [if the image is
produced in interpreting visual data captured on an image receptor];

(E) an MRT who meets the qualifications specified in

subsection (h)(2) of this section and [a mediecal radiologic technologist
whe] performs mammography; and

(F) a physician who interprets [engages ] mammog-
raphy and [whe] meets the requirements specified in subsection (h)(1)
of this section [relating to the reading; evaluation; and interpretation of
mammegrams].

(44) [(45)] Mandatory training--Additional training
required by the department [ageney eertifying bedy] or AB [EDA-ap-
proved acereditation bedy] for IPs [interpreting physieians], MRTs
[medical radiologic technelogists], or medical physicists as the result

of a required corrective action.
sities measured using uniform; defect-free absorber thicknesses of 2 4;
and 6 eentimeters (em) with values of kilovelt peak (cVp) elinieally ap-
(45) [4PD]Medical physicist--An individual who performs
surveys and evaluations of mammographic equipment and facility QA
[quality assuranee] programs as specified in [aeeordanee with] this sec-
tion and who meets the qualifications in subsection (h)(3) [(5)3)] of this
section.

(46) [48)] Medical radiologic technologist (MRT
[operater of equipment])--An individual specifically trained in the
use of radiographic equipment and the positioning of patients for
radiographic examinations, who performs mammography examina-
tions as specified in [aceordanee with] this section and who meets the
qualifications in subsection (h)(2) [()2)] of this section.
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(47) [(49)] Mobile service operation--The provision of
mammography machines and personnel at temporary sites to perform
mammography for limited time periods.

(48) [(59)] Multi-reading--Two or more physicians inter-
preting the same mammogram. At least one physician must [shall] be

qualified as an IP [interpreting physician].

(49) Operator--An individual who performs interventional
breast mammography examinations.

(50) [(5BD)] Optical density (OD)--A measure of the fraction
of incident light transmitted through a developed film and defined by
the equation:

Figure: 25 TAC §289.230(e)(50)
[Figare: 25 FAC §289:230(e)(5H)]

(51) [652)] Patient--Any individual who undergoes a
mammography examination in a facility, regardless of whether the
individual [persen] is referred by a physician or is self-referred.

(52) [¢53)] Phantom--A test object used to simulate radio-
graphic characteristics of compressed breast tissue and containing com-

ponents modeling [that radiegraphically medel] aspects of breast dis-
ease and cancer in a radiograph.

(53) [654)] Phantom image--A radiographic image of a
phantom.

(54) [€655)] Physical science--This includes physics, chem-
istry, radiation science (including medical physics and health physics),
and engineering.

(55) Physician--An individual licensed by the Texas Medi-
cal Board to practice medicine under Texas Occupations Code Chapter
155.

(56) Positive mammogram--A mammogram with [that
has] an overall assessment of findings that are either "suspicious" or
"highly suggestive of malignancy."

[(57) Practitioner of the healing arts (practitioner)--For the
purpeses of this section; a person licensed to practice healing arts by
the Texas Medical Board as a physiciand

(57) [658)] Provisional certification--A certification cate-
gory enabling a facility to perform mammography and obtain the clin-

ical images needed to complete the accreditation process [previsionat
autherization deseribed in subsection (g) of this section].

(58) [(599] Qualified instructor--An individual whose
training and experience prepares the qualified instructor [him or her]
to carry out specified training assignments. [Ps [Interpreting physi-
cians], MRTs [medical radiologic technologists], or medical physicists

who meet the requirements of subsection (h)[€)] of this section are
[weuld be] considered qualified instructors in their respective areas of
mammography. Other examples of an individual [individaals] who
may be a qualified instructor [instruetors] for the purpose of providing
training to meet the requirements of this section include[; but are net
limited to;] instructors in a post-high school training institution and
manufacturers' representatives.

(59) [€69)] Quality control (QC) technologist--An individ-
ual meeting the requirements of subsection (h)(2)[(£}(2)] of this section
who is responsible for those QA [quality assuranee] responsibilities
not assigned to the LIP [lead interpreting physieian] or to the medical
physicist.

(60) [€6D] Radiation machine--see definition for [Fer the
purpeses of this part; radiation machine alse means] mammography
machine.

(61) [€62)] Self-referral mammography--The use of x-ray
[x-radiation] to test asymptomatic women for the detection of diseases
of the breasts when such tests are not specifically and individually or-
dered by a licensed physician.

(62) [€63)] Serious adverse event--An adverse event that
may significantly compromise clinical outcomes, or an adverse event
for which a facility fails to take appropriate corrective action in a timely
manner.

(63) [€64)] Serious complaint--A report of a serious ad-
verse event.

(64) [€65)] Source-to-image receptor distance (SID)--The
distance from the source to the center of the input surface of the image
receptor.

(65) [€66)] Standard breast--A 4.2 cm thick compressed
breast consisting of 50 percent [%] glandular tissue and 50 percent
[%] adipose tissue.

(66) [€6)] Survey--An on-site physics consultation and
evaluation of a facility QA [quality assuranee] program performed
as specified in subsection (1)(5) of this section by a medical physicist
meeting the requirements of subsection (h)(3) of this section.

(67) [€68)] Technique chart--A chart providing [that pre-
vides] all necessary generator control settings and geometry needed to

make clinical radiographs.

(68) [€(69)] Traceable to a national standard--Calibrated at
either the National Institute of Standards and Technology (NIST) or at
a calibration laboratory participating [that participates] in a proficiency
program with NIST at least once every two years. The results of the
proficiency test conducted within 24 months of calibration must [shall]
show agreement within plus or minus 3.0 percent [%] of the national
standard in the mammography energy range.

He) hibitions.]
or special nonmammegraphy procedures shall net be used for mam-
mography- This includes systems that have been meodified or equipped

H2) The agency may prohibit use of mammography
machines that pese a significant threat or endanger public health and
title:}

{3 Individuals shall net be exposed to the useful beam ex-
eept for healing arts purpeses and unless such exposure has been au-
therized by a licensed physician. This provision specifically prohibits
intentional expesure for the following purpeses:}

HA) expesure of an individual for training; demonstra-
tion; or other nen-healing arts purpeses:}
exposure of an individual for the purpese of re-
search exeept as authorized by subseetion (ee) of this seetiond
fe) Exemptions-}
{619 MammegfaphymaehmesefeabmetHaymaGMHes

fequﬁed{emeetapphe&b}epfews&eﬂsef&@%%éeffmsm}eaﬂd
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§289.228 of this title (relating to Radiation Safety Requirements for
Analytical and Other Industrial Radiation Machines).]

2 Mammegraphy machines used exelusively for inter-
ventional breast radiography are exempt from the requirements of this
section except for those listed in subsection (gg) of this section. These
machines are not required to be accredited by an FDA-approved ac-

f3) Loaner machines as deseribed in subseetion (W(5) of
this seetion are exempt from the inspection requirements in subseetion
(£D of this section. These machines are not required to be aceredited

4 Mammegraphy machines with investigational deviee
exemptions as deseribed in subsection (ee) of this section and used
in elinical studies are exempt from the requirements of this chapter
These machines are not required to be aceredited by an FDA-approved
acereditation bedy-}

[(5) Al mammography registrants are exempt from the

(f) Mammography systems certification.

(1) [€D] Requirements for [mammegraphy systems] certi-

fication.

(A) [ED] A facility must [Te ebtain a certification; fa-
eilities shall] meet the quality standards in subsections (h) - (q) [¢) -
¢aa)] of this section and be accredited by an AB. To [EDA-approved
aeereditation bedy: In erder to] qualify for certification, a new facility
[faeilities] must apply to the departmen [ageney certifying body in ac-
eordanee with the and to an FDA-appreved ae-
ereditation bedy] and receive acceptance of an [the] accreditation appli-
cation by an AB. [f the faeility choeses to be aceredited by the ageney
this subsection and §289.234(d) of this title.]

(B) [€)] A person who receives, possesses, uses, Owns,
or acquires [Each persen having] a mammography machme must
apply for certification as specified [shall submit an &ppkeaﬂeﬂ] in
[aceordance with] §289.226(e) of this subchapter, relating to general
requirements for application for registration, [(}) - ) and &) -
D and (D) - &) of this title;] and receive certification from the

department [ageney eertifying body| before using a [beginning use of
the] mammography machine on humans.

(C) [3)] An application for certification must [shall] be
signed by the:[lead interpreting physician. The signature of the apph-
eant and the radiation safety officer (RSO) shall alse be required:]

LIP;

(ii) _applicant; and

iii) [(4)] radiation safety officer (RSO) [An apph-
cation for certification may contain information on multiple mammog-
raphy machines: Each mammegraphy machine must be identified by
referring to the machine's manufacturer; model name; and serial num-
ber on the control panel: If this is not a new certifieation; the registrant
shall submit proof of renewed status to the ageney.].

(D) [65)] Each applicant must [shall] submit documen-

tation of [the foellowing]:

(i) [€A)] personnel qualifications, including dates of
licensure or certification, as specified in [aceordanee with] subsection
(h) [(®)] of this section;

(ii) [B)] manufacturer, model name, and serial
number of each mammography machine control panel;

(iii)  [€€)] evidence that a medical physicist has:

() [@)] [has] determined [that] each machine
meets the equipment standards in subsection (i) [¢s)] of this section;

(1) [@GD)] [has] performed a survey and a mam-
mography equipment evaluation as specified in [aceordanee with] sub-

section (1)(5) and (6) [(»)(10) and (11)] of this section; and

11l) [GiD)] [has] determined [that] the average
glandular dose for one craniocaudal [eraniocaudal-caudal]| view for
each machine is less than [dees net exeeed] the value in subsection

(1)(11)(D) [655¥E)] of this section;

(iv) [D)] self-referral program information as spec-
ified in [aceordanee with] subsection (r) [(bb)] of this section, if the
facility offers self-referral mammography;| ane]

(v) [@)]items required for authorization of a mobile
service operation as specified in [accordance with] §289.226(g) of this
subchapter, relating to application for registration of mobile service
operations [title], if the facility provides a mobile service; and[-]

(vi) proof of current accreditation.
(2) [€2)] Issuance of certification [and previstonal eertifiea-

tion].
[(B] [Certifieation:] A certification will be issued if the

department [ageney eertifying body]| determines the [that ar] applica-
tion meets the requirements of the Act and [the requirements of] this
chapter. The certification authorizes the proposed operations and in-
cludes [activity in such form and eontains such] conditions and limita-
tions deemed necessary by [as] the department [ageney eertifyring bedy
deems appropriate or necessary|.

(A) The certification may include [ene of the fellow-

ing):

(i) [€A)] mammography systems and facilities certi-
fication, following approval of accreditation by an AB [EDA-approved
acereditation bedy]; or

(ii) [B)] certification of interventional breast radi-
ography machines.

(B) [)] Conditions [Requirements and eeﬂdfﬁeﬂs]

The department [ageney certifying body] may incorporate in the
certification at the time of issuance, or [thereafter] by amendment,

[sueh] additional requirements and conditions [with respeet to the
registrant's possession, use, and transfer of radiation machines subject
to this chapter as it deems appropriate or necessary in order] to:

(i) [€A)] minimize danger to occupational and public
health and safety;

(it) [B)] require additional reporting and record
keeping [reperts and the keeping of additional records as may be
appropriate or neeessary]; and

(iii)  [€€)] prevent loss or theft of radiation machines
subject to this section.

(C) [€3)] Additional information. The department

[ageney eertifying boedy| may request[; and the registrant shall pre-
vide;] additional information after the certification has been issued to
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enable the department [ageney eertifying body] to determine whether
the certification should be modified as specified in [acecordanee with]

§289.226(r) of this subchapter, relating to renewal of certificates of
registration [title].

(3) [f4] Provisional certification [application- A new fa-
eility is eligible to apply for a provisional certification. The provi-
sional eertification will enable the facility to perform mammeography
and to obtain the clinical images needed to complete the acereditation
proeess].

(A) To apply for and receive a provisional certification,
anew facility must meet the requirements of this chapter and submit the
necessary information to an AB [EDA-approved acereditation bedy- If
the faeility chooses to be aceredited by the ageney acereditation bedy;
the facility shall submit the information required in subsection () of
this seetion and §289:234(d) of this title to the ageney acereditation
boedy].

(B) [€5)] [Issuing provisional eertifications:] Following
the department's [ageney eertifyying body's] receipt of the accreditation
body's decision that a facility has submitted the required information,
the department [ageney eertifying boedy| may issue a provisional certi-
fication to a facility if [upen determination that] the facility has satisfied
the requirements of the Act and this chapter.

(i) A provisional certification is [shall be] effective
for up to six months as noted on the certificate [from the date of is-
suance].

(ii) A provisional certification cannot be renewed,
but a facility may apply for a 90-day extension of the provisional cer-
tification.[{6) Extension of provisional eertification: Extension of pro-
visional certifications shall be in accordance with the folowing:|

(C) [€A)] To apply for a 90-day extension to a provi-
sional certification, a facility must [shall] submit to the AB [EDA-ap-
proved acereditation bedy] who issued the original certificate, a state-
ment of actions taken [what the facility is doing] to obtain certification
and evidence that there would be a significant adverse impact on access
to mammography in the geographic area served if the [sueh] facility did
not obtain an extension.

(i) [B)] The department [ageney eertifying body]

may issue a 90-day extension for a provisional certification if [upen
determination that] the extension meets the criteria in paragraph (3)
[4)] of this subsection.

(ii) [€©)] Renewal [There can be no renewal] of a
provisional certification beyond the 90-day extension is prohibited.

(4) [€P] Reinstatement [peliey].

(A) A previously certified facility that has allowed its
certification to expire, [that has] been refused a renewal of its certifi-
cation by the department [ageney eertifying bedy], or [that has] had its
certification suspended or revoked by the department [ageney eertify-
ing bedy], may reapply to have the certification reinstated so [that] the
facility may be considered [te be] a new facility and thereby be eligible
for a provisional certification.

(B) [€A)] Unless prohibited from reinstatement as spec-
ified in [under] subsection (f)(5)[()5)] of this section, a facility apply-
ing for reinstatement must [shall]:

(i) contact an AB [EDA-approved acereditation
bedy] for reapplication of [fer] accreditation;

(i) provide documentation of [fally decument] its
history as a previously provisionally certified or certified mammogra-

phy facility, and include [inchading]| the [folowing information]:

(I) name and address of the facility under which
it was previously provisionally certified or certified,;

(Il) name of previous owner or lessor

[ewnerdessor];

(Ill) facility identification number assigned
to the facility under its previous certification by the FDA or the

department [ageney eertifyring bedy]; and

(IV) expiration date of the most recent FDA or
department [ageney] provisional certification; and

(iii)  justify application for reinstatement of accred-
itation by submitting to an AB [EDA-approved acereditation bedy] a
corrective action plan detailing [that details] how the facility has cor-
rected deficiencies contributing [that eontributed] to the lapse [of], de-
nial of renewal, or revocation of its certification.

(C) [B)] The department [ageney ecertifying bedy]
may issue a provisional certification to the facility if the department

[ageney] determines [that] the facility has:

(i) [has] adequately corrected, or is in the process of
correcting, pertinent deficiencies; and

(ii) [has] taken sufficient corrective action since the
lapse [ef], denial of renewal, or revocation of its previous certification.

(D) [€©)] After receiving the provisional certification,
the facility may lawfully perform mammography while completing the
requirements for accreditation and certification.

(5) [€)] Suspension or revocation of certification.

(A) [D)]Except as provided in subparagraph (B) of this
paragraph [(2) of this subseection], the department [ageney eertifying
bedy] may suspend or revoke a certification issued by the department
[ageney eertification bedy] if it finds, after providing the owner or
[eperater of the] facility representative with notice and an opportu-
nity for a hearing as specified in [aceordance with] §289.205 of this
chapter [title], that the owner, facility representative [eperator], or any
employee of the facility has:

(i) [€A)] misrepresented documentation to obtain
[kas been guilty of misrepresentation in obtaining] the certification;

(ii) [B)] [has] failed to comply with the require-
ments of this chapter;

iii) [€S)] [has] failed to comply with requests of the
department [ageney eertifying bedy] or an AB [FDA-appreved acered-
tatien bedy]| for records, information, reports, or materials [that are]
necessary to determine the continued eligibility of the facility for a cer-
tification or continued compliance with the requirements of this chap-
ter;

(iv) [)] [has] refused a request of a duly desig-
nated FDA inspector, state inspector, or an AB [EDA-approved acered-
tation bedy] representative for permission to inspect the facility or the
operations and pertinent records of the facility;

(v) [(E)] [has] violated or aided and abetted in the
violation of any provision of or regulation promulgated pursuant to the
requirements of the Act and the requirements of this chapter; or

(vi) [E9] [has] failed to comply with prior sanctions

imposed by the department as specified in [ageney eertifying body un-
der] §289.205 of this chapter [title].

(B) [€)] The department [ageney eertifying body| may

suspend a certification of a facility before holding a hearing if it makes a
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finding described in subparagraph (A) [paragraph (D] of this paragraph
[subseetion] and [alse] determines that:

(i) [€A)] the failure to comply with requirements
presents a serious risk to human health;

(ii) [B)] the refusal to permit inspection makes im-
mediate suspension necessary; or

(iii)  [€€)] there is reason to believe [that] the viola-
tion or aiding and abetting of the violation was intentional or associated
with fraud.

(C) [3)] If the department [ageney eertifying bedy|
suspends a certification as specified in subparagraph (B) of this

[aceordanee with] paragraph [(2) of this subseetion]:

(i) [€A)] the department will [ageney eertifying body
shall] provide the facility with an opportunity to request [for] a hearing
as specified in [under] §289.205 of this chapter [not later than 60 days
from the effective date of this suspension]; and

(ii) [B)] the suspension will [shall] remain in effect
until it is determined by the department [ageney eertifying body deter-
mines] that the:

(1) [()] allegations of violations or misconduct
were not substantiated;

(1l) [GH] violations of requirements have been

corrected to the department's [ageney eertifying bedy's] satisfaction;
or

(1lI) [GiD) the] certification is revoked as spec-
ified in subparagraph (D) [aceordance with paragraph (4)] of this
paragraph [seetion].

(D) [4)] After providing a hearing as specified in
§289.205 of this chapter [aceordance with paragraph (3HA) of this

subseetion], the department [ageney eertifying bedy] may revoke the
certification if it is determined by the department [ageney determines]
that the facility:

(i) [A)] is unwilling or unable to correct violations
that were the basis for suspension; or

(ii) [(B)] has engaged in fraudulent activity to obtain
or continue certification.

(E) [65)] If a facility's certification was revoked based
on [en the basis of] an act described in §289.205 of this chapter, a
[title; no] person who owned or operated that facility at the time the
act occurred is prohibited from owning [may ewn er eperate] a mam-
mography facility for [within] two years following [ef] the [date of]
revocation date.

(6) [()] Appeal of adverse accreditation or reaccreditation
decisions preventing [that preelude] certification or recertification.

(A) [6D] The appeal process described in this paragraph
[subseetion] is only available [enly] for adverse accreditation or
reaccreditation decisions preventing [that preclade] certification by
the department. If the department suspends or revokes a certificate
[agency certifying body. Agency certifying body decisions to suspend
or revoke certificates that are] already in effect, it will be handled as
specified in [aceordanee with] subsection (f)(5) [(h)] of this section.

(B) [2)] If [Upen learning that] a facility has failed to
become accredited or reaccredited, the department [ageney eertifying

bedy] will notify the facility that the department [ageney eertifying
bedy] is unable to certify the [that] facility without proof of accredi-

tation.

(C) [)] A facility that has been denied accreditation or
reaccreditation and cannot achieve satisfactory resolution of an adverse
accreditation decision through the AB's [EDA-approved acereditation
bedy's] appeal process is entitled to further appeal to the FDA.

(D) [#] A facility cannot perform mammography ser-
vices while an adverse accreditation decision is being appealed.

(7) [€)] Denial of certification.

(A) [€D)] The department [ageney eertifying body| may

deny the application if the department [ageney eertifying bedy] has
reason to believe that:

(i) [€A)] the facility will not be operated as specified
in [aeeerdanee with] the provisions of subsections (h) - (q) [() - (aa)]
of this section;

(ii) [B)] the facility will not permit inspections or
provide access to records or information [ir a] timely [fashion];

iii) [€©)] made a materially [any material] false
statement in the application or any statement of fact required under
provision of the Act [was made];

(iv) [(®)] conditions revealed by such application or
statement of fact or any report, record, inspection, or other means that
would warrant the department [ageney certification bedy] to refuse to
grant a certification of mammography facility on an original applica-
tion; or

(v) [E)] the facility failed to observe any of the
terms and conditions of the Act, this chapter, or order of the department

[ageney].

(B) [€2)] Before the department [ageney certification
bedy] denies an application for certification, the department must

[ageney shall] give notice of the denial, the facts warranting the
denial, and [shall] afford the applicant an opportunity for a hearing in
accordance with §289.205(h) of this chapter [title]. If no request for a
hearing is received by the director of the Radiation Control Program
within 30 days of date of receipt of the notice, the department [ageney]
may proceed to deny. The applicant must bear [shall have] the burden
of proof showing cause why the application should not be denied.

(C) [€3)] If the department [ageney eertifying body] de-

nies an application for certification from [by] a facility that has re-
ceived accreditation from an AB [EDA-approved acereditation bedy]|,

the department will [ageney eertifring body shall] provide the facility
with a written statement of the grounds on which the denial is based.

(8) [€H9] Appeals of a certification denial [Appeals of denial
of eertification].

(A) [D)] The appeals procedures described in this
paragraph [subseetion] are available only to facilities that are denied
certification by the department [ageney eertifying bedy] after they
have been accredited by an AB [EDA-appreved acereditation bedy-
Appeals for facilities that have failed to become accredited with the
ageney acereditation bedy shall be in accordance with §289.234(h) of
this title].

(B) [] A facility that has been denied certification
may request reconsideration and appeal the department's [of the ageney
eertifying bedffs] determination as specified in [accordanee with] the
applicable provisions of §289.205(h) of this chapter [title].

(9) [] Modification of certification. Modification of a
certification will follow the requirements in §289.226(s) of this sub-
chapter, relating to modification, suspension, and revocation of certifi-
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cates of registration [shall be in accordance with §289.226(r) of this
title].

(10) [@ém)] Specific terms and conditions of certification.
Specific terms and conditions of certification will [shall] be as spec-
ified in [accordance with] §289.226(1) of this subchapter, relating to

(D) notify the department, in writing, of the storage lo-
cation of mammography images and address how the requirements of
subsection (j)(7)(E) of this section will be met; and

(E) submit a record of the disposition of the mammog-
raphy machine to the department.

terms and conditions of certificates of registration [title].

(11) Renewal of certification.

(A) A certification for a mammography system is valid
for three years from the date of issuance unless the certification of the

(g) [(m] Responsibilities of the facility [registrant].

(1) In addition to the requirements of §289.226(m)(3) - (7)
of'this subchapter, relating to responsibilities of the registrant, the facil-

ity must [title; a registrant shall] notify the department [ageney eertify-

facility is suspended or revoked before such deadlines.

(B) A mammography facility filing an application for
renewal of their certification must meet the quality standards in subsec-
tions (h) - (q) of this section and be accredited by an AB. The renewal
must include a list of all IPs, MRTs, and medical physicists practicing
at the facility and must be filed as specified in:

(i) §289.226(r) of this subchapter, relating to re-
newal of certificates of registration;

(i) §289.204(d) and (g) of this chapter, relating to
payment of fees;

(iii) subsection (f)(1)(C) of this section; and

(iv) subsection (f)(1)(D)(i) of this section.

(C) A mammography facility filing an application for
renewal before the existing certification expires may continue to per-
form mammography until the application status has been determined
by the department.

(D) A facility with mammography machines used for
interventional breast radiography must apply for renewal as specified

in subsection (w)(5) of this section and pay the fee specified in
§289.204(d) of this chapter.

(12) Expiration of certification.

(A) Each certification expires at the end of the day on
the expiration date listed on the mammography certificate unless the
certificate is suspended or revoked before the expiration date. Expira-
tion of the certification does not relieve the facility of the requirements

of this chapter.

(B) If a facility does not apply for renewal of the certi-
fication as specified in paragraph (11) of this subsection, as applicable,

the facility must:

(i) _terminate use of all mammography machines;

(i) notify the department in writing of the storage
location of mammography images and address how the requirements
of subsection (j)(7)(E) of this section will be met;

(iii) pay any outstanding fees specified in §289.204
of this chapter; and

(iv) submit a record of the disposition of the mam-
mography machine to the department.

(13) Termination of certification. When a facility decides
to terminate all activities involving mammography machines autho-
rized under the certification, the facility must:

(A) notify the department and the AB within 30 days;

(B) request termination of the certification in writing;

ing bedy] in writing, within 30 days, of [prier te] any changes rendering
[that would render] the information contained in the application or the
certification inaccurate, including the[- These inclade but are not lim-

ited to the following]:
(A) name of the facility; [and]
(B) mailing address;

(C) [B)] street
[machine(s) will be] used; [and]

HE) mammegraphy machines:}

(D) addition or removal of any mammography ma-

address where the machine is

chine; or
(E) name and qualifications of the RSO or LIP.

(2) Before [Prier to] employing an individual [the individ-
uals] listed in subparagraphs (A) - (E) of this paragraph, the facility
[registrant] is required to verify and maintain a copy [eepies] of the
[their] qualifications of the [- If a facility makes a change in the RSO;

the qualifications of the RSO shall be submitted to the ageney within 30
days of such change. Written notification of a change in any of the fol-
lowing in subparagraphs (B) - (E) of this paragraph is required within
30 days of such change]:

(A) RSO [radiation safety officer];

(B)  LIP [lead interpreting physician];

(C)  IP [interpreting physicians];

(D) MRT [medical radiologic technologists]; or

(E) medical physicist.

(3) A facility [Registrants] utilizing an IP [interpreting
physieians] or MRT [teehﬂeleg'rsts] from a temporary staffing service
must [shall] verify and maintain copies of the qualifications of these
individuals for inspection by the department [ageney- The registrant
does not need to notify the agency certifying body unless these
personnel will be at the facility for a period exceeding four weeks].

(4) For accreditation, a facility adding or replacing a mam-
mography machine must have a current accreditation or apply to the
AB, unless exempted by subsection (d) of this section [Al} mammeg-
raphy facilities installing new or replacement mammeography machines
shall have either current acereditation or have submitted an application
to an EDA-approved acereditation body for review unless exempted by
stubsection (e} - 3) of this section. A mammegraphy machine shall
not be used to perform mammegrams if an application for aceredita-
tion for that machine has been denied; or if the accreditation has been
suspended or expired)].

(5) For certification, a facility with an existing certificate
may begin using a new or replacement machine before receiving an

(C) pay any outstanding fees specified in §289.204 of
this chapter;

updated certificate if the facility submits to the department and AB an
application with a medical physicist report as specified in subsection
()(5) and (6) of this section [A faeility with an existing eertification
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may begin using a new or replacement machine before recciving an
updated eertification if the registrant submits to the ageney certifying
bedy and to the EDA-approved acereditation body; documentation with
a medical physicist's report in accordance with subsection (v)(10) and
D) of this section; verifying compliance of the new machine with this
machine on patients].

(6) Loaner mammography machines may be used on pa-
tients for 60 days without adding the mammography machine to the
certification. A medical physicist's report verifying compliance of the
loaner mammography machine with this section must [shall] be com-
pleted before [prier to] use on patients. The results of the survey must
be submitted to the department [ageney] with a cover letter indicating
period of use. If the use period will exceed 60 days, the facility must
[shall] add the mammography machine to its certification and a fee will
be assessed.

(7) Records of training and experience and all other records
required by this section must [shall] be maintained for review as spec-
ified in [aceordanee with] subsection (x) [€ee)] of this section.

{(1) A certification for a mammography system is valid for
three years from the date of issuance unless the certification of the fa-
cility is suspended or revoked prior to such deadlines.}

12 A mammegraphy facility filing an applieation for re-
newal of their certification shall meet the quality standards in subsee-
tions (r) - (aa) of this section and be accredited by an FDA-approved
acereditation body. The renewal shall be filed in accordance with the

A §289:226(e)(D) - (3); (5) and (7) of this title and
$289.226(£)(4) and (5) of this title:]

fB) signatures of appropriate personnel in accordanee

KO hine inf on and medi hvsicist's sur-
vey in accordance with subsection ()(5)(B) and (C) of this section;]

[(E) a list of all interpreting physicians, medical radio-

13) A mammegraphy facility filing an application for re-
newal before the existing certification expires may continue to perform
mammography until the application status has been determined by the
agency:}

H4 A faeility with mammeography machines used for in-
terventional breast radiography shall file an application for renewal in

[p) Expiration of certification.]
each eertifieation expires at the end of the day in the month and year

H2) ¥ a registrant dees not submit an application for re-
newal of the certification under subsection (o) of this section, as appli-
eable; the registrant shall on or before the expiration date speeified in
the eertification:}

[(B) notify the agency certifying body in writing of the
film storage location of mammography patients' films and address how
the requirements of subsection (t)(4)(D) of this section will be met;]

D) submita record of the disposition of the mammeg-
raphy machine(s) to the agency certifying body. If the machine(s) was
transferred; include to whem it was transferred-}

Heq) Termination of certification. When a registrant decides to

. a1l activities involvi : i horired

H ﬂe&fy%heageﬂeyeem{?mgbedyaﬂdfhe%ap-
prevedaeereeht&&enbedy*mmeé&a&e}yﬂ

13) payany outstanding fees in accordanee with §289-204
of this title:]

[(4) notify the agency certifying body, in writing, of the
film storage location of mammegraphy patients' films and address how
and]

H5) submit a record of the disposition of the mammeogra-

phy machine(s) to the agency certifying body. If the machine(s) was
transferred; include to whom it was transferred-}

(h) [€)] Personnel qualifications. The following requirements
apply to all personnel involved in any aspect of mammography, includ-
ing the production and interpretation of mammograms.

(1) Interpreting physician. Each physician interpreting
mammograms must [shall] hold a current Texas license issued by the
Texas Medical Board and meet the following qualifications.

(A) Initial qualifications. Before interpreting mammo-
grams independently, the physician must [shal]:

(i) be certified by the American Board of Radiology,
the American Osteopathic Board of Radiology, or one of the other bod-
ies approved by the FDA to certify IPs [interpreting physieians] or have
at least three months of documented formal training in the interpreta-
tion of mammograms and in topics related to mammography as speci-
fied in subparagraph (B) of this paragraph [accordanee with subsection
(hh)2) of this section];

(i) have completed [had] a minimum of 60 hours of
documented category I CMEUs in mammography and at [ At] least
15 of the 60 hours must [shall] have been acquired within three years
immediately before [prier to] the date [that] the physician became qual-
ified as an IP (hours [interpreting physieian. Heurs] spent in residency
specifically devoted to mammography will be equivalent to category |
CMEUs and accepted if documented in writing by the appropriate rep-
resentative of the training institution); and

(iii) have interpreted or multi-read, under the direct
supervision of an IP [interpreting physietan], at least 240 mammo-
graphic examinations within the six-month period immediately before
[prier te] the date that the physician qualifies as an IP. The supervis-
ing interpreting physician's presence is not required when the physi-
cian being supervised makes the initial interpretation. However, the
supervising physician must review and, if necessary, correct the final

interpretation before it is given to the patient [interpreting physieian].

(B) Subjects to be included in mammography training
for interpreting physicians must include:
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(i) radiation physics, including radiation physics
specific to mammography;

(ii) radiation effects;

(iii) _radiation protection; and

(iv) _interpretation of mammograms. This must be
under the direct supervision of a physician who meets the requirements
of paragraph (1) of this subsection.

(C) [B)] Exemptions.

(i) A physician [Physieians whe] qualified as an IP
as specified [interpreting physieians] in [accordance with] the require-
ments of §289.230 that were in effect before [prier to] April 28, 1999,
or any other equivalent state or federal requirements in effect before
[prier to] April 28, 1999, is [are] considered to have met the initial re-
quirements of subparagraph (A) of this paragraph.

(i) Physicians who have interpreted or multi-read at
least 240 mammographic examinations under the direct supervision of
an IP [interpreting physteian] in any six-month [six menth] period dur-
ing the last two years of a diagnostic radiology residency and who be-
came board certified at the first allowable time, are exempt from sub-
paragraph (A)(iii) of this paragraph.

(D) [€5)] Continuing education. [and experience: The
tmepeﬂedfe%eempleﬂﬁgeeﬂtmumgedue&ﬁeﬂfsa%—memhpeﬂed
and the time period for completing continuing experience is a 24-month
period: These periods begin when a physician completes the require-
ments to become an interpreting physieian in subparagraph (A) of this
paragraph. The facility shall choose one of the dates in clause () of this
subparagraph to determine the 36-month continuing edueation period
and one of the dates in elause (i) of this subparagraph to determine the
24-menth econtinuing experience period: Each interpreting physieian
shall maintain qualifications by meeting the following requirements:|

(i) Each IP must maintain continuing education
by completing at least 15 category I mammography CMEUs, in a
rolling 36-month period, by participating in or teaching mammogra-
phy courses. CMEUs earned through teaching a specific course can
only be counted once during the 36-month period. [participating in
education programs by completing at least 15 eategory I EMEUs in
mammography or by teaching mammography courses. CMEUs earned
through teaching a specific eourse can be counted only once during
the 36-month period: The continuing education must be completed in
the 36 months immediately preceding:|
(I) The period for the initial continuing education
begins when a physician completes the requirements in subparagraph
(A) of this paragraph. [the date of the registrant's annual inspeetion;]

(1) The facility chooses one of the dates in
subclause (III) of this clause to determine the start of the subsequent
36-month continuing education period. [the last day of the ealendar
quarter preceding the inspection; or]

(III)  Continuing education must be completed in
the 36 months immediately preceding: [any date in between the two:|

(-a-) the date of the facility's inspection;

(-b-) the last day of the calendar quarter pre-
ceding the inspection; or

(-c-) any date in between the two.

(i) Each IP must complete at least eight hours of
training in any mammography modality in which the IP has not been
previously trained, before independently using the new modality.

[interpreting or multi-reading at least 960 mammegraphic exami-

preceding:]

) the date of the registrant's annual inspee-

/(1) the last day of the calendar quarter preced-
ing the inspection; or}

HHD  any date in between the two; and}

it} aceumulating at least eight hours of CMEUs

in any mammography medality in which the interpreting physieian
has net been previously trained; prior to independently using the new
modality.}

(E) Continuing experience.

(i) Each IP must maintain continuing experience by
interpreting or multi-reading at least 960 mammographic examina-
tions.

(i) The period for the initial continuing experience
begins when a physician completed the requirements in subparagraph
(A) of this paragraph.

(iii)  The facility chooses one of the dates in clause
(iv) of this subparagraph to determine the start of the subsequent
24-month continuing experience period.

(iv)  Continuing experience must be completed in the
24 months immediately preceding:

() the date of the facility's inspection;

(1I) the last day of the calendar quarter preceding

the inspection; or
(Ill) any date in between the two.

(F) [)] Re-establishing qualifications. Before re-
suming independent interpretation of mammograms, an IP failing
[interpreting ph—}‘Si(:—}aﬂS whe fail] to maintain the required continuing
education or experience must [requirements shall] re-establish their
qualifications by completing one or both of the following require-
ments, as applicable:

(i) obtain [a sufficient number of] additional cate-
gory I CMEUS to bring the [their] total up to [the] 15 category | CMEU
credits required in the previous 36 months; [and/or]

(i)  within the six months immediately before [prier
te] resuming independent interpretation and under the direct supervi-

sion of a physician qualified as an IP [interpreting physietan], interpret
or multi-read one of the following, whichever is less:

() atleast 240 mammographic examinations; or

(1I) additional [a sufficient number of] mammo-
graphic examinations to bring the total up to 960 examinations for the
prior 24 months.

(G) [€B)] Additional mandatory training. Additional
mandatory training may be required by the department [ageney] based
on the recommendations of an AB, the department, [the American
College of Radielogy] or the FDA. Training is [Sueh training will be]
developed on a case-by-case [ease by ease] basis.

(i) The department [ageney] may require pre-ap-
proval of any additional mandatory training.

(i) Documentation of the additional mandatory
training must [shall] be submitted for review by the date specified by

the department [ageney].
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(iii) Records of all additional mandatory training
must [shall] be maintained by the facility [registrant] for inspection by
the department as specified [ageney] in [aceordance with]| subsection
(x)(3)[€ee)3)] of this section.

(2) Medical radiologic technologists (MRTs [eperators of

equipment]). Each individual [persen] performing mammographic ex-
aminations must maintain current credentials as an ARRT(R) and MRT

during the 36-month period. [participating in education programs by
completing at least 15 CEUs in mammography or by teaching mam-
mography courses: CEUs earned through teaching a specific course
can be counted only once during the 36-month period. The continuing
education must be completed in the 36 months immediately preceding:|

(I) The period for the initial continuing education
begins when an MRT completes the requirements in subparagraph (A)

as specified in [shall have eurrent eertification as a medical radiologie
technoloegist under] the Medical Radiologic Technologist Certification
Act, Texas Occupations Code[;] Chapter 601, and must [shall] meet the
following qualifications.

(A) Initial requirements. Before performing mammo-
graphic examinations, the MRT must [eperater of equipment shall
have]:

(i) complete [eompleted] a minimum of 40 con-
tact hours of training as specified [eﬂﬂ'}ned] in subparagraph (B)
[subseetion (hh)(D)] of this paragraph [seetion] by a qualified instruc-
tor; and

(it) perform [performed] a minimum of 25 mam-
mographic examinations under the direct supervision of an individual

qualified as specified in [accordance with the requirements of] this
paragraph. The 25 mammographic examinations may be obtained
concurrently with the 40 contact hours of training specified in clause
(i) of this subparagraph but must [shall] not exceed 16 hours of the 40
contact hours.

(B) Subjects to be included in mammography training
for an MRT must include the following:

(i) breast anatomy and physiology;

(i) positioning and compression;
(iii)  QA/QC techniques;

(iv) imaging of patients with breast implants; and

(v) atleast eight hours of training in each mammog-
raphy modality to be used by the MRT in performing mammography
examinations.

(C) [B)] Exemptions. MRTs [Equipment eperators
whoe] qualified [as medical radiologic technologists] to perform
mammography as specified in [aceordanee with] the requirements of
§289.230 that were in effect before [prior to] April 28, 1999, and any
other federal requirements in effect before [prier to] April 28, 1999,
are considered to have met the initial requirements of subparagraph
(A) of this paragraph.

(D) [€©)] Continuing education. [and experience- The
Hmepeﬁedf%eempleﬁﬂgeeﬂ%mamgedueaﬁeﬂtsa%é—meﬂehpeﬂed
and the time period for completing eontinuing experience is a 24-month
pertod- The period for continuing edueation begins when a technelo-
gist completes the requirements in subparagraph (A) of this paragraph-
The period for continuing experience begins when a technelogist eom-
pletes the requirements in subparagraph (A) of this paragraph; er April
28; 1999; whichever is later: The faeility shall ehoose one of the dates
in elause (i) of this subparagraph to determine the 36-month continuing
eduecation period and one of the dates in elause (i) of this subparagraph
to determine the 24-month continuing experience period: Each medi-
eal radiologie technologist shall maintain qualifications by meeting the
following requirements:|

(i) Each MRT must maintain continuing education
by completing at least 15 mammography CEUs, in a rolling 36-month
period, by participating in or teaching mammography courses. CEUs
earned through teaching a specific course can only be counted once

of this paragraph, or April 28, 1999, whichever is later. [the date of the
registrant's annual inspection;]

(II) The facility chooses one of the dates in
subclause (III) of this clause to determine the start of the subsequent
36-month continuing education period. [the last day of the ealendar
quarter preceding the inspeetion; or]

(1II)  Continuing education must be completed in
the 36 months immediately preceding: [any date in between the two:]

(-a-) the date of the facility's inspection;

(-b-) the last day of the calendar quarter pre-
ceding the inspection; or

(-c-) any date in between the two.

(ii) Each MRT must complete at least eight hours
of CEUs in any mammography modality in which the MRT has not
been previously trained, before independently using the new modality.
[performing & minimum of 200 ic examinations that must
be completed during the 24 months immediately preceding:|

D the last day of the calendar quarter preced-
[(II) any date in between the two; and]

i) aceumulating at least eight hours of CEUs in
any mammegraphy medality in which the medical radiologic technol-
ogist has not been previously trained; prior to independently using the
new modality}

(E) Continuing experience.

(i) Each MRT must maintain continuing experience
by completing 200 mammographic examinations.

(i) The period for the initial continuing experience
begins when an MRT completes the requirements in subparagraph (A)
of this paragraph.

(iii) The facility chooses one of the dates in clause

(iv) of this subparagraph to determine the start of the subsequent
24-month continuing experience period.

(iv)  Continuing experience must be completed in the
24 months immediately preceding:

(1) the date of the facility's inspection;

(1l) the last day of the calendar quarter preceding
the inspection; or
(III) any date in between the two.

(F) [)] Requalification.  Before resuming inde-
pendent performance of mammograms, MRTs [medical radiologic
technolegists] who fail to maintain the continuing education or expe-
rience requirements must [shall] re-establish their qualifications by
completing one or both of the following requirements, as applicable:

(i) obtain [ebtaining a sufficient number of] addi-
tional CEUs to bring the [their] total up to [the] 15 CEU credits required
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in the previous 36 months;[; at least six of which shall be related to each
modality used by the technologist in mammography; and/or]

(ii) perform [performing]| a minimum of 25 mam-
mographic examinations under the direct supervision of a qualified

MRT [medieal radiologic technologist].

(G) [(B)] Additional mandatory training. Additional
mandatory training may be required by the department [agerey] based
on the recommendations of an AB, the department, [the American
College of Radiology] or the FDA. Training is [Sueh training will be]
developed on a case-by-case [ease by ease] basis.

(i) The department [ageney] may require pre-ap-
proval of any additional mandatory training.

(ii) Documentation of the additional mandatory
training must [shall] be submitted for review by the date specified by

the department [ageney].

(iii) Records of all additional mandatory training
must [shall] be maintained by the facility [registrant] for inspection by
the department as specified in [ageney in accordanee with] subsection
(x)(3) [€ee)}3)] of this section.

(3) Medical physicist. Each medical physicist performing
mammographic surveys, evaluating mammographic equipment, or
providing oversight of the facility QA [quality assuranee] program
as specified in [aceordanee with] subsection (k) [(#)] of this section
must[; shall] hold a current Texas license under the Medical Physics
Practice Act, Texas Occupations Code[;] Chapter 602, in diagnostic
radiological physics. The medical physicist must [and] be registered
with the department [ageney] or employed by an entity registered
with the department [ageney], as specified in [aceordance with]
§289.226(j) of this subchapter [title] and the Act, unless exempted by
§289.226(d)(7) [¢6)] of this subchapter [title]. Each medical physicist
must [shall] meet the following qualifications.

(A) Initial qualifications. Before performing surveys
and evaluating mammographic equipment independently, the medical
physicist must have [shall]:

(i) [have] a master's [masters] degree or higher in a
physical science from an accredited institution, with no less than 20

semester hours, 30 quarter hours, or equivalent [(30 quarter hours)] of
college undergraduate or graduate level physics;

(ii) [have] 20 contact hours of documented special-
ized training in conducting surveys of mammography facilities; and

(iii)  [have] experience conducting surveys of at least
one mammography facility and a total of at least 10 [ten] mammogra-
phy machines. Experience [After April 28; 1999; experience] conduct-
ing surveys must be acquired under the direct supervision of a medi-
cal physicist who meets the requirements of subparagraphs (A), [and]
(C), and (D) of this paragraph. No more than one survey of a specific
machine within a period of 60 days can be counted towards the total
mammography machine survey requirement.

(B) Alternative initial qualifications. Individuals who
qualified as a medical physicist as specified in [accordanee with] the
requirements of this section that were in effect before [prior to] April
28, 1999, or any other equivalent state or federal requirements in effect
before [prior to] April 28, 1999, and have met the following additional
qualifications before [prier to] April 28, 1999, are determined to have
met the initial qualifications of subparagraph (A) of this paragraph:

(i) abachelor's degree or higher in a physical science
from an accredited institution with no less than 10 [ten] semester hours
or equivalent of college undergraduate or graduate level physics;

(ii) 40 contact hours of documented specialized
training in conducting surveys of mammography facilities; and

(iii) experience conducting surveys of at least one
mammography facility and a total of at least 20 mammography ma-
chines. No more than one survey of a specific machine within a period
of 60 days can be counted towards the total mammography machine
survey requirement. The training and experience requirements must
be met after fulfilling the degree requirements.

(C) Continuing education. [and experience: The time
iod for leti .S Jucation is a 36 : od and
the time period for completing continuing experience is a 24-month
period. The period for continuing education will begin when a physi-
cist completes the requirements in subparagraph (A) of this paragraph.
The time period for continuing experience will begin when a physieist
completes the requirements in subparagraph (A) of this paragraph, or
April 28; 1999, whichever is later. The facility shall choose one of
the dates in clause (i) of this subparagraph to determine the 36-month
continuing education period and one of the dates in elause (i) of this
subparagraph to determine the 24-month continuing experience period.
Each medical phvsicist shall maintain his/} lifications by .
the following requirements:]
(i) Each medical physicist must maintain continu-
ing education by completing at least 15 mammography CEUs, in a
rolling 36-month period, by participating in or teaching mammogra-
phy courses. CEUs earned through teaching a specific course can only
be counted once during the 36-month period. [participating in eduea-
tion programs, either by teaching or completing at least 15 CEUs in
mammography that shall include hours of training appropriate to cach
hi ki I by the . L e hi
or her surveys. CEUs earned through teaching a specific course can be
tion must be completed in the 36 months immediately preceding:]

(1) The period for the initial continuing education
begins when a medical physicist completes the requirements in sub-
paragraph (A) of this paragraph, or April 28, 1999, whichever is later.
[the date of the registrant's annual inspeetion:|

(II) The facility chooses one of the dates in
subclause (III) of this clause to determine the start of the subsequent
36-month continuing education period. [by the last day of the calendar
quarter preceding the inspection; or]

(1l1) Continuing education must be completed in
the 36 months immediately preceding: [any date in between the tweo:]

(-a-) the date of the facility's inspection;

(-b-) the last day of the calendar quarter pre-
ceding the inspection; or

(-c-) any date in between the two.

(ii)) Each medical physicist must also complete at
least eight hours of training in any mammography modality in which
the medical physicist has not been previously trained, before indepen-
dently using the new modality. [performing surveys of two mammeog-
raphy facilities and a total of at least six mammeography machines (no
more than one survey of a speecifie facility within a ten-month period or
a speeific machine within a period of 60 days can be counted towards
ceding:]

/D) the date of the facility's annual inspeetion:]

[D by the last day of the calendar quarter pre-
ceding the inspection; or]
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FHD)  any date in between the two; and}

i) acecumulating at least eight hours of CEUs in
any mammeography meodality in which the medical physieist has not
been previously trained, prior to independently using the new modal-
ity

(D) Continuing experience.

(i) Each medical physicist must perform a survey of
two mammography facilities and at least six mammography machines.
No more than one survey of a specific facility within a 10-month period
or a specific machine within 60 days can be counted toward the total
mammography machine survey requirement.

(ii) The period for the initial continuing experience

(ii) _The facility must provide personnel records to a
former employee if the former employee communicates their request
within 24 months of the date of their departure.

(1) _If it has been greater than 24 months and the
facility has maintained those records, the facility must provide those
records to former employees upon request.

(1I) 1If a facility closes or stops providing mam-
mography services, it must arrange for current and former personnel
to access their personnel qualification records before closing. Access
may be provided by a permanent transfer of records to the personnel or
the transfer of the records to a facility or other entity that will provide
access to these records for at least 24 months from the date of facility
closure of mammography services.

begins when a medical physicist completes the requirements in sub-
paragraph (A) of this paragraph.

(iii) The facility chooses one of the dates in clause
(iv) of this subparagraph to determine the start of the subsequent
24-month continuing experience period.

(iv) Continuing experience must be completed in the
24 months immediately preceding:

(1) _the date of the facility's inspection;

(1l) the last day of the calendar quarter preceding

the inspection; or
(III) any date in between the two.

(E) [)] Re-establishing qualifications. Before resum-
ing independent performance of surveys and equipment evaluations,
medical physicists who fail to maintain the continuing education or ex-
perience requirements must [shall] reestablish their qualifications by
completing one or both of the following requirements, as applicable:

(i) obtain [ebtaining a suffieient number of| addi-
tional CEUs to bring the [their] total up to the 15 CEU credits required
in the previous 36 months; [and/er]

(ii) perform [performing a sufficient number of] sur-
veys, under the direct supervision of a qualified medical physicist, to
bring their total up to two mammography facilities and a total of at least
six mammography machines for the prior 24 months. No more than one
survey of a specific machine within a period of 60 days may [shall] be
counted towards the total mammography machine survey requirement.

(4) Retention of personnel records. [Reeerds decumenting
the qualifications, S neation. and . of Lin
subsection (r)(1) - (3) shall be maintained for inspection by the agency
in accordance with subsection (ee) of this seetion:|

(A) Facilities must maintain records of training and
experience relevant to their qualifications, as specified in subsection
(h)(1) - (3) of this section, for personnel who work or have worked
at the facility as IPs, MRTs, or medical physicists for review by the
department.

(B) Records of personnel no longer employed by the fa-
cility must be maintained for at least 24 months from the date of the de-
parture of the employee, and these records must be available for review
at the time of an annual inspection occurring during those 24 months.
Personnel records must be maintained by the facility for inspection by

(i) [€s)] Machine Requirements. Mammographic machines
must meet the following requirements [Equipment standards: Only
systems meeting the following standards shall be used)].

(1) System design. The equipment must be [shall have
been] specifically designed and manufactured for mammography
and as required by [in accordanee with Title] 21[;] CFR[;] §§1010.2,
1020.30, and 1020.31.

(2) A mammography machine converted from one mam-
mographic modality to another is considered a new machine at the fa-
cility under this subsection.

(A) Before clinical use, the mammography machine
must undergo a mammography equipment evaluation and demonstrate
compliance with applicable requirements.

(B) The facility must also follow the accreditation
body's procedures for applying for accreditation of the unit.

(3) Screen-film mammography systems must meet the re-
quirements of 21 CFR Part 900.

(4) [€)] Motion of tube-image receptor assembly. The
x-ray tube must remain physically stable during exposures. In cases
where tubes are designed to move during exposure, the facility must
ensure proper and free movement of the unit [The assembly shall be
eapable of being fixed in any position where it is designed to operate:
Onee fixed in any such pesition; it shall net undergo unintended
meotien]. In the event of power interruption, this mechanism must
[shal] not fail.

ceptors shall, at a minimum, provide for the following:]

HA) operation with image reeeptors of 18 x 24 em and
24 x 30 em:}

{B) eperable moving grids matched to all image reeep-
dures; and]

HP) image receptors to rest; post-loading; 15 minutes
between exposures-}

(5) [4)] Magnification. Systems used to perform
diagnostic [neninterventional preblem selving]| procedures must

the department as specified in subsection (x) of this section.

(i) The facility must provide copies of these person-
nel records to current IPs, MRTs, and medical physicists upon their

request.

[shall] have radiographic magnification capability available for use
with[; at a minimam;| at least one magnification value within the range
of 1.4 to 2.0.

(6) [€5)] Focal spot and target material selection. Selection
of the focal spot or target material must [shall] be as follows.
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(A) When more than one focal spot is provided, the sys-
tem must [shall] indicate, before [prior to] exposure, which focal spot
is selected.

(B) When more than one target material is provided, the
system must [shall] indicate, before [prior to] exposure, the preselected
target material.

(C) When the target material and [and/er] focal spot are
[is] selected by a system algorithm [that is] based on the exposure [er
on a test expesure], after the exposure, the system must [shall] display[;
after the expesure;] the target material and [and/er] focal spot [actually]
used during the exposure.

(7) [€6)] Compression. All mammography systems must
[shal] incorporate a compression device.

(A) Application of compression. Each [Effeetive Oe-
tober 28; 2002; and thereafter; each] system must [shall] provide the
following features operable from both sides of the patient:

(i) aninitial power-driven compression activated by
hands-free controls; and

(ii) fine adjustment compression controls.
(B) Compression paddle.

(i) Systems must [shall] be equipped with different
sized compression paddles matching [that mateh] the sizes of all full-
field image receptors provided for the system.

(i) Compression paddles for special purposes, in-
cluding those smaller than the full size of the image receptor (for exam-
ple, spot compression) may be provided. Such paddles are not subject
to the requirements of clauses (v) and (vi) of this subparagraph.

(iii) Except as provided in clause (iv) of this sub-
paragraph, the compression paddle must [shall] be flat and parallel to
the breast support table and must [shall] not deflect from parallel by
more than 1.0 cm at any point on the surface of the compression pad-
dle when compression is applied.

(iv) Equipment intended by the manufacturer's de-
sign to not be flat and parallel to the breast support table during com-
pression must [shall] meet the manufacturer's design specifications and
maintenance requirements.

(v) The chest wall edge of the compression paddle
must [shall] be straight and parallel to the edge of the image receptor.

(vi) The chest wall edge may be bent upward to al-
low for patient comfort, but must [skall] not appear on the image.

(8) [€D] Technique factor selection and display. Technique
factor selection and display must [shall] be as follows.

(A) Manual selection of milliampere seconds (mAs) or
at least one of its component parts, milliampere (mA) or [and/er] time,
must [shall] be available.

(B) The technique factors (kVp [peak tube potential in
kilevelts V9] and either tube current in mA and exposure time in sec-

onds or the product of tube current and exposure time in mAs) [to be]
used during an exposure must [shall] be indicated before the exposure
begins, except when AEC [autematie expesure eontrol (AEC)] is used,
in which case the technique factors that are set before [prior te] the ex-
posure must [shall] be indicated.

(C) When the AEC mode is used, the system must
[shall] indicate the actual kVp and mAs used during the exposure. The
mAs may be displayed as mA and time.

(9) [€8)] Automatic exposure control. Each [sereen-film]
system must [shall] provide an AEC mode [that is] operable in all com-
binations of equipment configuration provided, for example, [eontaet;
magnification; and] various image receptor sizes.

(A) The positioning or selection of the detector must
[shall] permit flexibility in the placement of the detector under the tar-
get tissue.

(i) The size and available positions of the detector
must [shall] be clearly indicated at the x-ray input surface of the breast
compression paddle.

(i) The selected position of the detector must [shall]
be clearly indicated.

(B) The system must [shall] provide means to vary the
selected optical density from the normal, or zero, [(zere)] setting.[(9)
X-ray film. The registrant shall use x-ray film for mammography that
has been designated by the film manufacturer as appropriate for mam-
mography:]

screen manufacturer as appropriate for mammography and shall use
film that is matched to the screen's spectral output as specified by the
manufacturer.]

of developing the films used by the facility in a manner equivalent to
film masking devices that can limit the illuminated area to a region
equal to or smaller than the exposed portion of the film are available teo
all i e physicians i ing for the facility.]

(10) [E4)] Equipment variances. Facilities [Registrants]
with mammography equipment with [that has been issued] variances
issued by the FDA as specified in [te Fitle] 21[;] CFR[;] §§1020.2,
1020.30, 1020.31, or have [has had] an alternative to [fer] a quality
standard for equipment approved by the FDA as required by [ander the
provisions of Title] 21[;] CFR[;] §900.18, must [shall] maintain copies
of those variances or alternative standards.

(11) Each mammography machine must meet the follow-
ing technical specifications.

(A) Kilovoltage peak accuracy and reproducibility. At
the most used clinical settings of kVp, the coefficient of variation of
reproducibility of the kVp must be equal to or less than 0.02. The kVp
must be accurate to within plus or minus 5.0 percent of the indicated
or selected kVp at the following:

(i) _the lowest clinical kVp that can be measured by
a kVp test device;

(i) the most used clinical kVp; and

(iii) _the highest available clinical kVp.

(B) Beam quality and half-value layer (HVL). The HVL
must meet the specifications of 21 CFR §1020.30(m)(1) for the min-
imum HVL. These values, extrapolated to the mammographic range,
are shown as follows. This test is performed using the clinical kVp on
the standard breast. Values not shown in Table I may be determined by
linear interpolation or extrapolation.
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Figure: 25 TAC §289.230(i)(11)(B)

(C) Breast entrance air kerma and AEC reproducibility.
The coefficient of variation for both air kerma and mAs must not exceed
0.05.

(D) Dosimetry. The average glandular dose delivered
during a single view or DBT exposure of an FDA-accepted phantom
simulating a standard breast must not exceed 3.0 milligray (mGy) (0.3

rad) per exposure.

(E) X-ray field, light field, image receptor, and com-
pression paddle alignment. All systems must meet the following.

(i) Beam-limiting devices that allow the entire chest
wall edge of the x-ray field to extend to the chest wall edge of the image
receptor must provide means to ensure the x-ray field does not extend
beyond any edge of the image receptor by more than 2.0 percent of the

(i) "Negative" indicates nothing to comment upon
(if the IP is aware of clinical findings of symptoms, despite the negative
assessment, these must be documented and addressed);

(i) "Benign" indicates a normal result, with benign
findings present, but no evidence of malignancy (if the IP is aware
of clinical findings or symptoms, despite the benign assessment, these
must be documented and addressed);

(iii) "Probably Benign" indicates a finding that has
a high probability of being benign;

(iv) "Suspicious" indicates a finding without all the
characteristic morphology of breast cancer but indicating a definite
probability of being malignant;

(v) _"Highly suggestive of malignancy" indicates a
finding that has a high probability of being malignant;

SID.
(i) The light field passing through the x-ray beam

(vi) "Known biopsy proven malignancy" is reserved
for known malignancies being mammographically evaluated for defin-

limitation device must be aligned with the x-ray field so the total of

itive therapy; or

any misalignment of the edges, along the length or the width of the
visually defined field at the plane of the breast support surface, does
not exceed 2.0 percent of the SID.

(iii)  When tested with the compression paddle
placed above the breast support surface at a distance equivalent to
standard breast thickness, the chest wall edge of the compression
paddle does not extend beyond the edge of the image receptor by
greater than 1.0 percent of the SID. The shadow of the vertical edge of
the compression paddle must not be visible in the image.

(12) [E3)] Light fields. For any mammography system
with a light beam that passes through the x-ray beam-limiting device,
the light must [shall] provide an average illumination of not less than
160 lux (15 foot candles) at 100 cm or the maximum SID [seuree-im-

age reeeptor distanee (SID)], whichever is less.
() [€] Medical records and mammography reports.

(1) Contents and terminology. Each facility must

(vii) "Post procedure mammogram for marker
placement” indicates a mammogram to confirm the deployment and
position of a breast tissue marker; or

(F) in cases where the final assessment category cannot
be assigned due to incomplete work-up, the IP must assign one of the
following classification statements and reasons why the final assess-
ment cannot be made:

(i) "Incomplete: Need additional imaging evalua-
tion" is reserved for examinations where additional imaging needs to
be performed before an assessment category identified in subparagraph
(E)(1) - (vii) of this paragraph can be given; or

(ii) "Incomplete: Need prior mammograms for
comparison" is reserved for examinations where comparison with prior
mammograms should be performed before an assessment category
identified in subparagraph (E) of this paragraph can be given; if this
assessment category is used, a follow-up report with an assessment

[registrant shall] prepare a written report of the results of each
mammographic examination performed. [mammegraphy examination
that shall include the following information:|

(2) The mammographic examination presented for inter-
pretation must be in the original mammographic modality in which it

category identified in subparagraph (E)(i) - (v) of this paragraph must
be issued within 30 calendar days of the initial report whether or not
comparison views can be obtained;

(G) overall assessment of breast density, classified in
one of the following categories:

was performed and must not consist of digital images produced through
copying or digitizing hardcopy original images.

(3) The mammography report must include the:

(A) patient name [of the patient] and an additional pa-
tient identifier [date of birth];

(B) [date of the] examination date;

(C) facility name and location, including the city, state,

(i) "The breasts are almost entirely fatty";

(i) "There are scattered areas of fibroglandular den-

"

sity";
(iii) "The breasts are heterogeneously dense, which
may obscure small masses"; or

(iv) "The breasts are extremely dense, which lowers
the sensitivity of mammography"; and

zip code, and telephone number of the facility;

(D) [©S)] name and signature of the IP [interpreting
physieian] who interpreted the mammogram (electronic signatures are
acceptable);

(E) [@)] overall final assessment of findings using the
final assessment categories as defined in clauses (i) - (vii) [subseetion
{e)] of this subparagraph, [seetion;] and classified in one of the follow-
ing categories with the assessment statement, including only the word
or phrase within the quotation marks:

(H) [(B)] recommendations made to the healthcare

rovider [physieian]| about what additional actions, if any, should be

taken. All clinical questions raised by the referring healthcare provider

must [physieian shall] be addressed in the report to the extent possible,
even if the assessment is negative or benign.

4) [€] Communication of mammography results to the
patient and healthcare [health eare] providers [er physieians], as ap-

plicable. [Eaeh registrant shall send repeorts as soen as pessible; but ne
later than 30 days from the date of the mammegraphy examination; to:|

(A) Each facility must send a mammography report to
referring healthcare providers, or patients who do not name a health-
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care provider to receive the mammography report, the report described

mograms must be retained, in retrievable form in the mammographic

in subsection (j)(3) of this section within 30 days of the mammography

modality in which they were produced, for a minimum of five years.

examination. If the assessment of the mammography report is "Suspi-

Original mammograms cannot be produced by copying or digitizing

cious" or "Highly suggestive of malignancy," the facility must send this

hardcopy originals [Each registrant that perferms mammograms shall

report within seven calendar days of the mammography examination.

[patients advising them of the results of the mammography examina-
tion and any further medical needs indicated: The report shall inclade

a summary written in language easily understood by a lay person; and|

(B) Each facility must send a mammography report
summary, written in plain language, to patients advising them of the re-
sults of the mammography examination and any further medical needs
within 30 days of the mammography examination. If the assessment
of the mammography report is "Suspicious" or "Highly suggestive of
malignancy," the facility must send this report summary within seven
calendar days of the final interpretation of the mammogram [referring
physicians; or in the ease of self-referral; to the physician indicated
by the patient; advising them of the results of the mammeography
examination; containing the information specified in paragraph (b of
this subsection; and any further medical needs indicated].

(5) A summary of the report written in plain language must
be provided within 30 days of interpretation and include:

(A) patient name;

(B) name, address, and telephone number of the facility
performing the mammographic examination; and

(C) assessment of breast density as described in subsec-
tion (j)(3)(G) of this section, as applicable.

(i) If the mammography report identifies the pa-
tient's breast density as "The breasts are almost entirely fatty" or
"There are scattered areas of fibroglandular density," the summary
must include the statement, "Breast tissue can be either dense or
not dense. Dense tissue makes it harder to find breast cancer on a
mammogram and also raises the risk of developing breast cancer.
Your breast tissue is not dense. Talk to your healthcare provider about
breast density, risks for breast cancer, and your individual situation."

(ii) If the mammography report identifies the breast
density as "The breasts are heterogeneously dense, which may obscure
small masses" or "The breasts are extremely dense, which lowers the
sensitivity of mammography," the summary must include the state-
ment, "Breast tissue can be either dense or not dense. Dense tissue

maintain mammography films and reports in a permancnt medical
record for a minimum of five years]. If [ne] additional mammograms
of the patient are not performed at the facility, the images [films] and
reports must [shall] be maintained for a minimum of 10 [ten] years as
specified in subsection (x) of this section.

(B) Each facility performing [registrant that performs]
mammograms must [shall], within 15 calendar [36] days of request
by or on behalf of the patient, permanently or temporarily transfer the
original mammograms and copies of the patient's reports to a medical
institution, a physician, or to the patient directly.

(i) Transferred mammograms must be in the mam-
mographic modality in which they were produced and cannot be pro-
duced by copying or digitizing hardcopy originals.

(ii) For digital mammograms or DBT, if the exami-
nation is being transferred for final interpretation purposes, the facility
must be able to provide the recipient with original digital images elec-

tronically.

(C) If the medical records are permanently forwarded,
the receiving institution or physician must [shall] maintain and become
responsible for the original images [film] until the fifth or tenth anniver-
sary, as specified in subparagraph (A) of this paragraph.

(D) Any fee charged to a patient for providing the ser-
vices in subparagraphs (B) - (C) of this paragraph must not exceed the
documented costs associated with this service.

(E) [B)] Closure [Upen elesure] or termination.[;]

(i) The facility must [the registrant shall] maintain
the mammography images [films] for five [5] years. [ the faeility
complies with the following:]

(ii) [@)] Within [within] 180 days of closing, the

facility must [registrant shall direetly] notify each patient or patient's

representatlve with instructions on how to access [retrieve] or autho-
rize disposal of the patient's records.[; an€]

(I) Access may be provided by the permanent
transfer of mammographic records to the patient, the patient's health-

makes it harder to find breast cancer on a mammogram and also raises

care provider, or a facility or other entity that will provide access

the risk of developing breast cancer. Your breast tissue is dense. In

to patients and healthcare providers. Access to the records must be

some people with dense tissue, other imaging tests in addition to a

provided by the facility or other entity for the remainder of the time

mammogram may help find cancers. Talk to your healthcare provider

periods specified in subparagraph (A) of this paragraph.

about breast density, risks for breast cancer, and your individual situa-
tion."

(6) [63)] Follow-up with patients and healthcare provider

(1l) Ifafacility ceases to perform mammography
but continues to operate as a medical entity and is able to satisfy the
record keeping requirements of subparagraph (A) of this paragraph, it

[physieians]. Each facility must [registrant shall] follow-up to confirm
if [the folowing]:

(A) [that] patients with positive findings and patients
needing repeat examinations [exams| have received proper notifica-
tion; and

(B) healthcare providers [that physieians] have re-
ceived proper notification of patients with positive findings or needing
repeat examinations [exams].

(7) [€4] Retention of clinical images for a current, closed,
or terminated facility [registrants].

(A) A facility must implement policies and procedures
to minimize the possibility of loss of these records. The original mam-

may choose to continue to retain the medical records rather than trans-
fer them to another facility, unless a transfer is requested by, or on be-
half of, the patient. The facility must notify the AB and department
in writing of the arrangements it has made and must make reasonable
efforts to notify all affected patients.

(iii) [GH] Within [within] 60 days of closing,
the facility must [registrant shall] publish a notice in at least one
newspaper, or publicly available media, [er more newspapers] cov-
ering the geographical area served by the closing facility. The notice
must [shall] include:

(I) contact information for [en] retrieving patient

records; and
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(II) information that the records will be de-
stroyed if not retrieved by the patient or the patient's representative
within five [5] years.[; and]

(iv) [@iD)] If [#f] records have not been retrieved
by the patient or the patient's representative during [foHewing] the
five-year [5-year] period after closing, the registrant may destroy the
records.

(8) [€5)] Mammographic image identification. Each mam-
mographic image must include [shall have] the following information
indicated on it in a permanent, legible manner and placed so it does [as]
not [te] obscure anatomic structures:

(A) patient name [name of patient] and date of birth;
(B) date of examination;

(C) view and laterality, [(this information shall be]
placed on the image in a position near the axilla[}];

(D) facility name and location, including [(at a mini-
mum the leeation shall inelade] city, state, and zip code[}];

(E) MRT [technologist] identification;
(F) cassette [eassette/sereen] identification, if applica-

(B) Interpreting physicians. All [interpreting] physi-
cians interpreting mammograms for a facility must [the registrant
shall]:

(i) follow the facility's [registrant's] procedures for
corrective action when the images they are asked to interpret are of

poor quality; these [- Fhese] procedures must [shall] be included in the
facility's operating and safety procedures (OSP); and

(it) participate in the medical outcomes audit pro-
gram.

(C) Medical physicist. Each facility must [registrant
shall] use the services of a licensed medical physicist to survey mam-

mography equipment and oversee the equipment-related QA [guality
assuranee] practices of the facility. At a minimum, the medical physi-
cist is [shall be] responsible for performing the surveys, performing
[and the] mammography equipment evaluations, and providing the fa-

cility with the reports described in subsection (1)(5) and (6) [6H10)
and (1] of this section.

(D) Quality control technologist. The QC [gquality een-

trol] technologist, designated by the LIP [lead interpreting physieian],
must [shalt] ensure performance of the items designated in subsection

(D) - (4, (7), and (9) [ - s ) - (9); 2} and 4] of this

ble; [and]

(G) mammography machine identification, if there is
more than one machine in the facility;[<]

(H) compressed breast thickness or degree of compres-

sion; and

@O kVp.

[(6) TInformation shall also be maintained for each clinical
image by utilizing a label on each film, recording on the film jacket, or
maintaining a log or other means. The information shall inclade; butis
not limited to, compressed breast thickness or degree of compression,
and kVp.]

(k) [()] Quality assurance - general. Each facility must
[registrant shall] establish and maintain a written quality assurance
program to ensure the safety, reliability, clarity, and accuracy of mam-
mography services performed at the mammography facility, including
corrective actions [te be] taken if images are of poor quality.

(1) Responsible individuals. Responsibility for the QA
[gquality assuranee] program and [fer] each of its elements must [shall]
be assigned to individuals who are qualified for their assignments and
[whe shall be] allowed adequate time to perform these duties.

(A) Lead interpreting physician. The facility must
[registrant shall] identify a LIP [lead interpreting physteian] who is
responsible for [shall have the general respensibility of]:

(i) ensuring [that] the QA [quality assuranee] pro-
gram meets all requirements of this subsection and subsections (1) and

(m) [6¥) and &w)] of this section;

(i) reviewing and documenting, with date and sig-
nature, the MRTs' QC [technologists' quality control] test results at least

every three months or more frequently if consistency has not yet been
achieved;

(iii) reviewing and documenting, with date and sig-
nature, the physicists' results within 60 days of the receipt of the results
or more frequently when needed; and

(iv) assigning the individual and evaluating their
[determining the individual's] qualifications to perform the QA [quality
assuranee] tasks in subparagraphs (B) - (D) of this paragraph.

section. If other personnel are assigned the QA [quality assuranee]
tasks in accordance with subparagraph (A)(iv) of this paragraph, the
QC [guality eontrol] technologist must ensure [shall insure that] the re-

quirements of subsection (1)(1) - (4), (7), and (9) [(5H - 4); B - (s
12); and (14)] of this section are met.

(2) Quality assurance records.

(A) The LIP [lead interpreting physieian], QC [quality
control]| technologlst and medical physicist must [shall] ensure [that]

records concerning mammography technique and procedures, QC
[quality eontrol] (include monitoring data, corrective actions, and the
effectiveness of the corrective actions), safety, protection, and em-
ployee qualifications related to [meet] assigned QA [gquality assuranee]
tasks are properly maintained and updated.

(B) The QC [Fhese guality eentrol] records must [shall]
be kept for each test specified in subsections (1) and (m) [(v) and (W]
of this section, as specified in [aceerdanee with] subsection (X) [(ee)]
of this section.

(1) [6M] Quality assurance - equipment. [Registrants with
sereen-film systems shall perform the following quality control tests
at the intervals specified: In addition to the intervals speeified in
paragraphs (D(B) and (5HH) of this subsection; the tests shall be
performed prior to initial use:]

(1) Facilities with screen-film systems must perform QC
tests as specified in 21 CFR Part 900 [Daily quality eeﬂtrel tests. Fﬂm

fore any clinical films are processed that day].

test. Usi I
film used elinteally at the facility; sensitometer tests shall inelude as-
sessmeMef%hefeHewmg&
0.03 of the established operating level:;]

[t} mid-density that shall be within plas or minus
0.15 of the established operating level; and]
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minus 0.15 of the established operating level].

{B) Eilm processors being used for mammography at
multiple locations; such as a mobile service operation; shall be subjeet
to the requirements of this paragraph-}
be adjusted to and eperated at the speeifications recommended by the
mammographic film manufacturer, or at other settings such that the
within an interval not to exceed 24 hours from the time the first ¢lin-

i)} use a container to transport clinical images that
will preteet the film from expesure to light and radiation; and}

) maintain a log to inelude each patient name and
unique identification number; date; and time of the first exam of each
bateh; and date and time of batch development]

(2) Systems with image receptor modalities, other than
screen-film, must follow a QA program that is substantially the same
as the one recommended by the image receptor manufacturer [Weekly
the date the test is due and more than seven days have past sinee the
last test; the tests shall be performed prior to resuming mammeography-
shall meet the following parameters].

HA) The optical density of the film at the eenter of an
image of a standard FDA-aceepted phantom shall be at least 1.20 when
exposed under a typieal elinieal condition and shall not change by mere
than plas or minus 020 from the established operating level}

fB) The density difference between the background of
the phantom and an added test object; used to assess image contrast;
shall be measured and shall net vary by mere than plus or minus 0.05
HE) The phantom image shall be made on the standard
ical images of a standard breast. The phantom image shall meet the re-
quirements in subparagraphs (A) and (B) of this paragraph and elause
@) of this subparagraph. No mammeograms shall be taken on patients
) The mammographiec machine shall be eapable of
producing images of the mammographic phantom in accordance with
the phantom image scoring protocol in subsection (hh)(4) of this see-
tion or paragraph (7) of this subsection.]
it} Each phantom image and a record of the evalu-
ation of that image shall be maintained at the location where the mam-
mography image was produced or with the radiographie equipment for
mobile service operations-}
[(3) Quarterly quality control tests. These tests shall be
performed within the ealender quarter at an interval net to exceed 90
days}

[A) FEixer retention in film. The residual fixer shall be
no more than 5 micrograms per square em-}

fB) Repeat analysis: A repeat analysis on elinieal
images repeated or rejected shall be performed; analyzed; and dee-

umented. The total repeat or reject rate shall not excced 5.0%. If
the total repeat or reject rate changes from the previously determined
rate by more than 2.0% of the total films ineluded in the analysis; the
be taken and documented if the total repeat or reject rate for the facility
exceeds 5.0% or changes from the previously determined rate by
more than 2.0% of the total films included in the analysis. Test films,
eleared films; or film proeessed as a result of exposure of a film bin
are not to be included in the count for repeat analysis. Films included
in the repeat analysis are net required to be kept after completion of
the analysis}

[(A) Darkroom fog. The optical density attributable to
darkroom fog shall net exceed 0-05 when a mammeography film of the
type used in the facility, which has a mid-density of no less than 1.2 OD;
is expesed to typieal darkroom conditions for twe minutes while such
film is placed on the counter top; emulsion side up- I the darkroom has
a safelight used for mammegraphy film; #t shall be on during this test-]

[(B) Screen-film contact. Testing for screen-film con-
of the eassette that may be elinieally exposed shall be tested: This shall
include all cassettes used for mammography in the facility.]
eempfessteﬂfereefef%hem&lalpewerdﬂveshaﬂbebetween%
pounds and 45 pounds. The system shall be eapable of compressing
the breast with a foree of at least 25 pounds and shall be capable of

H5) Annual quality control tests: These tests shall be per-
formed at an interval not to exceed (14) months.]|

HA) Automatic exposure control performanee. The
phas or minus 015 of the mean optical density when thickness of a
hemegeneous material is varied over a range of 2 to 6 em and the kVp
is varied appropriately for such thicknesses over the kKVp range and in
the AEC mode used clinically in the facility.]
variation of reproducibility of the kVp shall be equal to or less than
0.02. The kVp shall be accurate to within plus or minus 5.0% of the
indieated or seleeted kVp at the following:]

(i) the lowest clinical kVp that can be measured by
a k'Vp test device:]

) Each system used for mammeography; in eom-
bination with the mammegraphy sereen-film combination used in the
facility; shall provide a minimum resolution of 1 eyeles/millimeter
{mm) (ine-pairs/mm) when a high eontrast resolution bar test pattern
is oriented with the bars perpendicular to the anode-cathode axis; and
a minimum resolation of 13 line-pairs/mm when the bars are parallel
to that axis-}
breast suppert surface; centered with respeet to the chest wall edge of
the image receptor; and with the edge of the pattern within 1 em of the
chest wall edge of the image receptor]
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vided; the measurement in elause (i) of this subparagraph shall be

) TestkVp shall be set at the value used elinieally
by the faeility for a standard breast and shall be performed in the AEC
mode, if available. If necessary, a suitable absorber may be placed in
the beam to inerease expesure times: The sereen-film eassette combi-
nation used by the facility shall be used to test for this requirement and
shall be placed in the normal location used for elinical procedures-}

D) Beam quality and half-value layer (HVL). The
HVE shall meet the specifications of Title 21; CER; §1020.30Gm)) for

the minimum HVL: These values; extrapolated to the mammegraphie
range; are shown as follows. This test is performed using the clinical

kVp on the standard breast: Values not shown in Table 1 may be
determined by linear interpolation or extrapelation}

The coefficient of variation for beth air kerma and mAs shall not execeed
0.05.}

during a single eraniocaudal view of an EDA aceepted phantom simu-
lating a standard breast shall not exceed 3.0 milligray (mGy) (0.3 rad)
per exposure-}

that allow the entire chest wall edge of the x-ray field to extend to the
chest wall edge of the image receptor and provide means to assure that
the x-ray field does not extend beyond any edge of the image reeeptor
by more than 2.0% of the SID-}

Hity H a light field that passes through the x-ray
field so that the total of any misalignment of the edges of the light field
and the x-ray field along cither the length or the width of the visually
defined field at the plane of the breast suppert surface shall not exceed
2.0% of the SID.]

Hiit) The chest wall edge of the compression pad-
dle shall net extend beyond the chest wall edge of the image reeeptor
by mere than 1.0% of the SID when tested with the compression pad-
dle placed abeve the breast support surface at a distance equivalent te
standard breast thickness: The shadow of the vertical edge of the com-
pression paddle shall not be visible on the image.]

) Uniformity of sereen speed: Uniformity of sereen
speed of all the cassettes in the facility shall be tested and the difference
0.30. Screen artifacts shall also be evaluated during this test.]
ated with a high-grade; defeet-free sheet of homogeneous material large
enough to eover the mammography eassette and shall be performed for
all cassette sizes used in the faeility using a grid appropriate for the eas-
sette size being tested. System artifacts shall also be evaluated for all

producing a minimum output of 7.0 mGy air kerma per second (300
millireentgen (mR) per second) when eperating at 28 kKVp in the stan-
dard mammegraphy mode at any SID where the system is designed to

operate. The system shall be capable of maintaining the required min-
imum radiation output averaged over a 3.0 second period.]

K Decompression: H the system is equipped with a
provision for automatic decompression after completion of an exposure
or interruption of power to the system; the system shall be tested te
confirm that it provides the following:}

/(i) an override capability to allow maintenance of
compression:}

Hit) acentinuous display of the override status; and}

Hiit) a manual emergeney compression release that
can be activated in the event of power or automatic release failure]

[L) The technique settings used for subparagraph (B)
used by the facility for its elinical images of a standard breast]}

[(6) Densitometer and sensitometer. The calibration of the
densitometer and sensitometer must be in accordance with the manu-
faeturer's speeifieations-

[(7) Quality control tests - other modalitics. For systems
surance program shall be substantially the same as the quality assuranee
program recommended by the image receptor manufacturer, except that
the maximum allowable dose shall not exceed the maximum allowable
dose for screen-film systems in paragraph (5)(F) of this subsection.]

(3) [€8)] Mobile service operation.

(A) The mobile facility must [registrant shall] verify
[that] mammography machines used to produce mammograms at more
than one location meet the requirements in paragraphs (1) and (2) [(H
- (H] of this subsection.

(B) At [In additien; at] each examination location, be-
fore any examinations are conducted, the facility must [registrant shall]
verify satisfactory performance of the mammography machines by us-
ing a testing [test] method, as required by the manufacturer, establish-
ing [that establishes] the adequacy of the image quality produced by
the machine.

(C) Processor performance testing must be completed
as required by 21 CFR Part 900 [shall be in accordance with paragraph
(1) of this subsection].

(4) [(9)] Use of test results. After completion of the tests

specified in paragraphs (1) and (2) [(}) - (8)] of this subsection, the
following must [shall] occur.

(A) The facility must [registrant shall] compare the test
results to the [eorrespending speeified action limits; or; for nonsereen-
film medalities; to the] manufacturer's recommended action limits[; er
for post-move; pre-examination testing of mobile mammegraphy ma-
chines; to the limits established in the test method used by the faeility].

(B) If components [Compeonents] of the mammography
system [that] fail QA [quality assuranee] tests, the facility must follow

[shall have] corrective actions required by 21 CFR Part 900, or the QA
program recommended by the image receptor manufacturer [as indi-
eated in the following].
i) I compenents in subelause (D and D of this
films are proecessed:}
 th paragraph () of this subsection deseribing
processor quality eontrel; and}
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ing darkroom fog;]

i) H compeonents in subelause (b - VD of this
clause fail; corrective action shall be taken before any mammegraphy
examinations are performed:}
phantem image qualitys]

/(D) paragraph (4)(B) of this subsection describ-
ing sereen-film contact;}

be taken within 30 days of the test date.]

(C) Documentation of the tests and the corrective ac-
tions described in subparagraph (B) of this paragraph must [shall] be
maintained as specified in [accordance with]| subsection (x) [(ee)] of
this section.

(5) [€49)] Surveys. Annually, not to exceed 14 months
from the date of the previous survey [At least onece a year], each
mammography system must [faeility shall] undergo a survey by a
medical physicist, or [by] an individual under the direct supervision
of a medical physicist, as specified in paragraphs (1) - (3) of this
subsection.

HA) At a minimum; this survey shall inelude the fol-
/(i) performance of tests to ensure that the facility
quality test described in paragraph (2) of this subsection, the annual
tests deseribed in paragraph (5) of this subsection; and if applicable;
quality control tests as described for other modalities in paragraph (7)
and for mobile service operations as described in paragraph (8) of this
subseetion; and]

6 evaluation of the adequaey of the results of all
tests conducted by the facility as well as written documentation of any
corrective actions taken and their results in accordanece with paragraphs
D) - (4) of this subsection; and; if applicable; paragraphs (7) and (8) of
this subsection.]

(A) [B)] The medical physicist must [shall] provide a
written survey report to the facility within 30 days of the date of the
survey. The report must [shall] include a summary of the test per-
formed, all test conditions, spec1ﬁcat10ns results, and recommenda-
tions for corrective actions[; in accordance with subparagraph (AYG)
and (ii) of this paragraph].

(B) [€©&)] If any deficiencies require immediate correc-
tive action as specified in paragraphs (1) - (3) of this subsection [the
following tests indicate deficieneies], the physicist must [shall] give a
preliminary [eral er] written report to the facility within 72 hours of the
survey.[:]

1) proeessor quality control in accordanee with
paragraph (9)(B)(i)(D) of this subsection;]

it} phantom images; sereen-film contact; compres-
ston device performance; or dosimetry in accordance with paragraph
OKBYGi)) - (V) of this sbsections]
pheab}%maeeefdaﬂeew%hpafagfaph@}@%ﬂ)%eﬁhﬁsubseeﬁe&
or}
machines; if applicable; in accordance with paragraph (HBYGHOVD of
this subseetion-}

(C) [P)] The survey report must include the: [shall be

dated and signed by the medical physicist performing or supervising

individual and the part of the survey that individual performed shall
alse be identified in the survey:]

(i) date, name, and signature of the medical physicist
performing or supervising the survey;

(i) name and signature of each individual under the
direct supervision of the medical physicist performing any part of the
survey, as applicable;

(iii) name of the facility;

(iv) address of facility;

(v) registration number of the facility;

(vi) make, model, and serial number from the ma-
chine control panel;

(vii) _registration number of the service provider per-
forming the survey;

(viii) _service provider email address;

(ix) business mailing address of the service provider
performing the survey; and

(x) date of the last calibration of testing equipment.

(D) [(E)] The facility must maintain the survey report as
specified [shall be maintained by the registrant| in [aceordance with]
subsection (x) [(ee)] of this section.

(6) [EDH] Mammography equipment evaluations. Addi-
tional evaluations of mammography machines must follow manufac-
turer specifications. Screen-film mammography machines must follow
applicable requirements in 21 CFR Part 900. The mammography
equipment evaluation and dosimetry must be performed by a medical
physicist or an individual under the direct supervision of a medical
physicist [effmagepreeessefsshal—lbeeeﬂduetedwheﬂeveraﬂew
mammeography machine or processer is installed; a mammeography
machine or processor is disassembled and reassembled at the same
or a new location; major components of mammeography machine are
changed or repaired; or a precessor is overhauled or reconditioned:
These evaluations shall be used to determine whether the new or
changed equipment meets the requirements of applicable standards in
this subseetion and subseection (s) of this section].

HA) Al problems shall be corrected before the new or
changed equipment is put into service for examinations or film proeess-
ing}
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[(B) The mammography cquipment cvaluation and
demeﬁyshaﬂbepeffeﬂ%eébyamedwalphyﬁeﬁtefbyaﬂmdﬁ%é-
ual under the direct supervision of a medical physicist.]

(7) Each diagnostic review workstation (RWS) used to in-
terpret images must follow manufacturer specifications for display con-

facility to initiate follow-up on surgical and/or pathology results and
review of the mammograms taken prior to the diagnosis of a malig-
nancy: |

(i) Positive predictive value. The percent of patients
with positive mammograms who are diagnosed with breast cancer

ditions and quality control. If the RWS manufacturer does not specify

within one year of the date of the mammographic examination.

QC procedures, then a QA program that is substantially the same as the
QA program recommended by the image receptor manufacturer must
be established and followed.

wewbexeleaﬂhﬂ%ssaﬂdshaﬂdeeumeﬂtthataﬂeleamﬁgpmeedufes
are performed at the frequeneies speeified in the protoeols]}

(8) [€F3)] Calibration of air kerma measuring instruments.
Instruments used by medical physicists in their annual survey and
mammography equipment evaluation to measure the air kerma or air
kerma rate from a mammography machine must [shal] be calibrated
at least once every two years and each time the instrument is repaired.
The instrument calibration must be traceable to a national standard and
calibrated with an accuracy of plus or minus six percent, or 95 percent
confidence level, [6:0% (95% confidenee leveD] in the mammography
energy range.

(9) [E4)]Infection control. Facilities must [shall] establish
and comply with a system specifying procedures [to be followed by the
faeility] for cleaning and disinfecting mammography equipment after
contact with blood or other potentially infectious materials. This sys-
tem must [shall] specify the methods for documenting facility compli-
ance with the infection control procedures established and must [shall]:

(A) comply with all applicable federal, state, and local
regulations pertaining to infection control; and

(B) comply with the manufacturer's recommended pro-
cedures for the cleaning and disinfection of the mammography equip-
ment used in the facility; or

(C) if adequate manufacturer's recommendations are
not available, comply with generally accepted guidance on infection
control, until such recommendations become available.

(m) [(w)] Quality assurance - mammography medical out-
comes audit. Each registrant must [shall] establish and maintain
a mammography medical outcomes audit program to followup
[foHew-up| positive mammographic assessments and to correlate
pathology results with the IP's [interpreting physieian's] findings.
The [Fhis] program must [shall] be designed to ensure the reliability,
clarity, and accuracy of the interpretation of mammograms.

(1) General requirements.

(A) Each facility must [registrant shall] establish a
system to collect and review outcome data for all mammograms
performed, including follow-up on the disposition of all positive
mammograms and correlation of pathology results with the IP's

[interpreting physieian's] mammography report.

(B) For cases of breast cancer among patients imaged at
the facility that become known to the facility, the facility must initiate
a follow-up on surgical and pathology results and a review of the mam-
mographic examinations taken before the diagnosis of a malignancy.

(C) The [Analysis of these] outcome data must [shall]
be made individually and collectively for all IPs [interpreting
cians] at the facility and include determinations of the following. [In
addition; any eases of breast cancer among women imaged at the fa-
eility that subsequently become known to the facility shall prompt the

(i) Cancer detection rate. Of the patients initially
examined with screening mammograms who receive an assessment of
"Incomplete: Need additional imaging evaluation," "Suspicious," or
"Highly Suggestive of Malignancy" on the screening mammogram or
on a subsequent diagnostic mammogram, the number of patients who
are diagnosed with breast cancer within one year of the date of the
initial screening mammogram, expressed as a ratio per 1,000 patients.

(iii) Recall rate. The percentage of screening mam-
mograms given an assessment of "Incomplete: Need additional imag-

ing evaluation."

(2) Frequency of audit analysis. The facility's first audit
analysis must begin within [shall be initiated ne later than| 12 months
of the facility becoming certified, and completed within the following
12 months [after the date the facility becomes certified or 12 months
after April 28; 1999, whichever date is the latest. This audit analysis
shall be complete within an additional 12 menths] to permit completion
of diagnostic procedures and data collection.

(A) Subsequent audit analyses will be conducted at
least once every 12 months.

(B) The facility must maintain the audit analysis as
specified in [These shall be maintained in accordanece with] subsection
(x)[€ee)] of this section.

(3) Reviewing interpreting physician. Each LIP [lead in-
terpreting physieian] or an interpreting physician designated by the
LIP must [lead interpreting physietan shall] review the medical out-
comes audit data at least annually, not to exceed [onee every] 12 months
following the data collection period. This individual must [shall] ana-
lyze the results of the audit and is [shall be] responsible for the follow-
ing:

(A) recording the dates of the audit period [peried(s)];

(B) documenting the results;

(C) notifying other IPs [interpreting physieians] of their
results and the facility's collective [registrant's aggregate] results; [and)]

(D) documenting any follow up actions and the nature
of the follow up; and[-]

(E) recording the audit completion by providing a sig-
nature and date on the audit.

(n) [&)] Mammographic procedure and techniques for mam-
mography of patients with breast implants. Each registrant must [shall]
have a procedure to inquire if [whether or net] the patient has breast im-
plants before [prier to] the mammographic exam. Except where con-
traindicated, or unless modified by a physician's directions, patients
with breast implants must [shalt] have mammographic views to maxi-
mize the visualization of breast tissue.

(0) [6»] Complaints. Each accredited facility must [shall] do
the following:

(1) establish a written procedure for collecting and resolv-
ing consumer complaints;
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(2) maintain a record of each serious complaint received
by the facility as specified in [aceordanee with] subsection (x) [(ee)] of
this section; [and]

(3) provide the consumer with adequate directions for fil-
ing serious complaints with the facility's AB if the facility is unable to
resolve a serious complaint to the consumer's satisfaction; and

(4) [€3)] report unresolved serious complaints to the facil-
ity's AB [EDA-approved acereditation bedy] within 30 days of receiv-
ing the complaint.

(p) [€2)] Clinical image quality. Clinical images produced
by any certified facility must continue to comply with the standards
for clinical image quality established by the [that] facility's AB
[acereditation body].

(q) [fea)] Additional mammography review, targeted clinical
reviews, and patient notification.

(1) Ifthe department [ageney eertifying body] believes the
[that] mammography quality at a facility is [may have been] compro-
mised and presents a serious risk to human health, the facility must
[shall] provide clinical images and other relevant information, as spec-
ified by the department [ageney eertifying bedy], for review by the AB
[EDA-approved acereditation body]. The additional mammography re-
view will assist the department with determining:

(A) the facility's compliance with this section; and

(B) if there is a need to notify affected patients, their

to; but not limited to; serious complaints or severe items of non-com-
phaneel].

(r) [¢bb)] Self-referral mammography. Any person proposing
to conduct a self-referral mammography program must [shall] not ini-
tiate such a program without prior approval from [ef] the department
[ageney]. When requesting such approval, the [that] person must
[shall] submit the following information:

(1) the number and type of views (or projections);

(2) the age of the population to be examined and the fre-
quency of the exam following established, nationally recognized crite-
ria, such as those of the American Cancer Society, American College
of Radiology (ACR), or the National Council on Radiation Protection
and Measurements;

(3) written procedures to include methods of:

(A) advising a patient [patients] and healthcare provider
physieians] of the results of the mammography examination as

[private
specified in [aceordance with] subsection (j)(4) [€9€2)] of this section;

(B) follow-up with patients and healthcare provider as

specified [physieians] in [accordanee with] subsection ()(6) [(H3)] of
this section; and

(C) recommending a healthcare provider to patients
who do not have a healthcare provider when clinically indicated, to
include when a patient's mammogram assessment is probably benign,
suspicious, or highly suggestive of malignancy [physician means of

healthcare provider, or the public that the reliability, clarity, and accu-
racy of the interpretation of mammograms has been compromised.

(2) If the department [ageney eertifying body] determines
the [that] mammography quality at a facility has been compromised

and presents a serious risk to human health, the facility must [shal]
provide clinical images and other relevant information, as specified
by the department [ageney eettifying bedy], for review by the AB
[EDA-approved acereditation bedy|. The department [ageney eerti-
fying bedy] may require such facility to notify patients who received
mammograms[;] and their referring healthcare provider [physieians].
The notification must occur within a time frame and in a manner spec-
ified by the department. The notification must: [shall inclade the defi-
ciencies presenting such risk; the potential consequences to the patient;
appropriate remedial measures; and such other relevant information as

within a time frame and in a manner speecified by the ageney:|

(A) inform the patient the mammography system failed
to satisfy the department and AB's standards;

(B) recommend the patient consult with the patient's
healthcare provider regarding the need for another mammogram;

(C) list three non-affiliated facilities closest to the orig-
inal testing facility that have a certified mammography system; and

(D) include the deficiencies presenting such risk, the
potential consequences to the patient, appropriate remedial measures,
and other relevant information required by the department.

(3) Ifthe facility is unable or unwilling to perform such no-
tification, the department may notify patients and their referring physi-
cians or other healthcare providers individually or through the mass

selecting a physieian]; and

(4) methods for educating mammography patients in breast
self-examination techniques and on the necessity for follow-up by a
physician.

(s) [€ee)] Medical research and investigational devices.

(1) Any research using radiation producing devices on hu-
mans must be approved by an IRB as required by [Fitle] 45[5] CFR[5]
Part 46 and [Fitle] 21[;] CFR[;] Part 56. The IRB must include at least

one licensed physician to direct any use of radiation as specified in
[aceordanee with] §289.231(b) of this subchapter [title].

(2) Facilities with mammography machines with investi-
gational device exemptions [that are] involved in clinical studies must
comply with primary regulations governing [that geverr] the conduct
of clinical studies and that apply to the manufacturers, sponsors, clin-
ical investigators, institutional review boards, and the medical device.
These regulations include [the foHowing]:

tions;]
(A) [B)]21 CFR[;] Part 50, Protection of Human Sub-
jects;

(B) [®)] 21 CFR[;] Part 54, Financial Disclosure by
Clinical Investigators;

(C) 21 CFR Part 56, Institutional Review Boards;
(D) 21 CFR Part 812, Investigational Device Exemp-

tions; and

media.
(4) [€3)] The department, the AB [ageney eertifying bedy;
FDA-approved accreditation

the ageney acereditation body or anether
bedy], or the FDA may request a targeted clinical image review [due

(E) 21 CFR[;] Part 820 [824], Subpart C, Design Con-
trols [of the Quality System Regulatien].

(t) [€dd)] Operating and safety [Other eperating| procedures
OSP).
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(1) Each facility must implement and maintain written OSP
[Operating and safety procedures. Each registrant shall have and im-
plement written operating and safety procedures that shall be made
available to each individual operating x-ray equipment, including any
restrictions of the operating technique required for the safe operation
of the particular system. These procedures shall include, but are not
limited to; the items in subsection (hh)(3) of this seetion].

(2) The OSP must be available to each individual operating
x-ray equipment, including any restrictions of the operating technique
required for the safe operation of the particular system.

(3) The facility's OSP must address the following require-
ments, as applicable:

(A) §289.203(b) of this chapter, related to posting no-
tices to workers;

(B) §289.203(c) of this chapter, related to instructions
to workers;

(C) §289.203(d) of this chapter, related to notifications
and reports to individuals;

(D) §289.231(b) of this subchapter, related to ordering
X-ray examinations;

(E) §289.231(m) of this subchapter, related to occupa-
tional dose requirements;

(F) §289.231(n) and (q) of this subchapter, related to
personnel monitoring requirements;

(G) §289.231(x) and (y) of this subchapter, related to
posting of a radiation area;

(H) subsection (h) of this section, related to credential-
ing requirements for LIPs, IPs, MRTs, and medical physicists;

(D) subsection (j)(7) of this section, related to retention
of clinical images;

(J) subsections (k) - (m) of this section, related to qual-
ity assurance program;

(K) subsection (k)(1)(B)(i) of this section, related to im-
age quality and corrective action for images of poor quality;

(L) subsection (I)(1) - (3) of this section, related to re-
peat analysis;

(M) subsection (n) of this section, related to procedures
and techniques for mammography patients with breast implants;

(N) subsection (0) of this section, related to the proce-
dure to handle complaints;

(O) subsection (r) of this section, related to self-referral
mammography;

(P) subsection (u)(2) of this section, related to the use
of a technique chart;

(Q) subsection (u)(5) of this section, related to exposure
of individuals other than the patient;

(R) subsection (u)(6) of this section, related to use of
protective devices; and

(S) subsection (u)(7) of this section, related to holding
of patients or image receptors.

(u) Other operating procedures.

(1) Phantom image scoring protocol must be performed as
specified in (1)(1) - (3) of this section.

(2) Technique chart. A technique chart or manual must
[shall] be provided and followed. It must be [er eleetrenieally]| dis-
played in the vicinity of the control panel of each machine that specifies
techmque factors used for a [te be utilized versus] patient's anatomical

size. [%e%ehmqﬁeehaﬁshaﬂbe&sedbyaﬁepeﬁatm]

(3) Receipt, transfer, and disposal of mammography
machines. Each registrant must [shall] maintain records showing the
receipt, transfer, and disposal of mammographic machines. These
records must [shall] include the date of receipt, transfer, and [er]
disposal; the name and signature of the person [individual] making the
record; and the manufacturer's model name and serial number from
the control panel of the mammographic machine. Records must [shall]
be maintained as specified in [aceordanee with] subsection (x)[ee)] of
this section for inspection by the department [agenrey].

(4) Viewing system. Windows, mirrors, closed circuit tele-
vision, or an equivalent system must [shall] be provided to permit the
operator to continuously observe the patient during irradiation. The op-
erator must [shall] be able to maintain verbal, visual, and aural contact
with the patient.

(5) Exposure of an individual [individuals] other than the
patient. Only the staff and ancillary personnel required for the medical
procedure or training may [shall] be in the room during the radiation
exposure unless such individual's assistance is required.

(6) Protective devices. Protective devices must [shall] be
utilized when required, as in paragraph (7) of this subsection.

(A) Protective devices must [shall] be of no less than
0.25 millimeter (mm) lead equivalent material.

(B) Protective devices, including aprons, gloves, and
shields must [shall] be checked annually for defects such as holes,
cracks, and tears. These checks may be performed by the registrant
by visual or tactile means, or x-ray imaging. If a defect is found, pro-
tective devices must [shall] be replaced or removed from service until
repaired. A record of this test must [shall] be made and maintained by
the registrant as specified in [aceordanee with] subsection (x) [(ee)] of
this section for inspection by the department [ageney].

(7) Holding of patient or image receptor.

(A) When a patient or image receptor must be held in
position during radiography, mechanical supporting or restraining de-
vices must [shall] be used when the exam permits.

(B) Ifapatient or image receptor must be held by an in-
dividual during an exposure, the [that] individual must [shall] be pro-
tected with appropriate shielding devices described in paragraph (6) of
this subsection.

(C) The facility's [registrant's] written OSP specified in
subsection (t) [eperating and safety ired by paragraph
D] of this section must [subseetion shall] include the following:

(i) alist of circumstances in which mechanical hold-
ing devices cannot be routinely utilized; and

(ii) a procedure used for selecting an individual to
hold or support the patient or image receptor.

(D) In those cases where the patient must hold the im-
age receptor, any portion of the body other than the area of clinical
interest struck by the useful beam must [shall] be protected by not less
than 0.25 mm lead equivalent material.

(8) Calibration, maintenance, and modifications. Each
registrant must [shall] maintain records showing calibrations, mainte-
nance, and modifications performed on each mammographic machine.
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These records must [shall] include the date of the calibration, mainte-
nance, or modification performed; the name of the individual making
the record; and the manufacture's model name and serial number of
the control panel of the mammographic machine. These records must
[shall] be maintained as specified in [aceordanee with] subsection (x)
[€ee)] of this section.
shall be maintained for inspection by the agenecy in accordance with
ically in accordance with §289.231(fD(3) of this title.]

) Reeords for mammegraphy machines authorized for

HA) Copies of the following shall be kept with mam-

mography machines authorized for mobile services:}

/(i) operating and safety procedures in accordance
with subseetion (d)(d) of this seetion;}

Hin lical radiologic technologists' credentials:]
last 90 ealendar days for en-board processors in accordanee with sub-
section (D) of this seection;}

Hv)  eurrent §289:203 of this title; §289-226 of this
title, §289.230 of this title, §289.231 of this title, and §289.234 of this
title if aceredited by the ageney acereditation body;}

1) copy of eertifications}

[(vi) certification of inspection in accordance with
subsection (FH(5) of this seetion;}

notice of failure from last inspection in aceor-
[tvit)  copy of | itation]

{B) Copies of all other records required by this section
sh—al—lbemwﬂtamedataspec—lﬁedleeaﬂen&
Copies of the following shall be kept at each separate authorized use

that location in accordance with subsection (b of this seetion:}

[(B) credentials for medical technologists
operating at that loeation in accordance with subseetion (1)(2) of this
section;]
location in accordance with subsection (r)(3) of this section;]

(D) continuing education and experience records for
interpreting physicians; medical radiologic technologists; and medi-
cal physieists operating at that location in accordance with subsection
EEHHIC); 2HE); and BHE) of this seetions]

F eufreﬂtphys%e}s{aﬂnualswweyef%hemammegfa-
phy system;}

S eurrent §289:203 of this title; §289-226 of this title;
§289:230 of this title; §289:231 of this title; and §289-234 of this title
if aceredited by the ageney acereditation body;}

) eopy of certification:}

D quality assurance program in accordanece with sub-
sections (u), (v), and (w) of this section;]

& quality control records in accordance with subsee-
tion (u)(2) of this section:]

[ eoperating and safety precedures in acecerdance
with subsection (dd)(1) of this section;]

HE) records of reeeipts; transfers; and dispesal in ae-
cordance with subsection (dd)(3) of this seetion;}

Y libration, .  and Lificati
records in accordanece with subsection (dd)(8) of this seetions]

HN)  eertification of inspection in accordance with sub-
section (fH)(5) of this section:]

{69} netification of failure in accordanee with subsee-

{H’—) feeefdsefﬂeﬁﬁeaﬂeﬂefpaﬂemsmaeeefdaﬂee

ments for record keeping shall be according to the following chart-}
(v) [€H)] Inspections. In addition to the requirements of

§289.231(kk) of this subchapter [title], the following applies to in-
spections of mammography systems.

(1) The department [ageney] may inspect each mammog-
raphy system that receives a certification as specified in [aecordanee

with] this chapter no [net] later than the 60th day after the date the cer-
tification is issued.

(2) The department [ageney| may inspect, at least once an-
nually, each mammography system that receives a certification.

(3) To protect the public health, the department [ageney]
may conduct more frequent inspections than required by this subsec-
tion.

(4) The department [ageney] may make reasonable at-
tempts to coordinate inspections in this section with other inspections
required as specified in [aceordanee with] this chapter for the facility
where the mammography system is used.

(5) After each satisfactory inspection, the department is-
sues [ageney shall issue] a certificate of inspection for each mammog-
raphy system inspected. The certificate of inspection must [shall] be
posted at a conspicuous place on or near the place where the mam-
mography system is used. The certificate of inspection includes [may

inelude] the [folewing]:

(A) specific identification of the mammography system

inspected;

(B) [the] name and address of the facility where the
mammography system was used at the time of the inspection; and

(C) [the] date of the inspection.

(6) Any severity level I violation involving a mammogra-

phy system, determined [found] by the department [ageney], as spec-
ified in [accordance with] §289.205 of this chapter [title], constitutes

grounds for posting notice of failure of the mammography system to
satisfy department [ageney] requirements.

(A) Notification of such failure must [shall] be posted:
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(i) on the mammography machine at a conspicuous
place if the violation is machine-related; or

(i) near the place where the mammography system
practices if the violation is personnel-related; and

(iii) in a sufficient number of places to permit the
patient to observe the notice.

(B) The notice of failure must [shalt] remain posted un-
til the facility is authorized to remove it by the department [ageney].
A facility may post documentation of corrections of the violations sub-
mitted to the department [ageney] along with the notice of failure until
approval to remove the notice of failure is received from the department
[ageney].

(7) Facilities that receive a severity level [ violation and are
deemed a serious risk to human health must [shall] notify patients as
specified in (q)(2) of this section. [en whem the facility performed &

mammegram during the period in which the system failed to meet the
ageney's certification standards: The facility shall:]

[(A) inform the patient that the mammography system
tfailed to satisfy the agency certifying body's standards:]
[B) recommend that the patient consult with the pa-
faeility that have a certified mammeography system-}
(8) In addition to the requirements of paragraph (7) of this
subsection, the department [ageney]| may require a facility to notify a

patient of any other failure of the facility's mammography system to
meet the department's [ageney's] certification standards.

(9) The patient notification must [shall] include the follow-
ing:
(A) anexplanation of the mammography system failure
to the patient; and

(B) the potential consequences to the mammography
patient.

(10) The facility must [registrant shall] make a record
of the mammography patients notified as specified in [aceordanece

with] paragraphs (7) and (8) of this subsection for inspection by the
department [ageney].

(A) The record must [reeords shall] include the name
and address of each mammography patient notified, date of notification,
and a copy of the text sent to the individual.

(B) The record must [records shall] be maintained as
specified in [aceordanee with] subsection (x) [¢ee)] of this section.

(w) [€egg)] Requirements for interventional breast radiography
machines.

breast radiography machines that pose a significant threat or endanger
public health and safety; in accordance with §289.231 and §289.205
of this title.]
[(B) Individuals shall not be exposed to the useful beam
exeept for healing arts purpeses and unless such expesure has been
ized by cinn. The - ; S
; onal effanhﬁ .EE‘}.E B’I ]fe{:ﬁiz 15.15.11515 Elsiﬁzflb fiﬁhifiei
other nen-healing arts purpeses-}

{(2) Exemptions.]

breast radiography are not required to be aceredited by an FDA-ap-
fB) Loaner machines as deseribed in subsection (1)(6)
(ff) of this section.]
HE) Al interventional breast radiography registrants
are exempt from the pesting of radiation area requirements of
§289:231x) of this title provided that the operator has econtinueus

(1) [3)] Interventional [Requirements for interven-
tional] breast radiography machine certificate of registration (COR)

[eertification].

(A) A person who receives, possesses, uses, owns, or
acquires [Each persen having] an interventional breast radiography ma-
chine must apply for a certificate of registration as specified [shall sub-
mit an applieation] in [accordanece with] §289.226(e) [(D - 3); (5); and
)] of this subchapter, relating to general requirements for application
and registration [title], and must [shall] receive a COR [eertification]
from the department before using an interventional breast radiography
machine on humans [ageney within 30 days of beginning use].

(B) An application for a COR must [eertification shall]
be signed by:

(i) alicensed physician, and
(ii) the RSO [applieant and the RSO].
(C) An application for a COR [eertifieation] may
contain information on multiple interventional breast radiography ma-
chines. Each machine must be identified by referring to the machine's

manufacturer, model name, and serial number located on the control
panel.

(D) Each applicant must [shall] submit documentation
of [evidence that] a [medical physieist's] survey [has been] performed
by a medical physicist, as specified in [aceordance with] paragraph
(11)[e3)] of this subsection.

2) [4]
[eertification].

(A) [Certification:] A COR [eertification] for interven-
tional breast radiography machines will be issued if the department
[ageney] determines the [that an] application meets the requirements of
the Act and [the requirements of] this chapter. The COR [eertification]
authorizes the proposed operations and includes [aetivity in sach form
and contains suech] conditions and limitations [as] the department
[ageney] deems [appropriate or] necessary.

(B) Conditions [Reguirements and eonditions]. The
department [ageney] may incorporate in the COR [eertifieation] at
the time of issuance, or [thereafter] by amendment, [sueh] addi-
tional requirements and conditions for [with respeet to] the facility's
[registrant's] possession, use, and transfer of radiation machines

[subjeet to this chapter as it deems appropriate or| necessary [in order|

to:

Issuance of a certificate of registration

(i) minimize danger to occupational and public
health and safety;

(i) require additional reports and maintain [the
keeping of] additional records as [may be apprepriate er| necessary;

and

(iii) prevent loss or theft of radiation machines sub-
ject to this section.
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(C) Additional information. The department [ageney]
may request[; and the registrant shall provide;] additional information
after the certification has been issued to enable the department [ageney]
to determine whether the certification should be modified as specified
in [aceordanee with] §289.226(r) of this subchapter relating to renewal
of a certificate of registration [title].

(3) [5)] Modification, suspension, or revocation of the cer-
tificate of registration [eertifieation]. Modification, suspension, or re-
vocation of the COR must occur as specified [eertification shall be] in
[aceordance with] §289.226(s) [(¢)] of this subchapter [title].

(4) [€6)] Specific terms and conditions of the certificate of
registration [eertification]. Specific terms and conditions of the COR,
as specified [eertifieation shall be] in [aceordanee with] §289.226[()]
of this subchapter, must be followed [title].

(5) Renewal of certification. The registrant must file an
application for renewal of the COR as follows.

(A) A person who receives, possesses, uses, owns, or
acquires an interventional breast radiography machine must apply for
renewal as specified in §289.226(e)(1) - (3), (5), and (7) of this sub-

chapter.

(B) An application for renewal must be signed by a li-
censed physician and the RSO.

(C) An application for renewal must include a medical
physicist's survey as specified in paragraph (11) of this subsection.

(D) If a registrant files an application for renewal in
proper form at least 30 days before the existing certification expires,
the existing certification does not expire until the application status has
been determined by the department.

(6) Expiration of the certificate of registration.

(A) COR of an interventional breast radiography ma-
chine expires at the end of the day in the month and year stated on the
certificate. Expiration of the COR does not relieve the registrant of the
requirements of this chapter.

(B) Ifaregistrant does not apply for renewal of the cer-
tification under paragraph (8) of this subsection, as applicable, the reg-

(8) [€PH] Responsibilities of registrant.

{(A) The registrant shall comply with the following:]
6} purpese and seope in accordance with subsee-
/(i) applicable definitions in subsection (¢) of this
(A) [B)] In addition to the requirements of
§289.226(m)(3) - (7) of this subchapter [title], a facility must [registrant
shall] notify the department [ageney] in writing before [prior to] any
changes rendering [that weuld render| the information [eentained] in

the application or the COR [eertifieation] inaccurate, including the[-
These inclade but are not limited to the following]:

(i) name and mailing address;

(ii) street address where the interventional breast ra-
diography machine [maehine(s)] will be used; and

(iii) addition or removal of any interventional breast
radiography machine [machine(s)].

(B) [€©&)] If a facility makes a change in the RSO, the
qualifications of the RSO must [shall] be submitted to the department
[ageney] within 30 days of such change.

(C) [(B)] A facility with an existing certification may
begin using a new or replacement interventional breast radiography
machine before receiving an updated certification if the registrant sub-
mits to the department the required [ageney (required/preseribed)] doc-
umentation with a medical physicist's report as specified in [accordanece
with] paragraph (11) [(43)] of this subsection, verifying compliance of
the new interventional breast radiography machine with this section.
The medical physicist's report is required before [prior to] using the in-
terventional breast radiography machine on patients.

(D) [€B)] Loaner interventional breast radiography ma-
chines may be used on patients for 60 days without adding the interven-
tional breast radiography machine to the COR [eettification]. A medi-
cal physicist's report verifying compliance of the loaner interventional
breast radiography machine with this section must [shall] be completed
before [prior to] use on patients. If the use period exceeds [will exceed]

istrant must:

(i) terminate use of all interventional breast radiog-
raphy machines;

(ii) pay any outstanding fees as specified in
§289.204 of this chapter; and

(iii) submit a record of the disposition of the inter-
ventional breast radiography machine to the department. If the machine
was transferred, include to whom it was transferred.

(7) Termination of certification. When a registrant decides
to terminate all activities involving an interventional breast radiogra-
phy machine authorized under the COR, the registrant must notify the
department immediately and:

(A) request termination of the COR in writing signed
by the RSO, owner, or a person authorized to act on behalf of the reg-
istrant;

(B) pay any outstanding fees as specified in §289.204
of this chapter; and
(C) submit a record of the disposition of the interven-

tional breast radiography machine to the department. If the machine
was transferred, include to whom it was transferred.

60 days, the facility must [shall] add the interventional breast radiog-
raphy machine to its certification and a fee will be assessed.

ography machine shall submit an application for renewal in accordance
with §289:226(e)}D) - (3); (5); and () of this title]
fB) An applieation for renewal shall be signed by the
[(C) An applicant for renewal shall submit a medical
physteist's survey in aceordanee with paragraph (13) of this subsee-
tion-}

D) H a registrant files an application for renewal in

raphy machine expires at the end of the day in the month and year
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{B) H a registrant does not submit an application for
renewal of the certification under paragraph (8) of this subsection, as
applicable; the registrant shall on or before the expiration date speeified
in the certification:}

/i) terminate use of all interventional breast radiog-
raphy machines;}

it} pay any outstanding fees in accordanece with
§289.204 of this title; and]}

[(iii)  submit a record of the disposition of the in-
terventional breast radiography machine(s) to the agency. If the ma-
chine(s) was transferred, include to whom it was transferred.]

f10) Termination of certification- When a registrant de-

A ination of the Feation in writi
signed by the RSO; owner; or an individual autherized to act on behalf
of the registrant;]

{B) pay any outstanding fees in accordance with
§289.204 of this title; and}

{(C) submit a record of the disposition of the interven-
tional breast radiography machine(s) to the ageney eertifying body. If
the machine(s) was transferred, include to whom it was transferred.]

(9) [€4H] Personnel requirements.

(A) An operator must maintain [A medical radiologie

of equipment) shall hold] a current general

certificate as required by [in accordance with] the Medical Radiologic

Technologist Certification Act, Texas Occupations Code[;] Chapter
601.

(B) A medical physicist must maintain [shall held] a
current Texas license as required by [ander] the Medical Physics Prac-
tice Act, Texas Occupations Code[;] Chapter 602, in diagnostic radio-
logical physics and be registered with the department [ageney]| or em-
ployed by an entity registered with the department [ageney], as speci-
fied in [aceordance with] §289.226(j) of this subchapter, relating to ap-
plication for registration or radiation machine services, [title] and the
Act, unless exempted by §289.226(d)(7)[€6)] of this subchapter, relat-

ing to exemptions [title].

(10) [E2)] Requirements to have a written quality assur-
ance program. Requirements to have a written QA [quality assur-
anee] program as described by the manufacturer or [and/er] the medical
physicist to ensure the safety, reliability, clarity, and accuracy of ser-
vices performed at the facility must [shall] comply with the following.

(A) If any failures are noted, corrective ac-
tions must [shall] be taken within the time frame established
[indicated/established] by the manufacturer or medical physicist. If
a time frame is not [In the event; that ne time frames are] indicated,
corrective action must [shall] be completed within 30 days of the
failure.

(B) Ifany component tested fails the dosimetry test, the
corrective action must [will] be taken before any further interventional
breast radiography examinations are performed.

(11) [(43)] Interventional breast radiography machine eval-
uations and annual survey.

(A) Interventional breast radiography machines are re-
quired to have a medical physicist perform a survey:

(i) whenever a new interventional breast radiogra-
phy machine is installed, or disassembled[;] and reassembled, at the
same or a new location;

(i) whenever major components of an interven-
tional breast radiography machine are changed or repaired; and

(iii) annually or at intervals not to exceed 14 months
from the date of the previous survey [en an annual basis].

(B) Annual survey. Annual surveys for interven-
tional mammography machines must be conducted as specified, or
substantially the same as specified, in the machine's QA program
recommended by the manufacturer [The following quality assuranee
mation; alignments; and dosimetry tests in accordance with subsection
ISHA) - (G) of this section].

(C) The medical physicist must [shall] provide the fa-
cility with a preliminary [eral ex] written report of deficiencies within
72 hours of the survey if it involves dosimetry.

(D) The medical physicist must [shall] prepare a written
report for the facility within 30 days of the date of the survey. The
survey report must include a summary of the tests performed, all test
conditions, specifications, results, and recommendations for corrective
actions and [te inelude the foHowing]:

(i) date, name, and signature of the medical physi-
cist performing or supervising the survey; [& written survey report that
ineludes a summary of the tests performed; all test conditions; speeifi-
eations; results; and recommendations for corrective actions; and|

(ii) name and signature of each individual under the
direct supervision of the medical physicist performing any part of the
survey, as apphcable [date and signatare of the mediecal physieist per-
forming or supervising the survey. H the survey was performed entirely
or in part by another individual under the direet supervision of the med-
performed shall also be identified in the survey.]

(iii) name of the facility;

(iv) address of facility;

(v) _registration number of the facility;

(vi) make, model, and serial number from the ma-
chine control panel;

(vii) registration number of physicist and service
company performing the survey;

(viii) service provider email address;

(ix) mailing or business address of the service
provider performing the survey; and

(x) _date of the last calibration of testing equipment.

(12) [E4)] Operating and safety procedures (OSP). Each
facility must [registrant shall] have and implement written OSP
[eperating and safety proecedures] that must [shall] be made available
to each individual operating the x-ray equipment, including any
restrictions of the operating technique required for the safe operation
of the particular system. These procedures must address the following
requirements [shall inelude; but are net limited to]:

(A) [pesting netices to workers in accordance with]
§289.203(b) of this chapter, related to posting notices to workers
[title];
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(B) [instructions to workers in accordance with]
§289.203(c) of this chapter, related to instruction to workers [title];

(C) §289.203(d) of this chapter, related to notifications
and reports to individuals [in aceordanee with §289.203(d) of this title];

(D) [erdering x-ray exams in aeceerdanee with]
§289.231(b) of this subchapter, related to ordering x-ray examinations

dure or training are allowed [shall be] in the room during the radiation
exposure unless such individual's assistance is required.

records in subsection (ee) of this seetion}
(17) [29)] Inspection requirements. Inspections of in-
terventional breast radiography machines are specified [laspeetion

[title];
(E) §289.231(m) of this subchapter, related to occupa-
tional dose requirements [in accordance with §289.23Hm) of this title];

(F) [persennel monitering requirements in accordanee
with] §289.231(n) and (q) of this subchapter, related to personnel mon-
itoring requirements [title];

(G) paragraph (9) of this subsection, related to creden-
tialing requirements for operators [medical radiologic technelogists;]
and medical physicists [in accordance with paragraph (1D of this sub-
seetion];

(H) [use of a technique chart in accordanee with] para-
graph (19) [(22)] of this subsection, related to use of a technique chart;

(I) paragraph (16) of this subsection, related to expo-
sure of individuals other than the patient [in aceordance with paragraph
8) of this subseetion]; and

(J) subsection (u)(7) of this section, related to holding
of patients or image receptors [in aceordance with subsection (dd)}P)
of this section].

(13) [E5)] Receipt, transfer, and disposal of interven-
tional breast radiography machines. Each facility must [registrant
shall] maintain records showing the receipt, transfer, and disposal
of interventional breast radiography machines. These records must
be maintained in subsection (x) of this section for inspection by the
department and [shall] include the:

(A) date of receipt, transfer, or disposal,

(B) [the] name and signature of the individual making
the record; and

(C) [the] manufacturer's model name and serial number

on the control panel. [These records shall be maintained in aceordanee

(14) [(6)] Calibration, maintenance, and modifica-

tions. Each facility must [registrant shall] maintain records showing

calibrations, maintenance, and modifications performed on each

interventional breast radiography machine. These records must be

maintained as specified in subsection (x) of this section for inspection
by the department and [shall] include the:

(A) date of the calibration, maintenance, or modifica-
tion performed;

(B) [the] name of the individual making the record; and

(C) [the] manufacturer's model name and serial number

on the control panel. [These records shall be maintained in accordanee

(15) [(B] Viewing system. Windows, mirrors, closed cir-

cuit television, or an equivalent system must [shall] be provided to per-

mit the operator to continuously observe the patient during irradiation.

The operator must [shall be able to] maintain verbal, visual, and aural
contact with the patient.

(16) [E8)] Exposure of individuals other than the patient.
Only the staff and ancillary personnel required for the medical proce-

requirements| in [aceordanee with| subsection (v)(2) - (4) [H&) -
)] of this section.

(18) [2B] Equipment requirements. Interventional breast
radiography machines must meet the equipment [Equipment| require-
ments specified in [aceordanee with] §289.227(h) of this subchapter,
[title ] relating to certified x-ray systems [Use of Radiation Machines
in the Healing Arts)].

(19) [22)] Technique chart. A chart or manual must [shall]
be provided or electronically displayed in the vicinity of the control
panel of each interventional breast radiography machine that specifies
technique factors used for a [te be utilized versus] patient's anatomical
size. The technique chart must [shall] be used by all operators.

(x) Record requirements. Records specified in this section
must be maintained for inspection by the department as specified
in paragraph (3) of this subsection. Records may be maintained
electronically as specified in §289.231(ff)(3) of this subchapter.

(1) Records for mammography machines authorized for
mobile service operations.

(A) Copies of the following must be kept with mam-
mography machines authorized for mobile services:

(i) OSP as specified in subsection (t)(1) of this sec-

tion;

(ii) operator's credentials;

(iii) current quality control records for at least the
last 90 calendar days for on-board processors as specified in subsection
(D(1) of this section;

(iv) current copies
§289.230, and §289.231 of this chapter;

of §289.203, §289.226,

(v) _copy of certification;

(vi) _ certification of inspection as specified in subsec-
tion (v)(5) of this section;

(vii) notice of failure from last inspection as speci-
fied in subsection (v)(6) of this section, if applicable; and

(viii)  copy of mammography accreditation.

(B) Copies of all other records specified in this section
must be maintained at a specified location.

(2) Records required at separate authorized use locations.
Copies of the following must be kept at each separate authorized use
location:

(A) credentialing, continuing education, and continu-
ing experience records for IPs, MRTs, and medical physicists operating
at the location specified in subsection (h) of this section;

(B) mandatory training records for IPs and medical
physicists operating at the location specified in subsection (h) of this
section, if applicable;

(C) current physicist annual survey of the mammogra-
phy system;
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(D) current copies of §289.203, §289.226, §289.230,
and §289.231 of this chapter;

(E) copy of certification;

(F) QA program as specified in subsections (k), (1), and
(m) of this section;

(G) quality control records as specified in subsection
(k)(2) of this section;

(H) OSP as specified in subsection (t)(1) of this section;

(I) records of receipts, transfers, and disposal as speci-
fied in subsection (u)(3) of this section;

(J) calibration, maintenance, and modification records
as specified in subsection (t)(8) of this section;

(K) certification of inspection as specified in subsection
(V)(5) of this section;

(L) notification of failure as specified in subsection
(v)(6), if applicable;

(M) records of notification of patients as specified in
subsection (v)(10) this section; and

(N) copy of mammography accreditation.

(3) Retention requirements for record keeping. Time re-
quirements for record keeping must be according to the following chart.
Figure: 25 TAC §289.230(x)(3)

fhh)  Appendices}
HD Subjeets to be included in mammeography training for

ionine and ion:]
imaging of patients with breast implants; and}
at least cight hours of training in each mammogra-
phy modality to be used by the technologist in performing mammog-
raphy exams:}
H2) Subjeets to be included in mammeography training for

TTTEE

cifie to mammegraphy:}
der the direct supervision of a physician who meets the requirements
of subsection (D) of this seetion}

[(3) Operating and safety procedures. The registrant's op-
erating and safety procedures shall include; but are net limited to; the
following procedures as apphicable:}

HA) pesting netices to weorkers in acecordanece with
§289.203(b) of this title;}
fB) instructions to workers in accordance with

HE) netifications and repotts to individuals in accor-
dance with $289.203(d) of this title;]

(D) ordering x-ray ecxams in accordance with
§289.231(b) of this title;]

HE) oceupational dose requirements in aceordance with
§289.231(m) of this title;]

HE) personnel monitoring requirements in accordanee
with §289.231(n) and (q) of this title:}

S pesﬁﬂgefafadiaﬁeﬂarea%ﬂaeeerdaﬂeewi%h

[(H) &edeﬂﬂ&mgfequﬁemeﬂtsfefleadm&efpfe&ng
physietans; interpreting physieians; medieal
aﬁdmed&ea}phys*astsmaeeefdaﬂeewﬁhsubseeﬁen@ef%
section;]

D retention of elinical images in accordanee with sub-
section (£)(4) of this section;]

& quality assurance program in accordance with sub-
sections (u) - (w) of this section;]
poer quality in accordanee with subseetion (D DBIG) of this seetion:]

(L) repeat analysis in accordance with subsection
)3)(B) of this sections]

[(M)  procedures and techniques for mammography pa-
seetions}

N procedure to handle complaints in aceordance with

HO) self-referral mammeography in accordance with

HP) use of a technique chart in aceordanee with subsee-
tion (dd)(2) of this section;]

HQ) expesure of individuals other than the patient in
aceordance with subseetion (dd)(5) of this seection:}

{(R) use of protective devices in accordance with sub-
section (dd)(6) of this section; and]

Sy helding of patients or image receptors in aceor-

[(4) Phantom image scoring protocol for film-screen

medality: Each of the following objeet groups are to be seored sepa-
rately: In order to receive a passing seore on the phantem image; all
three test objeet groups must pass: A failure in any ene of the areas
results in a phantom failure}

HA) Eibers: A score of 4.0 for fibers is required to meet
follows.]

Jtiy - Begin with the largest fiber and move down in
size; adding ene peint for each full fiber until a score of zero or ene
half is given: Stop counting at the first point where you lose visibility
of objects.]

i) I the entire length of the fiber ean be seen and
its location and orientation are correct; that fiber receives a score of
one:}
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seen and its location and orientation are correct; that fiber receives a
seore of one half]

Hiv) I less than ene half of a fiber ean be seen or if
the location or orientation are incorrect; that fiber receives a score of
zero-}

)  After determining the last fiber to be counted;
look at the overall background for artifacts. If there arc background
objeets that are fiber-like in appearance and are of equal or greater
brightness than the last visible half or full fiber counted; subtract the
last half or full fiber scored.]

HB) Speck groups: A secore of 3.0 for speck groups is
required to meet the evaluation eriteria. Diameter sizes of speck groups
down in size adding one point for each full speck group until a score
of one half or zere is given; then stopd

Hit) I at least four of the specks in any group are
Hiit) Htwo or three speeks in a group are visualized;
the seore for the group is one half}

Hiv)y I one speek or no speeks from a group are

o) After determining the last speek group to re-
ceive a full or one-half point; look at the overall background for ar-
phantom that are of equal or greater brightness than individual specks
counted in the last visible half or full speck group counted; subtract the
artifact speck from the observed speeks in the last group scored; one by
one. Note that the highest number of speck-like artifacts that ean po-
in the last group- Repeat the scoring of the last visible speek group af-
ter these deductions. ]

HE) Masses: A score of 3.0 is required to meet the eval-
for each full mass observed until a score of one half or zero is assigned-}

i)  Seore one for each mass that appears as a minus
density objeet in the correct location that ean be seen elearly enough to

Seore one half if the mass is elearly present in
the correct location, but the borders are not visualized as circular.}

Hiv)  After determining the last full or half mass te
be counted; look at the overall background for artifacts: If there are

background ebjeets that are mass-like in appearance and are of equal
or greater visibility than the last visible mass; subtraet the last full or

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 5,
2025.
TRD-202500401

Cynthia Hernandez

General Counsel

Department of State Health Services

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 834-6655

. . .
25 TAC §289.234
STATUTORY AUTHORITY

The repeal is authorized by Texas Health and Safety Code
Chapter 401 (the Texas Radiation Control Act), which provides
for DSHS radiation control rules and regulatory program to be
compatible with federal standards and regulations; §401.051,
which provides the required authority to adopt rules and guide-
lines relating to the control of sources of radiation; §401.064,
which provides for the authority to adopt rules relating to in-
spection of x-ray equipment; Chapter 401, Subchapter J, which
authorizes enforcement of the Act; Chapter 401, Subchapter L,
which provides for the Certification of Mammography Systems;
and Texas Government Code §531.0055 and Texas Health and
Safety Code §1001.075, which authorize the Executive Com-
missioner of HHSC to adopt rules and policies for the operation
and provision of health and human services by DSHS and the
administration of Texas Health and Safety Code Chapter 1001.

$289.234.  Mammography Accreditation.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 5,
2025.

TRD-202500402

Cynthia Hernandez

General Counsel

Department of State Health Services

Earliest possible date of adoption: April 6, 2025
For further information, please call: (512) 834-6655

¢ ¢ ¢

TITLE 37. PUBLIC SAFETY AND CORREC-
TIONS

PART 6. TEXAS DEPARTMENT OF
CRIMINAL JUSTICE

CHAPTER 152. CORRECTIONAL
INSTITUTIONS DIVISION
SUBCHAPTER D. OTHER RULES
37 TAC §152.71

The Texas Board of Criminal Justice (board) proposes amend-
ments to §152.71, concerning Acceptance of Gifts Related to
Buildings for Religious and Secular Programs. The proposed
amendments revise "offender" to "inmate" and "rule" to "sec-
tion" throughout; revise the policy statement for clarity; remove
language specifying a building related to the provision of reli-
gious and secular programs; add language to state the TDCJ
shall meet with donor groups to evaluate a prospective donated
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building or enhancement; revise language to state a donor or de-
signee will be qualified; remove language requiring the building
to be used for religious and secular programs; and add language
to specify building enhancements.

Ron Steffa, Chief Financial Officer for the Texas Department of
Criminal Justice, has determined that for each year of the first
five years the proposed amendments will be in effect, enforcing
or administering the proposed amendments will not have fore-
seeable implications related to costs or revenues for state or lo-
cal government because the proposed amendments merely clar-
ify existing procedures.

Mr. Steffa has also determined that for each year of the first
five-year period, there will not be an economic impact on per-
sons required to comply with the rules because the proposed
amendments merely clarify existing procedures. There will not
be an adverse economic impact on small or micro businesses or
on rural communities. Therefore, no regulatory flexibility analy-
sis is required.

The anticipated public benefit, as a result of enforcing the pro-
posed amendments, will be to enhance clarity and public under-
standing. No cost will be imposed on regulated persons.

The proposed amendments will have no impact on government
growth; no impact on local employment; no creation or elimi-
nation of a government program; no creation or elimination of
employee positions; no increase or decrease in future legisla-
tive appropriations to the TDCJ; no increase or decrease in fees
paid to the TDCJ; no new regulation and no effect on an existing
regulation; no increase or decrease in the number of individuals
subject to the rule; and no effect upon the economy. The pro-
posed amendments will not constitute a taking.

Comments should be directed to the Office of the General
Counsel, Texas Department of Criminal Justice, P.O. Box 4004,
Huntsville, Texas 77342, ogccomments@tdcj.texas.gov. Written
comments from the general public must be received within 30
days of the publication of this rule in the Texas Register.

The amendments are proposed under Texas Government Code
§492.001, which authorizes the board to govern the depart-
ment; §492.013, which authorizes the board to adopt rules;
and §501.009, which requires the agency to adopt a policy
requiring each warden to identify and encourage volunteer and
faith-based organizations that provide programs for inmates.

Cross Reference to Statutes: None.

§152.71.  Acceptance of Gifts Related to Buildings for Religious and
Secular Programs.

(a) Policy. The Texas Board of Criminal Justice (TBCJ) and
Texas Department of Criminal Justice (TDCJ) encourage public or pri-
vate donations of buildings and building enhancements for the purpose
of assisting the reintegration of inmates into society through religious
and secular programs. The TBCJ is the only entity authorized to accept
such gifts on behalf of the TDCJ. [Only the Fexas Board of Criminal
Justice (FBCH is autherized to aceept gifts on behalf of the Fexas De-
partment of Criminal Justice Q"—DGH from any public or private source,
for use in maintaining and improving correctional programs and ser-
vices. The TBCJ also specifically and carnestly encourages the in-
volvement of volunteers and volunteer organizations for the purpose
of assisting the reintegration of offenders into society through religious
and secular programs. Correctional facilities of the TDCJ benefit from
donated additional spacc or enhancements to cxisting spacc for reli-

related to the provision of religious and seeular programs:|
(b) Procedures.

(1) The TDCIJ shall meet with donor groups for the purpose
of evaluating a prospective donated [aceepting a] bulldmg or building
enhancement [for a building related to the provision of religious and
seeular programs]. The TBCJ respects the right of contributors to des-
ignate a specific project at a specific TDCJ unit for [at] which the do-
nated building or building enhancement will be used.

(2) A donor or designee will [shall] be qualified to design
and construct the donated building or enhancement in accordance with
the TDCJ Administrative Plan for Capital Improvements by Donor
Groups. Subject to final project approval by the executive director or
designee, all plans for the building or enhancement must be approved
by the Facilities Division. All design and construction activities by the
donor or designee will be coordinated through the Facilities Division.
The Capital Improvement Review Committee shall review and coordi-
nate all steps pertaining to the project, ensuring all requirements of the
TDCJ Administrative Plan for Capital Improvements by Donor Groups
are followed. The donor or designee will design and construct the do-
nated building or enhancement at no cost to the TDCJ.

(3) The TDCIJ shall be the owner of the donated building
or building enhancement and shall be responsible for the operation,
control, and maintenance of the building or building enhancement[;
which shall be used for religious and seeular programs]. The naming
of buildings obtained under this section [rule] shall be in accordance
with 37 Texas Administrative Code §155.21.

(4) Buildings that serve as chapels provided by or enhanced
by donations under this section [rule] shall be used to provide a place
for all inmates [effenders] to practice their religion as guaranteed by
the First Amendment to the United States Constitution, in accordance
with TDCJ policy and procedures for facilitating the religious prac-
tices of inmates [offenders]. Furthermore, the buildings shall be used
by inmates [effenders] to participate in religious and secular programs
with volunteers, TDCJ chaplaincy staff, and other program personnel.

(5) These donations, including donations at privately-oper-
ated, state-owned facilities, shall be presented at a regularly scheduled
meeting of the TBCJ for discussion, consideration, and possible action.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 21,

2025.

TRD-202500659

Stephanie Greger

General Counsel

Texas Department of Criminal Justice

Earliest possible date of adoption: April 6, 2025
For further information, please call: (936) 437-6700

¢ L4 ¢
CHAPTER 163. COMMUNITY JUSTICE
ASSISTANCE DIVISION STANDARDS

37 TAC §163.33

The Texas Board of Criminal Justice (board) proposes amend-
ments to §163.33, concerning Community Supervision Staff.
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The proposed amendments revise "rule" to "section" through-
out; revise the definition of "direct supervision”; and make
grammatical and formatting updates.

Ron Steffa, Chief Financial Officer for the Texas Department of
Criminal Justice, has determined that for each year of the first
five years the proposed amendments will be in effect, enforcing
or administering the proposed amendments will not have fore-
seeable implications related to costs or revenues for state or lo-
cal government because the proposed amendments merely clar-
ify existing procedures.

Mr. Steffa has also determined that for each year of the first
five-year period, there will not be an economic impact on per-
sons required to comply with the rules because the proposed
amendments merely clarify existing procedures. There will not
be an adverse economic impact on small or micro businesses or
on rural communities. Therefore, no regulatory flexibility anal-
ysis is required. The anticipated public benefit, as a result of
enforcing the proposed amendments, will be to enhance clarity
and public understanding. No cost will be imposed on regulated
persons.

The proposed amendments will have no impact on government
growth; no impact on local employment; no creation or elimi-
nation of a government program; no creation or elimination of
employee positions; no increase or decrease in future legisla-
tive appropriations to the TDCJ; no increase or decrease in fees
paid to the TDCJ; no new regulation and no effect on an existing
regulation; no increase or decrease in the number of individuals
subject to the rule; and no effect upon the economy. The pro-
posed amendments will not constitute a taking.

Comments should be directed to the Office of the General
Counsel, Texas Department of Criminal Justice, P.O. Box 4004,
Huntsville, Texas 77342, ogccomments@tdcj.texas.gov. Written
comments from the general public must be received within 30
days of the publication of this rule in the Texas Register.

The amendments are proposed under Texas Government Code
§492.013, which authorizes the board to adopt rules; and
§509.003, which authorizes the board to adopt reasonable rules
establishing standards and procedures for the TDCJ Community
Justice Assistance Division.

Cross Reference to Statutes: None.

$§163.33.  Community Supervision Staff-

(a) Purpose.
(1) The purpose of this section [Community Justice Assis-
tance Division (CJAD) rule] is to establish [set ferth] the eligibility,
professional training, certification, and record-keeping requirements

for Community Supervision and Corrections Departments' (CSCDs)
professional staff, direct care staff, and contract staff.

(2) Once the Community Justice Assistance Division
(CJAD) [€JAD] has certified a community supervision officer (CSO)
or residential CSO in accordance with this section [rule], the CSO or
residential CSO will maintain certification and eligibility for certifica-
tion provided they are in compliance with training hour requirements
and are employed by a CSCD.

(3) CSCDs, CSOs, residential CSOs, direct care staff, and
contract staff members who work at CSCDs, Substance Abuse Felony
Punishment Facilities (SAFPFs), CSCD residential facilities, or Com-
munity Correction Facilities (CCFs) must comply with this section
[rule].

(4) This section [rule] specifies the certification and train-
ing requirements for professional staff and direct care staff based on
their status as a new employee, an employee with less than four years
of experience, an employee with more than four years of experience, a
returning employee, or an employee who is exempt from certain certi-
fication requirements based upon their years of on-the-job experience.

(b) Definitions.

(1) "Contract staff" are staff working at a CSCD or one of
its facilities pursuant to a contract rather than as permanent, full-time
employees of the CSCD.

(2) "CSOs" [are community supervision officers whe] pro-
vide direct supervision to offenders on community supervision.

(3) '"Direct care staff" provide [are staff providing] direct
care within a residential facility operated by a CSCD.

(4) "Direct supervision" refers to a type of supervision de-
scribed in Section 163.35(b)(1) [effenders whe are legally on commu-
nity supervision and who werk or reside in the jurisdiction in which
they are being supervised and receive a minimum of one face-to-face
contact with a CSO cvery three months. Dircet supervision begins

(5) '"Professional staff," in [for purpeses of] this section
[rule], includes CSCD directors and assistant directors, CCF directors
and assistant directors, CSO supervisory staff, CSOs, and residential
CSOs.

(6) '"Professional training" includes a formal presentation
of specific behavioral learning objectives and skills or specific knowl-
edge in actual day-to-day community supervision work [and] approved
by the CSCD director, in writing, as professional training.

(7) "Residential CSOs" [are community supervision offi-
eers whe] provide direct supervision to offenders sentenced to com-
munity supervision within a residential facility managed by a CSCD.

(c) Eligibility for Employment [employment] as a CSO or
Residential [residential] CSO. To be eligible for employment as a
CSO or residential CSO serving in a position of direct supervision of
offenders, a person must:

(1) have [Have] a bachelor's degree conferred by an insti-
tution of higher education accredited by an accrediting organization
recognized by the Texas Higher Education Coordinating Board;

(2) not [Net] be [a persen] employed or volunteering as a
peace officer or working [wetk] as a reserve or volunteer peace officer;

(3) be [Be] eligible to supervise offenders in accordance
with Texas Criminal Justice Information Services (CJIS) Access Pol-
icy; and

(4) become [Beecome] certified and attend professional
training in accordance with this section [rule].

(d) Newly Hired [hired] CSO or Residential [residential] CSO
Certification [eertifieation]. A newly hired CSO or residential CSO
shall complete the certification course and achieve a passing grade on
the applicable CJAD certification examination within one year of the
date of employment as a CSO or residential CSO. A CSO or residential
CSO may complete course work and take examinations to achieve dual
certification.

(1) A CSO or residential CSO who fails to achieve certifi-
cation within the first year of employment shall not serve in a position
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of direct supervision over offenders until certification is achieved un-
less the CJAD grants an extension for the completion of course work
and re-examination.

(2) A CSO orresidential CSO who completes the certifica-
tion course work but fails to pass the certification examination may take
the examination a second time. A CSO or residential CSO who fails
the examination a second time shall complete the certification course
again before taking the examination for the third and final time.

(3) A CSO or residential CSO who has failed the certifica-
tion examination three times is eligible to pursue certification no sooner
than two years after the last failed examination in accordance with this
section [rule] and shall not serve in a position of direct supervision over
offenders until certification is achieved.

(e) Exempt CSO and Residential [residential] CSO
Certification [eertification]. A CSO or residential CSO who has been
continuously employed by any CSCD in Texas from on or before
September 1, 1989, is exempt from the certification requirements.
Certification courses and the certification examination, however, shall
be available to exempt CSOs and residential CSOs. Exempt CSOs or
residential CSOs who complete the certification course work but fail to
pass the certification examination may take the examination a second
time. An exempt CSO or residential CSO who fails the examination
a second time may complete the certification course again before
taking the examination for the third and final time. Although exempt
from certification, exempt CSOs and residential CSOs are required to
complete professional training each biennium in accordance with this
section [rule].

(f) Recertification of Professional Staff Upon Re-employment
[prefessional staff upon re-employment]. Professional staff subject to
the certification provisions of this section [rale] who have left the em-
ployment of a Texas CSCD for more than one year are required to be-
come recertified in accordance with this section [rale]. All professional
staff [employees] who had less than one year of experience before leav-
ing the employment of a CSCD must become certified or recertified in
accordance with this section [rule].

(g) Professional Training of Professional Staff [training ef pro-
fessional staff].
(1) Professional staff with less than four years of experi-

ence shall complete at least 80 documented hours of professional train-
ing each biennium.

(A) Up to 40 hours in excess of the 80 required profes-
sional training hours may be carried over to the next biennium.

(B) Professional staff who fail to complete the required
80 hours of professional training within a biennium shall not serve in
a position of direct supervision of offenders until the required profes-
sional training hours are completed.

(2) Professional staff with at least four years of experience
shall complete at least 40 documented hours of professional training
each biennium, beginning the biennium after which four years of ex-
perience is achieved.

(A) Atleasttwo of the required four years of experience
shall have been earned as a full-time, wage-earning officer in Texas
community supervision. Up to two of the four years of required ex-
perience may have been earned through work in juvenile probation or
parole, adult parole, or similar work in other states. The required four
years of experience is not required to be continuous.

(B) Up to 20 hours in excess of the 40 required profes-
sional training hours may be carried over to the next biennium.

(C) Professional staff who fail to complete the required
40 hours of professional training within a biennium shall not serve in a
position of direct supervision over offenders until the required profes-
sional training hours are completed. Professional staff who are exempt
from certification as defined in this section [rule] and fail to complete
the required 40 hours of professional training within a biennium shall
not serve in a position of direct supervision over offenders until the re-
quired professional training hours are completed.

(h) Training of CSOs Who Supervise SAFPF Program Partic-
ipants [who supervise SAFPF program participants].

(1) CSOs who supervise participants in a SAFPF program
shall complete the CJAD approved training designed for officers who
supervise SAFPF program participants in [during the eourse of] treat-
ment in a SAFPF and in the continuum of care component of the SAFPF
program.

(2) The training shall be completed within one year of be-
ing assigned supervision of SAFPF program participants; unless the
CJAD grants an extension for completion of the course work.

(3) CSOs who supervise SAFPF program participants and
who fail to complete the CJAD approved SAFPF training shall not
serve in a position of direct supervision over SAFPF program partici-
pants until the required CJAD approved SAFPF training is completed;
unless the CJAD grants an extension.

(i) Direct Care Staff Certifications and Professional Training
[eare staff certifications and professional training].

(1) Newly Hired Direct Care Staff Certifications [hired di-
reet care staff certifications]. Direct care staff working in a residential
facility shall be required to complete the following types of training
and obtain the required certifications within one year of their initial
hire date as follows:

(A) training [Fraining] in ethics, discrimination, and
sexual harassment;

(B) certification [Certifieation] in first aid procedures,
cardiopulmonary resuscitation (CPR) procedures, and HIV/AIDS ed-
ucation. Direct care staff shall maintain certification in first aid proce-
dures, CPR procedures, and HIV/AIDS education in accordance with
the training authority's guidelines for frequency of training and certifi-
cation in first aid procedures, CPR procedures, and HIV/AIDS educa-
tion;

(C) residential [Restdential] staff certification training
offered by the CJAD; and

(D) a [A] defensive driving course. Direct care staff
shall [and] provide certification of completion with a passing grade
from the course provider to the CSCD director or designee. Direct care
staff shall take defensive driving courses in accordance with the train-
ing authority's guidelines for frequency of training and certification in
defensive driving.

(2) Direct care staff working in a residential facility shall
be required to complete professional training as follows:

(A) All residential direct care staff, including contract
staff, with less than four years of experience at the close of business on
August 31st of any biennium, shall be required to complete a minimum
of 40 hours of documented professional training per biennium.

(B) A minimum of 20 professional training hours per
biennium shall be specific to the needs of the offender population
served by the facility.
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(C) Up to 20 hours in excess of the 40 required profes-
sional training hours may be carried over to the next biennium.

(3) Direct care residential staff with four or more years of
experience at the close of business on August 31st of any biennium,
regardless of when the four years of experience is achieved, shall com-
plete at least 20 documented hours of professional training each bien-
nium.

(A) In [Eer purpeses of] this section, experience may
include up to two years of prior employment as a correctional officer
or direct care staff in a juvenile facility, jail, parole facility, state jail
facility, prison, private vendor residential facility, or similar work in
another state. At least two of the required four years of experience
shall have been as a full-time, wage-earning direct care staff member
in a CCF funded by the TDCJ CJAD in Texas. The required four years
of experience is not required to be continuous.

(B) The reduced number of hours of required profes-
sional training for the direct care residential staff who have at least
four years of experience shall not affect or reduce the training require-
ments regarding CPR, first aid, or defensive driving. A maximum of
10 hours earned in excess of the 20 required professional training hours
may be carried over to the next biennium. Direct care residential staff
who fail to complete the required 20 hours of training within a bien-
nium shall not serve as direct care residential staff until the required
hours are completed.

(j) Maintenance of Records [reeords]. Each CSCD director
shall have a written policy that requires the maintenance of train-
ing records for all [each] professional staff, [er] direct care staff,
[employee] and contract staff [member]. The CSCD director or
designee shall ensure that training records for staff identified in this
section [rule] are maintained and available for CJAD auditors. Those
records shall include the:

(1) [Fhe] number of professional training hours completed
and the dates of the training;

(2) [Fhe] specific training programs attended with support-
ing documentation;

(3) [The] specific certifications obtained with supporting
documentation;

(4) [The] number of completed professional training hours
certified in writing by the CSCD director or designee as professional
training; and

(5) [The] number of professional training hours carried
over from one biennium to the next biennium in accordance with this
section [these rules].

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 24,
2025.

TRD-202500685

Stephanie Greger

General Counsel

Texas Department of Criminal Justice

Earliest possible date of adoption: April 6, 2025
For further information, please call: (936) 437-6700

¢ ¢ ¢
37 TAC §163.42

The Texas Board of Criminal Justice (board) proposes amend-
ments to §163.42, concerning Substantial Noncompliance. The
proposed amendments reflect the Office of Internal Audit as in-
dependent of the TDCJ.

Ron Steffa, Chief Financial Officer for the Texas Department of
Criminal Justice, has determined that for each year of the first
five years the proposed amendments will be in effect, enforcing
or administering the proposed amendments will not have fore-
seeable implications related to costs or revenues for state or lo-
cal government because the proposed amendments merely clar-
ify existing procedures.

Mr. Steffa has also determined that for each year of the first
five-year period, there will not be an economic impact on per-
sons required to comply with the rules because the proposed
amendments merely clarify existing procedures. There will not
be an adverse economic impact on small or micro businesses or
on rural communities. Therefore, no regulatory flexibility anal-
ysis is required. The anticipated public benefit, as a result of
enforcing the proposed amendments, will be to enhance clarity
and public understanding. No cost will be imposed on regulated
persons.

The proposed amendments will have no impact on government
growth; no impact on local employment; no creation or elimi-
nation of a government program; no creation or elimination of
employee positions; no increase or decrease in future legisla-
tive appropriations to the TDCJ; no increase or decrease in fees
paid to the TDCJ; no new regulation and no effect on an existing
regulation; no increase or decrease in the number of individuals
subject to the rule; and no effect upon the economy. The pro-
posed amendments will not constitute a taking.

Comments should be directed to the Office of the General
Counsel, Texas Department of Criminal Justice, P.O. Box 4004,
Huntsville, Texas 77342, ogccomments@tdcj.texas.gov. Written
comments from the general public must be received within 30
days of the publication of this rule in the Texas Register.

The amendments are proposed under Texas Government Code
§492.013, which authorizes the board to adopt rules; and
§509.003, which authorizes the board to adopt reasonable rules
establishing standards and procedures for the TDCJ Community
Justice Assistance Division.

Cross Reference to Statutes: None.
§163.42.  Substantial Noncompliance.

(a) Definition. Substantial noncompliance with the Texas De-
partment of Criminal Justice Community Justice Assistance Division
(TDCJ CJAD) standards, for purposes of Texas Government Code
§509.012, is defined as:

(1) intentional diversion, theft, or misapplication of TDCJ
CJAD funding or grants for purposes other than the state funding award
or allocation;

(2) wviolations of laws, regulations, or official manuals spe-
cific to the operations of the community supervision and corrections
departments (CSCDs);

(3) intentional refusal to implement a TDCJ CJAD ap-
proved action plan that is a result of audits, reviews, or inspections;

(4) for purposes of qualifying for state aid under 37 Texas
Administrative Code §163.43(a)(1)(F), relating to Funding and Finan-
cial Management, failure to hold the meeting to finalize the CSCD bud-
get as required by Texas Local Government Code §140.004; and
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(5) interference, obstruction, or hindrance with any efforts
by the Texas Comptroller of Public Accounts, county auditor of the
county that manages the CSCD's funds, TDCJ CJAD, Texas Board of
Criminal Justice Office of the Independent Auditor [FDES Internal Au-
dit Division], Legislative Budget Board, Texas State Auditor's Office,
or Texas Sunset Advisory Commission to examine or audit the records,
transactions, and performance of the CSCD or facilities.

(b) Imposing Sanctions. Sanctions imposed for substantial
noncompliance shall be in accordance with the provisions outlined in
37 Texas Administrative Code §163.47, relating to Contested Matters.

The agency certifies that legal counsel has reviewed the pro-
posal and found it to be within the state agency's legal authority
to adopt.

Filed with the Office of the Secretary of State on February 21,
2025.

TRD-202500660

Stephanie Greger

General Counsel

Texas Department of Criminal Justice

Earliest possible date of adoption: April 6, 2025
For further information, please call: (936) 437-6700

¢ ¢ ¢
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	additional state aid for open education resource instructional ma-terials. FISCAL IMPACT: Todd Davis, associate commissioner of in-structional strategy, has determined that for the first five-year period the proposal is in effect, there are no additional costs to state or local government, including school districts and open-enrollment charter schools, required to comply with the proposal. LOCAL EMPLOYMENT IMPACT: The proposal has no effect on local economy; therefore, no local employment impact statement i



	by the commissioner of education not more than 14 calen-dar days after notice of the proposal has been published in the Texas Register on March 7, 2025. A form for sub-mitting public comments is available on the TEA website at https://tea.texas.gov/About_TEA/Laws_and_Rules/Com-missioner_Rules_(TAC)/Proposed_Commissioner_of_Educa-tion_Rules/. STATUTORY AUTHORITY. The new sections are proposed under Texas Education Code (TEC), §31.003(b), as added by House Bill (HB) 1605, 88th Texas Legislature, Regular Ses-s
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	§67.1001. Instructional Materials and Technology Allotment. (a) The commissioner of education shall determine the amount of the Instructional Materials and Technology Allotment for a school district or an open-enrollment charter school based on Texas Student Data System Public Education Information Management System (TSDS PEIMS) student enrollment data from the fall snapshot collection of the school year preceding the first year of each biennium. (b) The commissioner shall determine the amount of the allot-
	§67.1001. Instructional Materials and Technology Allotment. (a) The commissioner of education shall determine the amount of the Instructional Materials and Technology Allotment for a school district or an open-enrollment charter school based on Texas Student Data System Public Education Information Management System (TSDS PEIMS) student enrollment data from the fall snapshot collection of the school year preceding the first year of each biennium. (b) The commissioner shall determine the amount of the allot-

	(2) certification that the school district or open-enrollment charter school has used its allotment for only the allowable expendi-tures provided in subsection (e) of this section; and (3) information regarding the instructional materials used by the district during the previous school year, including the cost of each material as required by TEC, §31.1012. (i) Upon completion of the requirements listed in subsection (h) of this section, school districts and open-enrollment charter schools may access their a
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	(j) Texas Government Code, Chapter 2251, does not apply to requisitions placed under this section, per TEC, §31.0215(e). (k) The additional state aid for SBOE-approved instructional materials outlined in TEC, §48.307, may be used to purchase: (1) instructional material products placed on the list of ap-proved materials outlined in TEC, §31.022, including any non-text components of the approved product, such as manipulative kits or dig-ital licenses; or (2) instructional material components from a product on
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	(g) Funds may only be used for the costs incurred or for which the district is obligated to pay during the school year in which the aid is provided. (h) Requisitions for funding must be submitted in the online requisition and disbursement system required in TEC, §31.0212(e), be-fore August 31 of the fiscal year in which the aid is provided. (i) The entitlements for each year will be made available for school district and open-enrollment charter school use through the state's online instructional materials o
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	SUBCHAPTER AA. TEACHER STANDARDS 19 TAC §149.1001 The Texas Education Agency (TEA) proposes the repeal of §149.1001 and new §149.1001, concerning teacher standards. The proposed repeal and new rule would reflect alignment with recent updates to State Board for Educator Certification (SBEC) rules in 19 Texas Administrative Code (TAC) Chapter 235, Subchapters A-D, as required by House Bill (HB) 1605, 88th Texas Legislature, Regular Session, 2023. BACKGROUND INFORMATION AND JUSTIFICATION: Section 149.1001 iden
	SUBCHAPTER AA. TEACHER STANDARDS 19 TAC §149.1001 The Texas Education Agency (TEA) proposes the repeal of §149.1001 and new §149.1001, concerning teacher standards. The proposed repeal and new rule would reflect alignment with recent updates to State Board for Educator Certification (SBEC) rules in 19 Texas Administrative Code (TAC) Chapter 235, Subchapters A-D, as required by House Bill (HB) 1605, 88th Texas Legislature, Regular Session, 2023. BACKGROUND INFORMATION AND JUSTIFICATION: Section 149.1001 iden
	would not require an increase or decrease in future legislative appropriations to the agency; would not require an increase or decrease in fees paid to the agency; would not expand or limit an existing regulation; would not increase or decrease the number of individuals subject to its applicability; and would not positively or adversely affect the state's economy. PUBLIC BENEFIT AND COST TO PERSONS: Ms. Oeser has determined that for each year of the first five years the proposal is in effect, the public ben
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	STATUTORY AUTHORITY. The new section is proposed under Texas Education Code, §21.351, which authorizes the commis-sioner to adopt a recommended appraisal process and criteria on which to appraise the performance of teachers. CROSS REFERENCE TO STATUTE. The new section imple-ments Texas Education Code, §21.351. §149.1001. Teacher Standards. (a) Purpose. The standards identified in this section are per-formance standards used to inform the preparation, appraisal, and pro-fessional development of Early Childho
	STATUTORY AUTHORITY. The new section is proposed under Texas Education Code, §21.351, which authorizes the commis-sioner to adopt a recommended appraisal process and criteria on which to appraise the performance of teachers. CROSS REFERENCE TO STATUTE. The new section imple-ments Texas Education Code, §21.351. §149.1001. Teacher Standards. (a) Purpose. The standards identified in this section are per-formance standards used to inform the preparation, appraisal, and pro-fessional development of Early Childho



	(7) Evidence-based--a concept or strategy that has been evaluated as a whole and found to have positive effects when imple-mented with programmatic fidelity. (8) Explanatory feedback--feedback that provides the learner with an explanation of strengths and weaknesses related to the learning activity or assignment. (9) Explicit instruction--instruction in which the teacher's actions are clear, unambiguous, direct, and visible. Explicit instruction makes it clear what the students are to do and learn. (10) Fix
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	(20) Metacognition--the awareness of how one's mind learns and thinks and the use of that awareness to optimize the effi-ciency of learning and cognition. (21) Multiple means of engagement--a range of options provided to engage and motivate students in learning. (22) Multiple means of representation--a range of options provided in the ways that information is presented to students. (23) Multiple means of action and expression--a range of options provided in the ways that students express or demonstrate thei
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	that are used to evaluate student learning, knowledge, proficiency, or mastery of a learning target. (c) Standards. (1) Standard 1--Instructional Preparation. Teachers under-stand how students learn, and they prepare for instructional delivery by designing lessons, evaluating instructional materials, leveraging their knowledge of students, and engaging in a thorough process for lesson internalization. (A) Teachers apply basic principles from the learning sciences to prepare for instruction. (i) Teachers und
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	(iv) Teachers plan for the use of digital tools and re-sources to engage students in active, deep learning. (D) Teachers ensure lesson sequence and materials meet the needs of all learners and adapt methods when appropriate. (i) Teachers plan for the use of multiple means to engage students, varied ways of representing information, and options for students to demonstrate their learning. (ii) Teachers leverage student data to prepare flexi-ble student groups that facilitate learning for all students. (iii) T
	(iv) Teachers plan for the use of digital tools and re-sources to engage students in active, deep learning. (D) Teachers ensure lesson sequence and materials meet the needs of all learners and adapt methods when appropriate. (i) Teachers plan for the use of multiple means to engage students, varied ways of representing information, and options for students to demonstrate their learning. (ii) Teachers leverage student data to prepare flexi-ble student groups that facilitate learning for all students. (iii) T
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	practices that are research-and evidence-based and informed by student work. (A) Teachers deliver research-and evidence-based in-struction to meet the needs of all learners and adapt methods when ap-propriate. (i) Teachers effectively communicate grade-level expectations, objectives, and goals to help all students reach high levels of achievement. (ii) Teachers apply research-and evidence-based teaching strategies for eliciting and sustaining attention and motivation and supporting memory encoding and recal
	practices that are research-and evidence-based and informed by student work. (A) Teachers deliver research-and evidence-based in-struction to meet the needs of all learners and adapt methods when ap-propriate. (i) Teachers effectively communicate grade-level expectations, objectives, and goals to help all students reach high levels of achievement. (ii) Teachers apply research-and evidence-based teaching strategies for eliciting and sustaining attention and motivation and supporting memory encoding and recal
	practices that are research-and evidence-based and informed by student work. (A) Teachers deliver research-and evidence-based in-struction to meet the needs of all learners and adapt methods when ap-propriate. (i) Teachers effectively communicate grade-level expectations, objectives, and goals to help all students reach high levels of achievement. (ii) Teachers apply research-and evidence-based teaching strategies for eliciting and sustaining attention and motivation and supporting memory encoding and recal

	(ii) Teachers implement frequent, low-or no-stakes assessments to promote retrieval of learned information. (iii) Teachers continually monitor and assess stu-dents' progress to guide instructional outcomes and determine next steps to ensure student mastery of grade-level content. (iv) Teachers build student capacity to self-monitor their progress. (v) Teachers provide frequent, timely, and specific explanatory feedback that emphasizes effort and improvement and ac-knowledges students' strengths and areas fo
	(ii) Teachers implement frequent, low-or no-stakes assessments to promote retrieval of learned information. (iii) Teachers continually monitor and assess stu-dents' progress to guide instructional outcomes and determine next steps to ensure student mastery of grade-level content. (iv) Teachers build student capacity to self-monitor their progress. (v) Teachers provide frequent, timely, and specific explanatory feedback that emphasizes effort and improvement and ac-knowledges students' strengths and areas fo

	(v) Teachers stay current with developments, new content, new approaches, and changing methods of instructional de-livery within their discipline. (B) Teachers demonstrate content-specific pedagogy that meets the needs of diverse learners, using engaging instructional materials to connect prior content knowledge to new learning. (i) Teachers teach the key content knowledge, the key skills of the discipline, and the requisite linguistic skills to con-struct, the information into usable knowledge and make it 
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	(v) Teachers stay current with developments, new content, new approaches, and changing methods of instructional de-livery within their discipline. (B) Teachers demonstrate content-specific pedagogy that meets the needs of diverse learners, using engaging instructional materials to connect prior content knowledge to new learning. (i) Teachers teach the key content knowledge, the key skills of the discipline, and the requisite linguistic skills to con-struct, the information into usable knowledge and make it 
	(v) Teachers stay current with developments, new content, new approaches, and changing methods of instructional de-livery within their discipline. (B) Teachers demonstrate content-specific pedagogy that meets the needs of diverse learners, using engaging instructional materials to connect prior content knowledge to new learning. (i) Teachers teach the key content knowledge, the key skills of the discipline, and the requisite linguistic skills to con-struct, the information into usable knowledge and make it 
	(v) Teachers stay current with developments, new content, new approaches, and changing methods of instructional de-livery within their discipline. (B) Teachers demonstrate content-specific pedagogy that meets the needs of diverse learners, using engaging instructional materials to connect prior content knowledge to new learning. (i) Teachers teach the key content knowledge, the key skills of the discipline, and the requisite linguistic skills to con-struct, the information into usable knowledge and make it 



	(ix) Teachers communicate and model the connec-tions between mathematics and other fields that use mathematics to problem solve, make decisions, and incorporate real-world applica-tions in instruction. (x) Teachers explicitly teach and model that math abilities are expandable and improvable. (D) Teachers demonstrate research-and evi-dence-based best practices specific to planning, instruction, and assessment of language arts and reading. (i) Teachers analyze instructional materials in preparation for instru
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	(iii) Teachers model and provide explicit instruction on effective behavior regulation skills to build students' resilience and self-discipline. (iv) Teachers maintain a safe and positive culture of student ownership and group accountability that fosters engagement by all students in the classroom expectations, culture, and norms. (B) Teachers lead and maintain classroom environ-ments in which students are motivated and cognitively engaged in learning. (i) Teachers maintain a classroom environment that is b
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	(v) Teachers seek to lead other adults on campus through professional learning communities, grade-or subject-level team leadership, committee membership, or other opportunities. (vi) Teachers collaborate with educational profes-sionals to ensure learning is accessible and enables all students to reach their academic and non-academic goals. (C) Teachers communicate consistently, clearly, and re-spectfully with all community stakeholders, including students, parents and families, colleagues, administrators, a
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	BACKGROUND INFORMATION AND JUSTIFICATION The proposed new 22 Texas Administrative Code §210.27 im-plements TEX. HEALTH & SAFETY CODE § 691.012, which authorizes the Commission to adopt rules necessary to set and administer fees. These fees are reasonable and necessary to cover the cost of regulating willed body programs, non-trans-plant anatomical donation organizations, and anatomical facili-ties. The rule is necessitated by the transfer of regulatory duties from the Anatomical Board of the State of Texas 
	BACKGROUND INFORMATION AND JUSTIFICATION The proposed new 22 Texas Administrative Code §210.27 im-plements TEX. HEALTH & SAFETY CODE § 691.012, which authorizes the Commission to adopt rules necessary to set and administer fees. These fees are reasonable and necessary to cover the cost of regulating willed body programs, non-trans-plant anatomical donation organizations, and anatomical facili-ties. The rule is necessitated by the transfer of regulatory duties from the Anatomical Board of the State of Texas 
	BACKGROUND INFORMATION AND JUSTIFICATION The proposed new 22 Texas Administrative Code §210.27 im-plements TEX. HEALTH & SAFETY CODE § 691.012, which authorizes the Commission to adopt rules necessary to set and administer fees. These fees are reasonable and necessary to cover the cost of regulating willed body programs, non-trans-plant anatomical donation organizations, and anatomical facili-ties. The rule is necessitated by the transfer of regulatory duties from the Anatomical Board of the State of Texas 
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	The proposed rule does not constitute a taking as it does not impose a burden on private real property. TEX. GOV'T CODE § 2007.043. GOVERNMENT GROWTH IMPACT STATEMENT Pursuant to TEX. GOV'T CODE § 2001.0221, the Commission provides the following government growth impact statement: 1. The proposed rule does not create or eliminate a government program. 2. Implementation of the proposed rule does not require the cre-ation or elimination of employee positions. 3. Implementation of the proposed rule may impact 
	The proposed rule does not constitute a taking as it does not impose a burden on private real property. TEX. GOV'T CODE § 2007.043. GOVERNMENT GROWTH IMPACT STATEMENT Pursuant to TEX. GOV'T CODE § 2001.0221, the Commission provides the following government growth impact statement: 1. The proposed rule does not create or eliminate a government program. 2. Implementation of the proposed rule does not require the cre-ation or elimination of employee positions. 3. Implementation of the proposed rule may impact 
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	(e) Non-refundable fees. All fees are non-refundable and must be paid to the Texas Funeral Service Commission. The agency certifies that legal counsel has reviewed the pro-posal and found it to be within the state agency's legal authority to adopt. Filed with the Office of the Secretary of State on February 21, 2025. TRD-202500680 Sarah Sanders Staff Attorney Texas Funeral Service Commission Earliest possible date of adoption: April 6, 2025 For further information, please call: (512) 936-2469 ♦ ♦ ♦ TITLE 25
	(e) Non-refundable fees. All fees are non-refundable and must be paid to the Texas Funeral Service Commission. The agency certifies that legal counsel has reviewed the pro-posal and found it to be within the state agency's legal authority to adopt. Filed with the Office of the Secretary of State on February 21, 2025. TRD-202500680 Sarah Sanders Staff Attorney Texas Funeral Service Commission Earliest possible date of adoption: April 6, 2025 For further information, please call: (512) 936-2469 ♦ ♦ ♦ TITLE 25
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	outcome data report must include calculations for positive predictive value, cancer detection rate, and recall rate. Additional changes to §289.230 include reorganizing the rule to mirror the layout of other sections of this chapter, adding sur-vey report requirements, and adding and clarifying definitions for various terms related to mammography machines. The proposal adopts 21 CFR Part 900 by reference for system design, screen-film, processor performance testing, equipment variances, and investigational 
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	Texas Government Code §2001.0045 does not apply to these rules because the rules are necessary to comply with federal law: 21 CFR Part 900, and to protect the health, safety, and welfare of the residents of Texas. PUBLIC BENEFIT AND COSTS Dr. Timothy Stevenson, Deputy Commissioner, Consumer Pro-tection Division, has determined that for each year of the first five years the rules are in effect, the anticipated public benefit will be improved protection from unnecessary exposure to radiation for the public, p
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	cations, denials, and hearings regarding certificates of registration are applicable to certifications issued by the department [agency]. (4) [(3)] This section does not apply to an entity under the jurisdiction of the federal government. (5) [(4)] An entity, [that is a "covered entity" as that term is] defined in [HIPAA (]the Health Insurance Portability and Account-ability Act of 1996 (HIPAA) as a "covered entity" under[,] 45 [Code of Federal Regulations (]CFR[),] Parts 160 and 164[)], may be subject to p
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	(5) All mammography and interventional breast radiogra-phy facilities are exempt from the posting of radiation area require-ments of §289.231 of this subchapter if the operator has continuous surveillance and controls access to the radiation area. (e) [(c)] Definitions. The following words and terms, when used in this section, [shall] have the following meanings unless the context [clearly] indicates otherwise. (1) Accreditation--The approved use of a mammography machine by an AB [An approval of a mammograp
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	(8) [(9)] Automatic exposure control (AEC)--A device [that] automatically controlling [controls] one or more technique factors [in order] to obtain the [at preselected locations a] required quantity of radiation at preselected locations. (9) [(10)] Average glandular dose--The average absorbed dose [accruing] to the glandular tissue of the breast. (10) [(11)] Beam-limiting device--A device providing [that provides] a means to restrict the dimensions of the x-ray field. (11) [(12)] Breast implant--A prostheti
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	supervising medical physicist is present to observe, and correct, as needed, the individual [who is] conducting the survey. [(23) Established operating level--The value of a particular quality assurance parameter that has been established as an acceptable normal level by the registrant's quality assurance program.] (22) [(24)] Facility--A hospital, outpatient department, clinic, radiology practice, mobile unit, an office of a physician, or other person conducting [that conducts] breast cancer screening or d


	(28) [(30)] Healing arts--Any system, treatment, operation, diagnosis, prescription, or practice for the ascertainment, cure, relief, palliation, adjustment, or correction of any human disease, ailment, de-formity, injury, or unhealthy or abnormal physical or mental condition. (29) Healthcare provider--A doctor of medicine or os-teopathy, podiatrist, dentist, chiropractor, clinical psychologist, optometrist, physician assistant, or nurse practitioner authorized to practice by the state of Texas and performi
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	generator, x-ray control, tube housing assembly, beam-limiting device, and the necessary supporting structures. Additional components functioning with the machine are considered integral parts of the system. [machine(s)--A unit consisting of components assembled for the production of x-rays for use during mammography. These include, at a minimum, the following:] [(A) an x-ray generator;] [(B) an x-ray control;] [(C) a tube housing assembly;] [(D) a beam limiting device; and] [(E) supporting structures.] (42
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	(47) [(49)] Mobile service operation--The provision of mammography machines and personnel at temporary sites to perform mammography for limited time periods. (48) [(50)] Multi-reading--Two or more physicians inter-preting the same mammogram. At least one physician must [shall] be qualified as an IP [interpreting physician]. (49) Operator--An individual who performs interventional breast mammography examinations. (50) [(51)] Optical density (OD)--A measure of the fraction of incident light transmitted throug
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	(61) [(62)] Self-referral mammography--The use of x-ray [x-radiation] to test asymptomatic women for the detection of diseases of the breasts when such tests are not specifically and individually or-dered by a licensed physician. (62) [(63)] Serious adverse event--An adverse event that may significantly compromise clinical outcomes, or an adverse event for which a facility fails to take appropriate corrective action in a timely manner. (63) [(64)] Serious complaint--A report of a serious ad-verse event. (64
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	§289.228 of this title (relating to Radiation Safety Requirements for Analytical and Other Industrial Radiation Machines).] [(2) Mammography machines used exclusively for inter-ventional breast radiography are exempt from the requirements of this section except for those listed in subsection (gg) of this section. These machines are not required to be accredited by an FDA-approved ac-creditation body.] [(3) Loaner machines as described in subsection (n)(5) of this section are exempt from the inspection requi
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	(i) [(A)] personnel qualifications, including dates of licensure or certification, as specified in [accordance with] subsection (h) [(r)] of this section; (ii) [(B)] manufacturer, model name, and serial number of each mammography machine control panel; (iii) [(C)] evidence that a medical physicist has: (I) [(i)] [has] determined [that] each machine meets the equipment standards in subsection (i) [(s)] of this section; (II) [(ii)] [has] performed a survey and a mam-mography equipment evaluation as specified 
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	enable the department [agency certifying body] to determine whether the certification should be modified as specified in [accordance with] §289.226(r) of this subchapter, relating to renewal of certificates of registration [title]. (3) [(4)] Provisional certification [application. A new fa-cility is eligible to apply for a provisional certification. The provi-sional certification will enable the facility to perform mammography and to obtain the clinical images needed to complete the accreditation process]. 
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	(I) name and address of the facility under which it was previously provisionally certified or certified; (II) name of previous owner or lessor [owner/lessor]; (III) facility identification number assigned to the facility under its previous certification by the FDA or the department [agency certifying body]; and (IV) expiration date of the most recent FDA or department [agency] provisional certification; and (iii) justify application for reinstatement of accred-itation by submitting to an AB [FDA-approved ac
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	finding described in subparagraph (A) [paragraph (1)] of this paragraph [subsection] and [also] determines that: (i) [(A)] the failure to comply with requirements presents a serious risk to human health; (ii) [(B)] the refusal to permit inspection makes im-mediate suspension necessary; or (iii) [(C)] there is reason to believe [that] the viola-tion or aiding and abetting of the violation was intentional or associated with fraud. (C) [(3)] If the department [agency certifying body] suspends a certification a
	finding described in subparagraph (A) [paragraph (1)] of this paragraph [subsection] and [also] determines that: (i) [(A)] the failure to comply with requirements presents a serious risk to human health; (ii) [(B)] the refusal to permit inspection makes im-mediate suspension necessary; or (iii) [(C)] there is reason to believe [that] the viola-tion or aiding and abetting of the violation was intentional or associated with fraud. (C) [(3)] If the department [agency certifying body] suspends a certification a
	(C) [(3)] A facility that has been denied accreditation or reaccreditation and cannot achieve satisfactory resolution of an adverse accreditation decision through the AB's [FDA-approved accreditation body's] appeal process is entitled to further appeal to the FDA. (D) [(4)] A facility cannot perform mammography ser-vices while an adverse accreditation decision is being appealed. (7) [(j)] Denial of certification. (A) [(1)] The department [agency certifying body] may deny the application if the department [a
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	cates of registration [shall be in accordance with §289.226(r) of this title]. (10) [(m)] Specific terms and conditions of certification. Specific terms and conditions of certification will [shall] be as spec-ified in [accordance with] §289.226(l) of this subchapter, relating to terms and conditions of certificates of registration [title]. (11) Renewal of certification. (A) A certification for a mammography system is valid for three years from the date of issuance unless the certification of the facility is
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	(D) notify the department, in writing, of the storage lo-cation of mammography images and address how the requirements of subsection (j)(7)(E) of this section will be met; and (E) submit a record of the disposition of the mammog-raphy machine to the department. (g) [(n)] Responsibilities of the facility [registrant]. (1) In addition to the requirements of §289.226(m)(3) -(7) of this subchapter, relating to responsibilities of the registrant, the facil-ity must [title, a registrant shall] notify the departme
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	may begin using a new or replacement machine before receiving an updated certification if the registrant submits to the agency certifying body and to the FDA-approved accreditation body, documentation with a medical physicist's report in accordance with subsection (v)(10) and (11) of this section, verifying compliance of the new machine with this section. The medical physicist's report is required prior to using the machine on patients]. (6) Loaner mammography machines may be used on pa-tients for 60 days w
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	[(B) notify the agency certifying body in writing of the film storage location of mammography patients' films and address how the requirements of subsection (t)(4)(D) of this section will be met;] [(C) pay any outstanding fees in accordance with §289.204 of this title; and] [(D) submit a record of the disposition of the mammog-raphy machine(s) to the agency certifying body. If the machine(s) was transferred, include to whom it was transferred.] [(q) Termination of certification. When a registrant decides to
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	(i) radiation physics, including radiation physics specific to mammography; (ii) radiation effects; (iii) radiation protection; and (iv) interpretation of mammograms. This must be under the direct supervision of a physician who meets the requirements of paragraph (1) of this subsection. (C) [(B)] Exemptions. (i) A physician [Physicians who] qualified as an IP as specified [interpreting physicians] in [accordance with] the require-ments of §289.230 that were in effect before [prior to] April 28, 1999, or any
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	nations that must be completed during the 24 months immediately preceding:] [(I) the date of the registrant's annual inspec-tion;] [(II) the last day of the calendar quarter preced-ing the inspection; or] [(III) any date in between the two; and] [(iii) accumulating at least eight hours of CMEUs in any mammography modality in which the interpreting physician has not been previously trained, prior to independently using the new modality.] (E) Continuing experience. (i) Each IP must maintain continuing experie
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	(iii) Records of all additional mandatory training must [shall] be maintained by the facility [registrant] for inspection by the department as specified [agency] in [accordance with] subsection (x)(3)[(ee)(3)] of this section. (2) Medical radiologic technologists (MRTs [operators of equipment]). Each individual [person] performing mammographic ex-aminations must maintain current credentials as an ARRT(R) and MRT as specified in [shall have current certification as a medical radiologic technologist under] th
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	[(III) any date in between the two; and] [(iii) accumulating at least eight hours of CEUs in any mammography modality in which the medical physicist has not been previously trained, prior to independently using the new modal-ity.] (D) Continuing experience. (i) Each medical physicist must perform a survey of two mammography facilities and at least six mammography machines. No more than one survey of a specific facility within a 10-month period or a specific machine within 60 days can be counted toward the t
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	(ii) The facility must provide personnel records to a former employee if the former employee communicates their request within 24 months of the date of their departure. (I) If it has been greater than 24 months and the facility has maintained those records, the facility must provide those records to former employees upon request. (II) If a facility closes or stops providing mam-mography services, it must arrange for current and former personnel to access their personnel qualification records before closing.
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	(A) When more than one focal spot is provided, the sys-tem must [shall] indicate, before [prior to] exposure, which focal spot is selected. (B) When more than one target material is provided, the system must [shall] indicate, before [prior to] exposure, the preselected target material. (C) When the target material and [and/or] focal spot are [is] selected by a system algorithm [that is] based on the exposure [or on a test exposure], after the exposure, the system must [shall] display[, after the exposure,] 
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	(9) [(8)] Automatic exposure control. Each [screen-film] system must [shall] provide an AEC mode [that is] operable in all com-binations of equipment configuration provided, for example, [contact, magnification, and] various image receptor sizes. (A) The positioning or selection of the detector must [shall] permit flexibility in the placement of the detector under the tar-get tissue. (i) The size and available positions of the detector must [shall] be clearly indicated at the x-ray input surface of the brea
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	Figure: 25 TAC §289.230(i)(11)(B) (C) Breast entrance air kerma and AEC reproducibility. The coefficient of variation for both air kerma and mAs must not exceed 0.05. (D) Dosimetry. The average glandular dose delivered during a single view or DBT exposure of an FDA-accepted phantom simulating a standard breast must not exceed 3.0 milligray (mGy) (0.3 rad) per exposure. (E) X-ray field, light field, image receptor, and com-pression paddle alignment. All systems must meet the following. (i) Beam-limiting devi
	Figure: 25 TAC §289.230(i)(11)(B) (C) Breast entrance air kerma and AEC reproducibility. The coefficient of variation for both air kerma and mAs must not exceed 0.05. (D) Dosimetry. The average glandular dose delivered during a single view or DBT exposure of an FDA-accepted phantom simulating a standard breast must not exceed 3.0 milligray (mGy) (0.3 rad) per exposure. (E) X-ray field, light field, image receptor, and com-pression paddle alignment. All systems must meet the following. (i) Beam-limiting devi
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	(i) "Negative" indicates nothing to comment upon (if the IP is aware of clinical findings of symptoms, despite the negative assessment, these must be documented and addressed); (ii) "Benign" indicates a normal result, with benign findings present, but no evidence of malignancy (if the IP is aware of clinical findings or symptoms, despite the benign assessment, these must be documented and addressed); (iii) "Probably Benign" indicates a finding that has a high probability of being benign; (iv) "Suspicious" i
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	care provider to receive the mammography report, the report described in subsection (j)(3) of this section within 30 days of the mammography examination. If the assessment of the mammography report is "Suspi-cious" or "Highly suggestive of malignancy," the facility must send this report within seven calendar days of the mammography examination. [patients advising them of the results of the mammography examina-tion and any further medical needs indicated. The report shall include a summary written in languag
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	mograms must be retained, in retrievable form in the mammographic modality in which they were produced, for a minimum of five years. Original mammograms cannot be produced by copying or digitizing hardcopy originals [Each registrant that performs mammograms shall maintain mammography films and reports in a permanent medical record for a minimum of five years]. If [no] additional mammograms of the patient are not performed at the facility, the images [films] and reports must [shall] be maintained for a minim
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	(II) information that the records will be de-stroyed if not retrieved by the patient or the patient's representative within five [5] years.[; and] (iv) [(iii)] If [if] records have not been retrieved by the patient or the patient's representative during [following] the five-year [5-year] period after closing, the registrant may destroy the records. (8) [(5)] Mammographic image identification. Each mam-mographic image must include [shall have] the following information indicated on it in a permanent, legible
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	(B) Interpreting physicians. All [interpreting] physi-cians interpreting mammograms for a facility must [the registrant shall]: (i) follow the facility's [registrant's] procedures for corrective action when the images they are asked to interpret are of poor quality; these [. These] procedures must [shall] be included in the facility's operating and safety procedures (OSP); and (ii) participate in the medical outcomes audit pro-gram. (C) Medical physicist. Each facility must [registrant shall] use the servic
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	[(iii) density difference that shall be within plus or minus 0.15 of the established operating level]. [(B) Film processors being used for mammography at multiple locations, such as a mobile service operation, shall be subject to the requirements of this paragraph.] [(C) Film processors utilized for mammography shall be adjusted to and operated at the specifications recommended by the mammographic film manufacturer, or at other settings such that the sensitometric performance is at least equivalent.] [(D) E
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	umented. The total repeat or reject rate shall not exceed 5.0%. If the total repeat or reject rate changes from the previously determined rate by more than 2.0% of the total films included in the analysis, the reason(s) for the change shall be determined. Corrective action shall be taken and documented if the total repeat or reject rate for the facility exceeds 5.0% or changes from the previously determined rate by more than 2.0% of the total films included in the analysis. Test films, cleared films, or fil
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	[(iii) When more than one target material is pro-vided, the measurement in clause (i) of this subparagraph shall be made using the appropriate focal spot for each target material.] [(iv) When more than one SID is provided, the test shall be performed at the SID most commonly used clinically.] [(v) Test kVp shall be set at the value used clinically by the facility for a standard breast and shall be performed in the AEC mode, if available. If necessary, a suitable absorber may be placed in the beam to increas
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	operate. The system shall be capable of maintaining the required min-imum radiation output averaged over a 3.0 second period.] [(K) Decompression. If the system is equipped with a provision for automatic decompression after completion of an exposure or interruption of power to the system, the system shall be tested to confirm that it provides the following:] [(i) an override capability to allow maintenance of compression;] [(ii) a continuous display of the override status; and] [(iii) a manual emergency com
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	[(II) paragraph (4)(A) of this subsection describ-ing darkroom fog;] [(ii) If components in subclause (I) -(VI) of this clause fail, corrective action shall be taken before any mammography examinations are performed:] [(I) paragraph (2) of this subsection describing phantom image quality;] [(II) paragraph (4)(B) of this subsection describ-ing screen-film contact;] [(III) paragraph (4)(C) of this subsection de-scribing compression device performance;] [(IV) paragraph (5)(F) of this subsection describ-ing dos
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	[(i) processor quality control in accordance with paragraph (9)(B)(i)(I) of this subsection;] [(ii) phantom images, screen-film contact, compres-sion device performance, or dosimetry in accordance with paragraph (9)(B)(ii)(I) -(IV) of this subsection;] [(iii) quality control tests for other modalities, if ap-plicable, in accordance with paragraph (9)(B)(ii)(V) of this subsection; or] [(iv) quality control tests for mobile mammography machines, if applicable, in accordance with paragraph (9)(B)(ii)(VI) of th
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	[(B) The mammography equipment evaluation and dosimetry shall be performed by a medical physicist or by an individ-ual under the direct supervision of a medical physicist.] (7) Each diagnostic review workstation (RWS) used to in-terpret images must follow manufacturer specifications for display con-ditions and quality control. If the RWS manufacturer does not specify QC procedures, then a QA program that is substantially the same as the QA program recommended by the image receptor manufacturer must be estab
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	facility to initiate follow-up on surgical and/or pathology results and review of the mammograms taken prior to the diagnosis of a malig-nancy.] (i) Positive predictive value. The percent of patients with positive mammograms who are diagnosed with breast cancer within one year of the date of the mammographic examination. (ii) Cancer detection rate. Of the patients initially examined with screening mammograms who receive an assessment of "Incomplete: Need additional imaging evaluation," "Suspicious," or "Hig
	facility to initiate follow-up on surgical and/or pathology results and review of the mammograms taken prior to the diagnosis of a malig-nancy.] (i) Positive predictive value. The percent of patients with positive mammograms who are diagnosed with breast cancer within one year of the date of the mammographic examination. (ii) Cancer detection rate. Of the patients initially examined with screening mammograms who receive an assessment of "Incomplete: Need additional imaging evaluation," "Suspicious," or "Hig

	(2) maintain a record of each serious complaint received by the facility as specified in [accordance with] subsection (x) [(ee)] of this section; [and] (3) provide the consumer with adequate directions for fil-ing serious complaints with the facility's AB if the facility is unable to resolve a serious complaint to the consumer's satisfaction; and (4) [(3)] report unresolved serious complaints to the facil-ity's AB [FDA-approved accreditation body] within 30 days of receiv-ing the complaint. (p) [(z)] Clinic
	(2) maintain a record of each serious complaint received by the facility as specified in [accordance with] subsection (x) [(ee)] of this section; [and] (3) provide the consumer with adequate directions for fil-ing serious complaints with the facility's AB if the facility is unable to resolve a serious complaint to the consumer's satisfaction; and (4) [(3)] report unresolved serious complaints to the facil-ity's AB [FDA-approved accreditation body] within 30 days of receiv-ing the complaint. (p) [(z)] Clinic
	(2) maintain a record of each serious complaint received by the facility as specified in [accordance with] subsection (x) [(ee)] of this section; [and] (3) provide the consumer with adequate directions for fil-ing serious complaints with the facility's AB if the facility is unable to resolve a serious complaint to the consumer's satisfaction; and (4) [(3)] report unresolved serious complaints to the facil-ity's AB [FDA-approved accreditation body] within 30 days of receiv-ing the complaint. (p) [(z)] Clinic
	(2) maintain a record of each serious complaint received by the facility as specified in [accordance with] subsection (x) [(ee)] of this section; [and] (3) provide the consumer with adequate directions for fil-ing serious complaints with the facility's AB if the facility is unable to resolve a serious complaint to the consumer's satisfaction; and (4) [(3)] report unresolved serious complaints to the facil-ity's AB [FDA-approved accreditation body] within 30 days of receiv-ing the complaint. (p) [(z)] Clinic


	to, but not limited to, serious complaints or severe items of non-com-pliance]. (r) [(bb)] Self-referral mammography. Any person proposing to conduct a self-referral mammography program must [shall] not ini-tiate such a program without prior approval from [of] the department [agency]. When requesting such approval, the [that] person must [shall] submit the following information: (1) the number and type of views (or projections); (2) the age of the population to be examined and the fre-quency of the exam fol
	to, but not limited to, serious complaints or severe items of non-com-pliance]. (r) [(bb)] Self-referral mammography. Any person proposing to conduct a self-referral mammography program must [shall] not ini-tiate such a program without prior approval from [of] the department [agency]. When requesting such approval, the [that] person must [shall] submit the following information: (1) the number and type of views (or projections); (2) the age of the population to be examined and the fre-quency of the exam fol



	(1) Each facility must implement and maintain written OSP [Operating and safety procedures. Each registrant shall have and im-plement written operating and safety procedures that shall be made available to each individual operating x-ray equipment, including any restrictions of the operating technique required for the safe operation of the particular system. These procedures shall include, but are not limited to, the items in subsection (hh)(3) of this section]. (2) The OSP must be available to each individ
	(1) Each facility must implement and maintain written OSP [Operating and safety procedures. Each registrant shall have and im-plement written operating and safety procedures that shall be made available to each individual operating x-ray equipment, including any restrictions of the operating technique required for the safe operation of the particular system. These procedures shall include, but are not limited to, the items in subsection (hh)(3) of this section]. (2) The OSP must be available to each individ
	(1) Each facility must implement and maintain written OSP [Operating and safety procedures. Each registrant shall have and im-plement written operating and safety procedures that shall be made available to each individual operating x-ray equipment, including any restrictions of the operating technique required for the safe operation of the particular system. These procedures shall include, but are not limited to, the items in subsection (hh)(3) of this section]. (2) The OSP must be available to each individ
	(1) Each facility must implement and maintain written OSP [Operating and safety procedures. Each registrant shall have and im-plement written operating and safety procedures that shall be made available to each individual operating x-ray equipment, including any restrictions of the operating technique required for the safe operation of the particular system. These procedures shall include, but are not limited to, the items in subsection (hh)(3) of this section]. (2) The OSP must be available to each individ


	(2) Technique chart. A technique chart or manual must [shall] be provided and followed. It must be [or electronically] dis-played in the vicinity of the control panel of each machine that specifies technique factors used for a [to be utilized versus] patient's anatomical size. [The technique chart shall be used by all operators.] (3) Receipt, transfer, and disposal of mammography machines. Each registrant must [shall] maintain records showing the receipt, transfer, and disposal of mammographic machines. The
	(2) Technique chart. A technique chart or manual must [shall] be provided and followed. It must be [or electronically] dis-played in the vicinity of the control panel of each machine that specifies technique factors used for a [to be utilized versus] patient's anatomical size. [The technique chart shall be used by all operators.] (3) Receipt, transfer, and disposal of mammography machines. Each registrant must [shall] maintain records showing the receipt, transfer, and disposal of mammographic machines. The
	(2) Technique chart. A technique chart or manual must [shall] be provided and followed. It must be [or electronically] dis-played in the vicinity of the control panel of each machine that specifies technique factors used for a [to be utilized versus] patient's anatomical size. [The technique chart shall be used by all operators.] (3) Receipt, transfer, and disposal of mammography machines. Each registrant must [shall] maintain records showing the receipt, transfer, and disposal of mammographic machines. The


	These records must [shall] include the date of the calibration, mainte-nance, or modification performed; the name of the individual making the record; and the manufacture's model name and serial number of the control panel of the mammographic machine. These records must [shall] be maintained as specified in [accordance with] subsection (x) [(ee)] of this section. [(ee) Record requirements. Records required by this section shall be maintained for inspection by the agency in accordance with paragraph (3) of t
	These records must [shall] include the date of the calibration, mainte-nance, or modification performed; the name of the individual making the record; and the manufacture's model name and serial number of the control panel of the mammographic machine. These records must [shall] be maintained as specified in [accordance with] subsection (x) [(ee)] of this section. [(ee) Record requirements. Records required by this section shall be maintained for inspection by the agency in accordance with paragraph (3) of t
	[(I) quality assurance program in accordance with sub-sections (u), (v), and (w) of this section;] [(J) quality control records in accordance with subsec-tion (u)(2) of this section;] [(K) operating and safety procedures in accordance with subsection (dd)(1) of this section;] [(L) records of receipts, transfers, and disposal in ac-cordance with subsection (dd)(3) of this section;] [(M) calibration, maintenance, and modification records in accordance with subsection (dd)(8) of this section;] [(N) certificati
	[(I) quality assurance program in accordance with sub-sections (u), (v), and (w) of this section;] [(J) quality control records in accordance with subsec-tion (u)(2) of this section;] [(K) operating and safety procedures in accordance with subsection (dd)(1) of this section;] [(L) records of receipts, transfers, and disposal in ac-cordance with subsection (dd)(3) of this section;] [(M) calibration, maintenance, and modification records in accordance with subsection (dd)(8) of this section;] [(N) certificati



	(i) on the mammography machine at a conspicuous place if the violation is machine-related; or (ii) near the place where the mammography system practices if the violation is personnel-related; and (iii) in a sufficient number of places to permit the patient to observe the notice. (B) The notice of failure must [shall] remain posted un-til the facility is authorized to remove it by the department [agency]. A facility may post documentation of corrections of the violations sub-mitted to the department [agency]
	(i) on the mammography machine at a conspicuous place if the violation is machine-related; or (ii) near the place where the mammography system practices if the violation is personnel-related; and (iii) in a sufficient number of places to permit the patient to observe the notice. (B) The notice of failure must [shall] remain posted un-til the facility is authorized to remove it by the department [agency]. A facility may post documentation of corrections of the violations sub-mitted to the department [agency]
	(i) on the mammography machine at a conspicuous place if the violation is machine-related; or (ii) near the place where the mammography system practices if the violation is personnel-related; and (iii) in a sufficient number of places to permit the patient to observe the notice. (B) The notice of failure must [shall] remain posted un-til the facility is authorized to remove it by the department [agency]. A facility may post documentation of corrections of the violations sub-mitted to the department [agency]
	(i) on the mammography machine at a conspicuous place if the violation is machine-related; or (ii) near the place where the mammography system practices if the violation is personnel-related; and (iii) in a sufficient number of places to permit the patient to observe the notice. (B) The notice of failure must [shall] remain posted un-til the facility is authorized to remove it by the department [agency]. A facility may post documentation of corrections of the violations sub-mitted to the department [agency]


	[(A) Machines used exclusively for interventional breast radiography are not required to be accredited by an FDA-ap-proved accreditation body.] [(B) Loaner machines as described in subsection (n)(6) of this section are exempt for the inspection requirements in subsection (ff) of this section.] [(C) All interventional breast radiography registrants are exempt from the posting of radiation area requirements of §289.231(x) of this title provided that the operator has continuous surveillance and access control 
	[(A) Machines used exclusively for interventional breast radiography are not required to be accredited by an FDA-ap-proved accreditation body.] [(B) Loaner machines as described in subsection (n)(6) of this section are exempt for the inspection requirements in subsection (ff) of this section.] [(C) All interventional breast radiography registrants are exempt from the posting of radiation area requirements of §289.231(x) of this title provided that the operator has continuous surveillance and access control 

	(C) Additional information. The department [agency] may request[, and the registrant shall provide,] additional information after the certification has been issued to enable the department [agency] to determine whether the certification should be modified as specified in [accordance with] §289.226(r) of this subchapter relating to renewal of a certificate of registration [title]. (3) [(5)] Modification, suspension, or revocation of the cer-tificate of registration [certification]. Modification, suspension, 
	(C) Additional information. The department [agency] may request[, and the registrant shall provide,] additional information after the certification has been issued to enable the department [agency] to determine whether the certification should be modified as specified in [accordance with] §289.226(r) of this subchapter relating to renewal of a certificate of registration [title]. (3) [(5)] Modification, suspension, or revocation of the cer-tificate of registration [certification]. Modification, suspension, 
	(C) Additional information. The department [agency] may request[, and the registrant shall provide,] additional information after the certification has been issued to enable the department [agency] to determine whether the certification should be modified as specified in [accordance with] §289.226(r) of this subchapter relating to renewal of a certificate of registration [title]. (3) [(5)] Modification, suspension, or revocation of the cer-tificate of registration [certification]. Modification, suspension, 
	(C) Additional information. The department [agency] may request[, and the registrant shall provide,] additional information after the certification has been issued to enable the department [agency] to determine whether the certification should be modified as specified in [accordance with] §289.226(r) of this subchapter relating to renewal of a certificate of registration [title]. (3) [(5)] Modification, suspension, or revocation of the cer-tificate of registration [certification]. Modification, suspension, 


	(8) [(7)] Responsibilities of registrant. [(A) The registrant shall comply with the following:] [(i) purpose and scope in accordance with subsec-tions (a) and (b) of this section; and] [(ii) applicable definitions in subsection (c) of this section.] (A) [(B)] In addition to the requirements of §289.226(m)(3) -(7) of this subchapter [title], a facility must [registrant shall] notify the department [agency] in writing before [prior to] any changes rendering [that would render] the information [contained] in t
	(8) [(7)] Responsibilities of registrant. [(A) The registrant shall comply with the following:] [(i) purpose and scope in accordance with subsec-tions (a) and (b) of this section; and] [(ii) applicable definitions in subsection (c) of this section.] (A) [(B)] In addition to the requirements of §289.226(m)(3) -(7) of this subchapter [title], a facility must [registrant shall] notify the department [agency] in writing before [prior to] any changes rendering [that would render] the information [contained] in t



	[(B) If a registrant does not submit an application for renewal of the certification under paragraph (8) of this subsection, as applicable, the registrant shall on or before the expiration date specified in the certification:] [(i) terminate use of all interventional breast radiog-raphy machines;] [(ii) pay any outstanding fees in accordance with §289.204 of this title; and] [(iii) submit a record of the disposition of the in-terventional breast radiography machine(s) to the agency. If the ma-chine(s) was t
	[(B) If a registrant does not submit an application for renewal of the certification under paragraph (8) of this subsection, as applicable, the registrant shall on or before the expiration date specified in the certification:] [(i) terminate use of all interventional breast radiog-raphy machines;] [(ii) pay any outstanding fees in accordance with §289.204 of this title; and] [(iii) submit a record of the disposition of the in-terventional breast radiography machine(s) to the agency. If the ma-chine(s) was t
	[(B) If a registrant does not submit an application for renewal of the certification under paragraph (8) of this subsection, as applicable, the registrant shall on or before the expiration date specified in the certification:] [(i) terminate use of all interventional breast radiog-raphy machines;] [(ii) pay any outstanding fees in accordance with §289.204 of this title; and] [(iii) submit a record of the disposition of the in-terventional breast radiography machine(s) to the agency. If the ma-chine(s) was t

	(i) whenever a new interventional breast radiogra-phy machine is installed, or disassembled[,] and reassembled, at the same or a new location; (ii) whenever major components of an interven-tional breast radiography machine are changed or repaired; and (iii) annually or at intervals not to exceed 14 months from the date of the previous survey [on an annual basis]. (B) Annual survey. Annual surveys for interven-tional mammography machines must be conducted as specified, or substantially the same as specified,
	(i) whenever a new interventional breast radiogra-phy machine is installed, or disassembled[,] and reassembled, at the same or a new location; (ii) whenever major components of an interven-tional breast radiography machine are changed or repaired; and (iii) annually or at intervals not to exceed 14 months from the date of the previous survey [on an annual basis]. (B) Annual survey. Annual surveys for interven-tional mammography machines must be conducted as specified, or substantially the same as specified,
	(i) whenever a new interventional breast radiogra-phy machine is installed, or disassembled[,] and reassembled, at the same or a new location; (ii) whenever major components of an interven-tional breast radiography machine are changed or repaired; and (iii) annually or at intervals not to exceed 14 months from the date of the previous survey [on an annual basis]. (B) Annual survey. Annual surveys for interven-tional mammography machines must be conducted as specified, or substantially the same as specified,


	(B) [instructions to workers in accordance with] §289.203(c) of this chapter, related to instruction to workers [title]; (C) §289.203(d) of this chapter, related to notifications and reports to individuals [in accordance with §289.203(d) of this title]; (D) [ordering x-ray exams in accordance with] §289.231(b) of this subchapter, related to ordering x-ray examinations [title]; (E) §289.231(m) of this subchapter, related to occupa-tional dose requirements [in accordance with §289.231(m) of this title]; (F) [
	(B) [instructions to workers in accordance with] §289.203(c) of this chapter, related to instruction to workers [title]; (C) §289.203(d) of this chapter, related to notifications and reports to individuals [in accordance with §289.203(d) of this title]; (D) [ordering x-ray exams in accordance with] §289.231(b) of this subchapter, related to ordering x-ray examinations [title]; (E) §289.231(m) of this subchapter, related to occupa-tional dose requirements [in accordance with §289.231(m) of this title]; (F) [
	(B) [instructions to workers in accordance with] §289.203(c) of this chapter, related to instruction to workers [title]; (C) §289.203(d) of this chapter, related to notifications and reports to individuals [in accordance with §289.203(d) of this title]; (D) [ordering x-ray exams in accordance with] §289.231(b) of this subchapter, related to ordering x-ray examinations [title]; (E) §289.231(m) of this subchapter, related to occupa-tional dose requirements [in accordance with §289.231(m) of this title]; (F) [
	(B) [instructions to workers in accordance with] §289.203(c) of this chapter, related to instruction to workers [title]; (C) §289.203(d) of this chapter, related to notifications and reports to individuals [in accordance with §289.203(d) of this title]; (D) [ordering x-ray exams in accordance with] §289.231(b) of this subchapter, related to ordering x-ray examinations [title]; (E) §289.231(m) of this subchapter, related to occupa-tional dose requirements [in accordance with §289.231(m) of this title]; (F) [


	dure or training are allowed [shall be] in the room during the radiation exposure unless such individual's assistance is required. [(19) Maintenance of records. Maintenance of applicable records in subsection (ee) of this section.] (17) [(20)] Inspection requirements. Inspections of in-terventional breast radiography machines are specified [Inspection requirements] in [accordance with] subsection (v)(2) -(4) [(ff)(2) -(4)] of this section. (18) [(21)] Equipment requirements. Interventional breast radiograph


	(D) current copies of §289.203, §289.226, §289.230, and §289.231 of this chapter; (E) copy of certification; (F) QA program as specified in subsections (k), (l), and (m) of this section; (G) quality control records as specified in subsection (k)(2) of this section; (H) OSP as specified in subsection (t)(1) of this section; (I) records of receipts, transfers, and disposal as speci-fied in subsection (u)(3) of this section; (J) calibration, maintenance, and modification records as specified in subsection (t)(
	(D) current copies of §289.203, §289.226, §289.230, and §289.231 of this chapter; (E) copy of certification; (F) QA program as specified in subsections (k), (l), and (m) of this section; (G) quality control records as specified in subsection (k)(2) of this section; (H) OSP as specified in subsection (t)(1) of this section; (I) records of receipts, transfers, and disposal as speci-fied in subsection (u)(3) of this section; (J) calibration, maintenance, and modification records as specified in subsection (t)(
	(D) current copies of §289.203, §289.226, §289.230, and §289.231 of this chapter; (E) copy of certification; (F) QA program as specified in subsections (k), (l), and (m) of this section; (G) quality control records as specified in subsection (k)(2) of this section; (H) OSP as specified in subsection (t)(1) of this section; (I) records of receipts, transfers, and disposal as speci-fied in subsection (u)(3) of this section; (J) calibration, maintenance, and modification records as specified in subsection (t)(

	[(C) notifications and reports to individuals in accor-dance with §289.203(d) of this title;] [(D) ordering x-ray exams in accordance with §289.231(b) of this title;] [(E) occupational dose requirements in accordance with §289.231(m) of this title;] [(F) personnel monitoring requirements in accordance with §289.231(n) and (q) of this title;] [(G) posting of a radiation area in accordance with §289.231(x) and (y) of this title;] [(H) credentialing requirements for lead interpreting physicians, interpreting p
	[(C) notifications and reports to individuals in accor-dance with §289.203(d) of this title;] [(D) ordering x-ray exams in accordance with §289.231(b) of this title;] [(E) occupational dose requirements in accordance with §289.231(m) of this title;] [(F) personnel monitoring requirements in accordance with §289.231(n) and (q) of this title;] [(G) posting of a radiation area in accordance with §289.231(x) and (y) of this title;] [(H) credentialing requirements for lead interpreting physicians, interpreting p

	[(iii) If at least half, but not all, of the fiber can be seen and its location and orientation are correct, that fiber receives a score of one half.] [(iv) If less than one half of a fiber can be seen or if the location or orientation are incorrect, that fiber receives a score of zero.] [(v) After determining the last fiber to be counted, look at the overall background for artifacts. If there are background objects that are fiber-like in appearance and are of equal or greater brightness than the last visib
	[(iii) If at least half, but not all, of the fiber can be seen and its location and orientation are correct, that fiber receives a score of one half.] [(iv) If less than one half of a fiber can be seen or if the location or orientation are incorrect, that fiber receives a score of zero.] [(v) After determining the last fiber to be counted, look at the overall background for artifacts. If there are background objects that are fiber-like in appearance and are of equal or greater brightness than the last visib
	[(iii) If at least half, but not all, of the fiber can be seen and its location and orientation are correct, that fiber receives a score of one half.] [(iv) If less than one half of a fiber can be seen or if the location or orientation are incorrect, that fiber receives a score of zero.] [(v) After determining the last fiber to be counted, look at the overall background for artifacts. If there are background objects that are fiber-like in appearance and are of equal or greater brightness than the last visib
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	building or enhancement; revise language to state a donor or de-signee will be qualified; remove language requiring the building to be used for religious and secular programs; and add language to specify building enhancements. Ron Steffa, Chief Financial Officer for the Texas Department of Criminal Justice, has determined that for each year of the first five years the proposed amendments will be in effect, enforcing or administering the proposed amendments will not have fore-seeable implications related to 
	building or enhancement; revise language to state a donor or de-signee will be qualified; remove language requiring the building to be used for religious and secular programs; and add language to specify building enhancements. Ron Steffa, Chief Financial Officer for the Texas Department of Criminal Justice, has determined that for each year of the first five years the proposed amendments will be in effect, enforcing or administering the proposed amendments will not have fore-seeable implications related to 
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	age the donation of buildings and enhancements for buildings that are related to the provision of religious and secular programs.] (b) Procedures. (1) The TDCJ shall meet with donor groups for the purpose of evaluating a prospective donated [accepting a] building or building enhancement [for a building related to the provision of religious and secular programs]. The TBCJ respects the right of contributors to des-ignate a specific project at a specific TDCJ unit for [at] which the do-nated building or buildi
	age the donation of buildings and enhancements for buildings that are related to the provision of religious and secular programs.] (b) Procedures. (1) The TDCJ shall meet with donor groups for the purpose of evaluating a prospective donated [accepting a] building or building enhancement [for a building related to the provision of religious and secular programs]. The TBCJ respects the right of contributors to des-ignate a specific project at a specific TDCJ unit for [at] which the do-nated building or buildi
	age the donation of buildings and enhancements for buildings that are related to the provision of religious and secular programs.] (b) Procedures. (1) The TDCJ shall meet with donor groups for the purpose of evaluating a prospective donated [accepting a] building or building enhancement [for a building related to the provision of religious and secular programs]. The TBCJ respects the right of contributors to des-ignate a specific project at a specific TDCJ unit for [at] which the do-nated building or buildi


	The proposed amendments revise "rule" to "section" through-out; revise the definition of "direct supervision"; and make grammatical and formatting updates. Ron Steffa, Chief Financial Officer for the Texas Department of Criminal Justice, has determined that for each year of the first five years the proposed amendments will be in effect, enforcing or administering the proposed amendments will not have fore-seeable implications related to costs or revenues for state or lo-cal government because the proposed a
	The proposed amendments revise "rule" to "section" through-out; revise the definition of "direct supervision"; and make grammatical and formatting updates. Ron Steffa, Chief Financial Officer for the Texas Department of Criminal Justice, has determined that for each year of the first five years the proposed amendments will be in effect, enforcing or administering the proposed amendments will not have fore-seeable implications related to costs or revenues for state or lo-cal government because the proposed a
	The proposed amendments revise "rule" to "section" through-out; revise the definition of "direct supervision"; and make grammatical and formatting updates. Ron Steffa, Chief Financial Officer for the Texas Department of Criminal Justice, has determined that for each year of the first five years the proposed amendments will be in effect, enforcing or administering the proposed amendments will not have fore-seeable implications related to costs or revenues for state or lo-cal government because the proposed a
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	(4) This section [rule] specifies the certification and train-ing requirements for professional staff and direct care staff based on their status as a new employee, an employee with less than four years of experience, an employee with more than four years of experience, a returning employee, or an employee who is exempt from certain certi-fication requirements based upon their years of on-the-job experience. (b) Definitions. (1) "Contract staff" are staff working at a CSCD or one of its facilities pursuant 
	(4) This section [rule] specifies the certification and train-ing requirements for professional staff and direct care staff based on their status as a new employee, an employee with less than four years of experience, an employee with more than four years of experience, a returning employee, or an employee who is exempt from certain certi-fication requirements based upon their years of on-the-job experience. (b) Definitions. (1) "Contract staff" are staff working at a CSCD or one of its facilities pursuant 
	(4) This section [rule] specifies the certification and train-ing requirements for professional staff and direct care staff based on their status as a new employee, an employee with less than four years of experience, an employee with more than four years of experience, a returning employee, or an employee who is exempt from certain certi-fication requirements based upon their years of on-the-job experience. (b) Definitions. (1) "Contract staff" are staff working at a CSCD or one of its facilities pursuant 
	(4) This section [rule] specifies the certification and train-ing requirements for professional staff and direct care staff based on their status as a new employee, an employee with less than four years of experience, an employee with more than four years of experience, a returning employee, or an employee who is exempt from certain certi-fication requirements based upon their years of on-the-job experience. (b) Definitions. (1) "Contract staff" are staff working at a CSCD or one of its facilities pursuant 






	of direct supervision over offenders until certification is achieved un-less the CJAD grants an extension for the completion of course work and re-examination. (2) A CSO or residential CSO who completes the certifica-tion course work but fails to pass the certification examination may take the examination a second time. A CSO or residential CSO who fails the examination a second time shall complete the certification course again before taking the examination for the third and final time. (3) A CSO or reside
	of direct supervision over offenders until certification is achieved un-less the CJAD grants an extension for the completion of course work and re-examination. (2) A CSO or residential CSO who completes the certifica-tion course work but fails to pass the certification examination may take the examination a second time. A CSO or residential CSO who fails the examination a second time shall complete the certification course again before taking the examination for the third and final time. (3) A CSO or reside
	(C) Professional staff who fail to complete the required 40 hours of professional training within a biennium shall not serve in a position of direct supervision over offenders until the required profes-sional training hours are completed. Professional staff who are exempt from certification as defined in this section [rule] and fail to complete the required 40 hours of professional training within a biennium shall not serve in a position of direct supervision over offenders until the re-quired professional 
	(C) Professional staff who fail to complete the required 40 hours of professional training within a biennium shall not serve in a position of direct supervision over offenders until the required profes-sional training hours are completed. Professional staff who are exempt from certification as defined in this section [rule] and fail to complete the required 40 hours of professional training within a biennium shall not serve in a position of direct supervision over offenders until the re-quired professional 
	(C) Professional staff who fail to complete the required 40 hours of professional training within a biennium shall not serve in a position of direct supervision over offenders until the required profes-sional training hours are completed. Professional staff who are exempt from certification as defined in this section [rule] and fail to complete the required 40 hours of professional training within a biennium shall not serve in a position of direct supervision over offenders until the re-quired professional 
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