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TITLE 10. COMMUNITY DEVELOPMENT

PART 1. TEXAS DEPARTMENT OF
HOUSING AND COMMUNITY AFFAIRS

CHAPTER 1. ADMINISTRATION
SUBCHAPTER D. UNIFORM GUIDANCE FOR
RECIPIENTS OF FEDERAL AND STATE FUNDS

10 TAC §§1.401 - 1.409

(Editor's note: Due to a Texas Register editing error, the text of
the following rules adopted with changes from the proposal was
not republished. This adoption was published in the November
18, 2016 issue of the Texas Register, but is being republished
in its entirety due to the error. The effective date of the rules
(December 4, 2016) is not affected by the error.)

The Texas Department of Housing and Community Affairs (the
"Department") adopts new 10 TAC Chapter 1, Administration,
Subchapter D, Uniform Guidance for Recipients of Federal
and State Funds. This new subchapter is being adopted with
changes made in response to public comment to the proposed
text as published in the September 9, 2016, issue of the Texas
Register (41 TexReg 6859).

REASONED JUSTIFICATION: The purpose of the new section
is to establish more clearly for program participants in one cen-
tral rule location the federal and state guidance applicable to
Department subrecipients and administrators and includes such
types of issues as Cost Principles, Travel, Single Audit Require-
ments, Purchase and Procurement, Inventory Reports, Bonding,
and Record Retention.

SUMMARY OF PUBLIC COMMENT AND STAFF RECOMEN-
DATION: The Department accepted public comment between
September 9, 2016, and October 10, 2016. Comments and re-
sponses are presented in the order they appear in the rule with
comments received from Raimond Gideon, Habitat for Humanity
of Smith County (#1); Dan Boyd, Community Services of North-
east Texas (#2); Joanna Guillen, El Paso Collaborative for Com-
munity and Economic Development (#3); and Miguel Chacon,
AYUDA, Inc. (#4). Some "comment" received posed questions
not related to the wording of the rule or asked for further train-
ing, but did not provide specific suggested revisions to the rule.
In those cases, only items that were specific comments on the
rule are summarized below; training will be available after rule
adoption if needed.

1. General Comment

COMMENT SUMMARY: Comment was made that the Uniform
Grant Management Standards ("UGMS") were not intended to
apply to non-profits (#1). It was also commented that adhering

to these requirements would require additional staff time and ex-
pense to perform the requirements (#1). It was commented that
the preamble provided by the Department in the Texas Register
noted no cost to the rule, but that there is concern that some of
the requirements would in fact have some cost. (#3, 4)

STAFF RESPONSE: This rule, as drafted, makes UGMS appli-
cable for private nonprofits receiving state or federal funds for
which 2 CFR 200, or UGMS, are not currently applicable. His-
torically, through the release of Notices of Funding Availability
("NOFAs"), a variety of the requirements of UGMS have been
made applicable to contract awardees, and so the costs may
have existed and were in some cases intended to apply to non-
profit subrecipients. In response to feedback from KPMG (re-
ceived during the Department's federally-required Single Audit)
to be more clear on the applicability of cost principles to state
funds, this revision was proposed in rule for transparency and
clarity. It should be noted that the commenter provided no alter-
native set of standards, and having no standards is considered
a risk. Regarding the comment that the requirements may add
cost, the policies as a whole do not necessarily add costs, but
some specific sections may, depending on the specific program,
have a cost. It is emphasized that any costs added are eligible
costs under the grant and pose no new costs that would have to
be borne by funds other than the state or federal assistance. Is-
sues of cost have been addressed in individual sections below,
when applicable. It should be noted that because these require-
ments were often made applicable through the NOFA process,
perceived added costs may have been applicable in any case.

2. §1.402, Cost Principles and Administrative Requirements

COMMENT SUMMARY: One commenter questioned under
which circumstances HOME contracts would have to adhere to
UGMS (#4). Two commenters noted that for smaller nonprofits,
the language regarding separation of duties, and ensuring that
no individual has the ability to perform more than one of the
functions listed, is problematic, particularly for organizations
without at least 5 employees (#3, 4).

STAFF RESPONSE: As it relates to the comment regarding
uncertainty of when HOME subrecipients might have to adhere
to UGMS, the rule specifies as currently drafted that Private non-
profit subrecipients of HOME do not have to comply with UGMS
"unless otherwise required by Notice of Funding Availability
("NOFA") or Contract" and further notes that: "For federal funds,
Subrecipients will also follow 2 CFR Part 200, as interpreted by
the federal funding agency." The Department does not believe
any edits are needed in relation to that comment. As it relates
to the separation of functions, the Department appreciates the
challenge posed by this requirement for small nonprofits that
may not have enough employees to ensure the separation of
duties. An additional subsection has been added noting how
such small entities could still satisfy this requirement:
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(c) For Subrecipients with fewer than five paid employees,
demonstration of sufficient controls to similarly satisfy the sepa-
ration of duties required by subsection (b) of this section, must
be provided at the time that funds are applied for.

3. §1.403, Single Audit Requirements

COMMENT SUMMARY: The commenter suggests in associa-
tion with section (b)(1) that Subrecipients be permitted to have a
qualification preference of "a familiarity with TDHCA/Subrecip-
ient relationships" when selecting a single auditor. The com-
menter noted that this was not suggested to generate a rule
change, per se, but that such a preference be considered per-
missible when compliance with the rule is determined (#2). The
commenter also suggested for section (b)(2) to revise "a sealed
bid method" to "the sealed bid method" to more clearly refer-
ence back to the specific method cited in the rule (#2). Another
commenter noted that the following sentence in §1.403(e) is con-
fusing: "Subrecipients that expend $750,000 or more in federal
and/or state awards or have an outstanding loan balance associ-
ated with a federal or state resource with continuing compliance
requirements, or a combination thereof must have a Single Audit
or program-specific audit conducted." (#3). Another commenter
noted that the possible requirement to advertise for the single
auditor outside the entity's service area could add cost to the
advertising of the service (#4).

STAFF RESPONSE: As it relates to the qualification preference,
such a preference is not permitted if it is overly restrictive to com-
petition. The determination of being overly restrictive is depen-
dent on a specific fact situation. No rule change is being made.
Staff concurs with the clarifying edit relating to "the" sealed bid
as noted below. Staff concurs with the comment relating to con-
fusion on when an audit is triggered in (e) and makes clarifying
edits below. As it relates to the advertising outside of a service
area possibly adding cost, it should be noted that the rule only in-
dicates that "Proposals should be advertised broadly, which may
include going outside the entity's service area, and solicited from
an adequate number (usually two or more) of qualified sources."
For a service area the size of the El Paso metropolitan area, the
community of the commenter, it is likely that it is sufficiently large
to generate two or more respondents, so no additional advertis-
ing outside the area would be needed.

(b)(2) Subrecipients may not use the sealed bid method for pro-
curement of the Single Auditor.

(e) Subrecipients that expend $750,000 or more in federal and/or
state awards or have an outstanding loan balance associated
with a federal or state resource of $750,000 or more with con-
tinuing compliance requirements, or a combination thereof must
have a Single Audit or program-specific audit conducted.

4. §1.404, Purchase and Procurement Standards

COMMENT SUMMARY: One commenter noted that while
they use historically underutilized businesses, it would require
additional staff time and expense to comply with the proposed
documentation requirements associated with Historically Under-
utilized Business ("HUB") Procurement required under section
(d) (#1). Another commenter echoed that the procurement
items associated in the rule with UGMS would likely result in ad-
ditional costs to nonprofit administrators (#3). Two commenters
indicated that section (b) which requires that subrecipients
require subcontractors to establish written procurement proce-
dures, would be challenging because it is difficult enough to
find "good" contractors willing to work in rural and colonia areas
and will likely result in an undue burden on subrecipients to find

contractors that can understand, let alone meet this requirement
(#3, 4).

STAFF RESPONSE: As it relates to the comment that comply-
ing with HUB documentation would be costly, the Uniform Grant
Management Standards references the State of Texas Procure-
ment Manual located at https://www.comptroller.texas.gov/pur-
chasing/publications/procurement-manual.php.  The manual
provides procurement guidelines that include HUB compliance
and should assist with associated cost efficiencies. It should
be noted that the costs associated with the procurement are
eligible costs under the grant. As it relates to the comment
about requiring subcontractors to have written procurement
procedures, this is an issue of how the terms of 'subcontractor'
and/or 'vendor' are used in UGMS and 2 CFR 200 versus
how Subcontractor is used in the weatherization program. In
general, construction contractors in housing programs would
not be required to have such written procurement procedures
because their role is that of a vendor. The requirement does
not apply to 'vendors' but only to true subcontractors or other
entities who administer some part of the Subrecipient's program
on their behalf. Clarification to the rule is being made to include
the word subrecipients, which is the term some programs (e.g.
ESG and HOME) use. This is also an issue on which further
training can be provided if needed.

(b) Subrecipients shall establish, and require (its subrecipi-
ents/)Subcontractors (as applicable by program regulations) to
establish, written procurement procedures that when followed,
result in procurements that comply with federal, state and local
standards, and grant award contracts.

5. §1.405, Bonding Requirements

COMMENT SUMMARY: One commenter, a recipient of Hous-
ing Trust Fund program funds, noted that the "requirement of
builders risk" would add an unnecessary expense with no added
benefit; in the commenters extensive years of construction ex-
perience, they have found that most insurance companies do
not provide such coverage for remodels (#1). Two other com-
menters, administrators of HOME funds, similarly noted that the
bonding requirements would likely add additional costs to non-
profit administrators, and it was noted that this cost could nega-
tively affect those assisted with Contract for Deed funds because
of those costs possibly then limiting the soft costs for the non-
profit (#3, 4). There was concern noted that the applicability of
this requirement could negatively affect subcontractors that are
Section 3 businesses (#4).

STAFF RESPONSE: This section of the rule as proposed only
is applicable to specific federal programs noted in the rule: DOE
WAP, HOME, CDBG, NSP and ESG. It would not be applica-
ble to state Housing Trust Fund program funds. For the other
comments provided about cost, which were from HOME sub-
recipients, first it should be noted that Builder's Risk is already
required in existing HOME contracts, so this is something being
added to rule, but already applicable. Second, it is noted that
any costs are eligible costs under the grant and pose no new
costs that would have to be borne by funds other than the state
or federal assistance. Third, it is not expected that the costs
associated with bonding would be applicable as they are only
prompted for construction contracts in excess of $100,000. This
comment identified the need for a clarification in section (a) of
the rule- the standard for the bond requirement is not based
on the Subrecipient's contract with the Department, but rather
the construction contract between the Subrecipient and the con-
tractor, which based on HOME program limitations would likely
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not exceed $100,000 (for example, the construction activity for
Contract for Deed is typically $85,000). To ensure consistency,
and provide clarification, clarifications made in §1.404 relating
to Subrecipients and vendors are also applicable to this section
and have been edited as shown below.

(1) For construction contracts exceeding $100,000, the Subre-
cipient must request and receive Department approval of the
bonding policy and requirements of the Subrecipient to ensure
that the Department is adequately protected.

(2) For construction contracts in excess of $100,000, and for
which the Department has not made a determination that the
Department's interest is adequately protected, a "bid guarantee"
from each bidder equivalent to 5% of the bid price shall be re-
quested.

(a)2):

(A) A performance bond on the part of the Subrecipient for 100%
of the contract price. A "performance bond" is one executed in
connection with a contract, to secure fulfillment of all obligations
under such contract.

(B) A payment bond on the part of the subcontractor/vendor for
100% of the contract price. A "payment bond" is one executed
in connection with a contract to assure payment as required by
statute of all persons supplying labor and material in the execu-
tion of the work provided for in the contract.

6. §1.406, Fidelity Bond Requirements

COMMENT SUMMARY: The commenter noted that the require-
ment of a fidelity bond is an unnecessary requirement (#1).

STAFF RESPONSE: The commenter did not specify why the re-
quirement is unnecessary, but the Department does not agree.
The requirement for a fidelity bond was added for some pro-
grams because in the last several years there have been several
instances of Subrecipients who have left houses incomplete and
the Department and the households did not have an immediate
remedy. Had a fidelity bond requirement been in place, a more
expedient recourse may have been possible. The Department
believes this is a prudent requirement.

The Board approved the adoption of this new rule on November
10, 2016.

STATUTORY AUTHORITY. This rule is adopted pursuant to the
authority of Tex. Gov't Code §2306.053(b)(4), which authorizes
the Department to adopt rules.

The adopted new rule affects no other code, article, or statute.
Subchapter D. Uniform Guidance for Recipients of Federal and
State Funds.

$§1.401.  Definitions.

The following words and terms, when used in this subchapter, shall
have the following meanings, unless the context clearly indicates oth-
erwise. Capitalized words used herein have the meaning assigned in
the specific Chapters and Rules of this Title that govern the program
associated with the request, or assigned by federal or state law.

(1) Affiliate--Shall have the meaning assigned by the spe-
cific program or programs described in this title.

(2) Department--The Texas Department of Housing and
Community Affairs.

(3) Equipment--tangible personal property having a useful
life of more than one year or a per-unit acquisition cost which equals
or exceeds the lesser of the capitalization level established by entity for

financial statement purposes, or $5,000. Entities not subject to UGMS
do not have to include information technology systems unless the item
exceeds the lesser of the capitalization level established by entity for
financial statement purposes, or $5,000.

(4) Executive Award Review and Advisory Committee
("EARAC")--the Committee established in Tex. Gov't Code chapter
2306, that recommends the award or allocation of any Department
funds.

(5) Professional services--for a unit of government is as de-
fined by state law. For Private Nonprofit Organizations it means ser-
vices:

(A) within the scope of the practice, as defined by state
law, of:

(i) accounting;

(ii) architecture;

(iii) landscape architecture;
(iv) land surveying;

(v) medicine;

(vi) optometry;

(vii) professional engineering;
(viii) real estate appraising;
(ix) professional nursing; or
(x) legal services; or

(B) provided in connection with the professional em-
ployment or practice of a person who is licensed or registered as:

(i) a certified public accountant;

(i) an architect;

(iii) a landscape architect;

(iv) aland surveyor;

(v) aphysician, including a surgeon;
(vi) an optometrist;

(vii) a professional engineer;

(viii)  a state certified or state licensed real estate ap-
praiser;

(ix) attorney; or
(x) aregistered nurse.

(6) Single Audit--The audit required by Office of Manage-
ment and Budget ("OMB"), 2 CFR Part 200, Subpart F, or Tex. Gov't
Code, chapter 783, Uniform Grant and Contract Management, as re-
flected in an audit report.

(7) Single Audit Certification Form--A form that lists the
source(s) and amount(s) of Federal funds and/or State funds expended
by the Subrecipient during their fiscal year along with the outstanding
balance of any loans made with federal or state funds if there are con-
tinuing compliance requirements other than repayment of the loan.

(8) Subrecipient--Includes any entity, or Administrator as
defined under Chapter 20, receiving or applying for federal or state
funds from the Department. Except as otherwise noted, the definition
does not include Applicants/Owners in the Multifamily program, ex-
cept for CHDO Operating funds.

ADOPTED RULES December 9, 2016 41 TexReg 9701



(9) Supplies--means tangible personal property other than
"Equipment" in this section.

(10) Uniform Grant Management Standards ("UGMS")--
The standardized set of financial management procedures and defini-
tions established by Tex. Gov't Code, chapter 783 to promote the effi-
cient use of public funds by requiring consistency among grantor agen-
cies in their dealings with grantees, and by ensuring accountability for
the expenditure of public funds. State agencies are required to adhere
to these standards when administering grants and other financial assis-
tance agreements with cities, counties and other political subdivisions
of the state. This includes all Public Organizations including public
housing and housing finance agencies. In addition, Tex. Gov't Code
Chapter 2105, subjects subrecipients of federal block grants (as defined
therein) to the Uniform Grant and Contract Management Standards.

§1.402.  Cost Principles and Administrative Requirements.

(a) Subrecipients shall comply with the cost principles and
uniform administrative requirements set forth in UGMS provided,
however, that all references therein to "local government" shall be
construed to mean Subrecipient. Private Nonprofit Subrecipients of
ESG, HOME, NSP, National Housing Trust Fund, and DOE WAP do
not have to comply with UGMS unless otherwise required by Notice
of Funding Availability ("NOFA") or Contract. For federal funds,
Subrecipients will also follow 2 CFR Part 200, as interpreted by the
federal funding agency.

(b) Inorder to maintain adequate separation of duties, the Sub-
recipient shall ensure that no individual has the ability to perform more
than one of the functions described in paragraphs (1) - (5) that might
result in a release of funds without appropriate controls:

(1) Requisition authorization;
(2) Encumbrance into software;

(3) Check creation and/or automated payment disburse-
ment;

(4) Authorized signature/electronic signature; and
(5) Distribution of paper check.

(c) For Subrecipients with fewer than five paid employees,
demonstration of sufficient controls to similarly satisfy the separation
of duties required by subsection (b) of this section, must be provided
at the time that funds are applied for.

§1.403.  Single Audit Requirements.

(a) For this section, the word Subrecipient includes Multifam-
ily Development Owners who have Direct Loan Funds from the De-
partment who are or have an Affiliate that is required to submit a Single
Audit, i.e. units of government and nonprofit organizations.

(b) Procurement of a Single Auditor. A Subrecipient or Affil-
iate must procure their single auditor in the following manner unless
subject to a different requirement in the Local Government Code:

(1) Competitive Proposal procedures whereby competitors'
qualifications are evaluated and a contract awarded to the most qual-
ified competitor. Proposals should be advertised broadly, which may
include going outside the entity's service area, and solicited from an
adequate number (usually two or more) of qualified sources. Procure-
ments must be conducted in a manner that prohibits the use of in-state
or local geographical preferences in the evaluation of bids or proposals;

(2) Subrecipients may not use the sealed bid method for
procurement of the Single Auditor. There is no requirement that the
selected audit firm be geographically located near the Subrecipient. If
a Subrecipient does not receive proposals from firms with appropriate

experience or responses with a price that is not reasonable compared to
the cost price analysis, the submissions must be rejected and procure-
ment must be re-performed.

(c) Subrecipients and Affiliates must confirm that they are con-
tracting with an audit firm that is properly licensed to perform the Sin-
gle Audit and is not on a limited scope status or under any other sanc-
tion, reprimand or violation with the Texas State Board of Public Ac-
countancy. The Subrecipient must ensure that the Single Audit is per-
formed in accordance with the limitations on the auditor's license.

(d) Subrecipients are required to submit a Single Audit Certi-
fication form within two (2) months after the end of their fiscal year
indicating the amount they expended in Federal and State funds during
their fiscal year and the outstanding balance of any loans made with fed-
eral funds if there are continuing compliance requirements other than
repayment of the loan.

(e) Subrecipients that expend $750,000 or more in federal
and/or state awards or have an outstanding loan balance associated
with a federal or state resource of $750,000 or more with continuing
compliance requirements, or a combination thereof must have a Single
Audit or program-specific audit conducted. If the Subrecipient's
Single Audit is required by 2 CFR 200, subpart F, the report must be
submitted to the Federal Audit Clearinghouse the earlier of 30 days
after receipt of the auditor's report or nine (9) months after the end of
its respective fiscal year. If a Single Audit is required but not under 2
CFR 200, subpart F, the report must be submitted to the Department
the earlier of 30 days after receipt of the auditor's report or nine months
after the end of its respective fiscal year.

(f) Subrecipients are required to submit a notification to the
Department within five business days of submission to the Federal Au-
dit Clearinghouse. Along with the notice, the Subrecipient must indi-
cate if the auditor issued a management letter. If a management letter
was issued by the auditor, a copy must be sent to the Department.

(g) The Department will review the Single Audit and issue a
management decision letter. If the Single Audit results in disallowed
costs, those amounts must be repaid or an acceptable repayment plan
must be entered into with the Department in accordance with 10 TAC
§1.21.

(h) Inevaluating a Single Audit, the Department will consider
both audit findings and management responses in its review. The De-
partment will notify Subrecipients and Affiliates (if applicable) of any
Deficiencies or Findings from within the Single Audit for which the De-
partment requires additional information or clarification and will pro-
vide a deadline by which that resolution must occur.

(1) All findings identified in the most recent Single Audit
will be reported to EARAC through the Previous Participation review
process described in Subchapter C of this Chapter. The Subrecipient
may submit written comments for consideration within five (5) busi-
ness days of the Department's management decision letter.

(j) If the Subrecipient disagreed with the auditors finding(s),
and the issue is related to administration of one of the Department's
programs, an appeal process is available to provide an opportunity for
the auditee to explain its disagreement to the Department. This is not
an appeal of audit findings themselves. The Subrecipient may submit a
letter of appeal and documentation to support the appeal. The Depart-
ment will take the documentation and written appeal into consideration
prior to issuing a management decision letter. If the Subrecipient did
not disagree with the auditor's finding, no appeal to the Department is
available.

(k) Inaccordance with 2 CFR Part 200 and the State of Texas
Single Audit Circular §.225, with the exception of nondiscretionary
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CSBG funds except as otherwise required by federal laws or regula-
tions, the Department may suspend and cease payments under all ac-
tive Contracts until the Single Audit is received. In addition, the De-
partment may fail to renew, amend, extend and/or not enter into a new
Contract with a Subrecipient until receipt of the required Single Audit
Certification form or the submission requirements detailed in subpara-
graph (e) of this section.

(1) Inaccordance with Subchapter C of this Chapter (relating to
Previous Participation Reviews), if a Subrecipient applies for funding
or an award from the Department, findings noted in the Single Audit
and the failure to timely submit a Single Audit Certification Form or
Single Audit will be reported to EARAC.

$1.404.  Purchase and Procurement Standards.

(a) The procurement of all goods and services shall be con-
ducted, to the maximum extent practical, in a manner providing full
and open competition consistent with the standards of 2 CFR Part 200
and UGMS, as applicable.

(b) Subrecipients shall establish, and require its subre-
cipients/Subcontractors (as applicable by program regulations) to
establish, written procurement procedures that when followed, result
in procurements that comply with federal, state and local standards,
and grant award contracts. Procedures must:

(1) include a cost or price analysis that provides for a re-
view of proposed procurements to avoid purchase of unnecessary or
duplicative items. Where appropriate, analyzing lease versus purchase
alternatives, performing the proposed service in-house, and perform-
ing any other appropriate analysis to determine the most economical
approach.

(2) require that solicitations for goods and services provide
for a clear and accurate description of the technical requirements for
the material, product or service to be procured. In competitive pro-
curements, such a description shall not contain features which unduly
restrict competition, but must contain requirements that the bidder/of-
feror must fulfill and all other factors to be used in evaluating bids or
proposals. A description, whenever practicable, of technical require-
ments in terms of functions to be performed or performance required,
including the range of acceptable characteristics or minimum accept-
able standards. The specific features of "brand name or equal value"
that bidders are required to meet must be listed in the solicitation.

(3) include a method for conducting technical evaluations
of the proposals received and for selecting awardees.

(¢) Documentation of procurement processes, to include
but not be limited to, rationale for the type of procurement, cost or
price analysis, procurement package, advertising, responses, selection
process, contractor selection or rejection, certification of conflict of
interest requirements being satisfied, and evidence that the awardee is
not an excluded entity in the System for Award Management ("SAM")
must be maintained by the Subrecipient in accordance with the record
retention requirements of the applicable program.

(d) Inaccordance with 34 Texas Administrative Code §20.13,
each Subrecipient shall make a good faith effort to utilize the state's
Historically Underutilized Business Program in contracts for construc-
tion, services (including consulting and Professional Services) and
commodities purchases.

(e) The State of Texas conducts procurement for many mate-
rials, goods, and appliances. Use of the State of Texas Co-Op Pur-
chasing Program does not satisfy the requirements of 2 CFR 200. For
more detail about how to purchase from the state contract, please con-
tact: State of Texas Co-Op Purchasing Program, Texas Comptroller of

Public Accounts. If Subrecipients choose to use the Cooperative Pur-
chasing Program, documentation of annual fee payment is required.

(f) All vehicles considered for purchase with state or federal
funds must be pre-approved by the Department via written correspon-
dence from the Department. Procurement procedures must include pro-
visions for free and open competition. Any vehicle purchased without
approval may result in disallowed costs.

§1.405. Bonding Requirements.

(a) Therequirements described in this subsection relate only to
construction or facility improvements for DOE WAP, HOME, CDBG,
NSP, and ESG Subrecipients.

(1) For construction contracts exceeding $100,000, the
Subrecipient must request and receive Department approval of the
bonding policy and requirements of the Subrecipient to ensure that the
Department is adequately protected.

(2) For construction contracts in excess of $100,000, and
for which the Department has not made a determination that the De-
partment's interest is adequately protected, a "bid guarantee" from each
bidder equivalent to 5% of the bid price shall be requested. The "bid
guarantee" shall consist of a firm commitment such as a bid bond, cer-
tified check, or other negotiable instrument accompanying a bid as as-
surance that the bidder will, upon acceptance of his bid, execute such
contractual documents as may be required within the time specified. A
bid bond in the form of any of the documents described in this para-
graph may be accepted as a "bid guarantee."

(A) A performance bond on the part of the Subrecipient
for 100% of the contract price. A "performance bond" is one executed
in connection with a contract, to secure fulfillment of all obligations
under such contract.

(B) A payment bond on the part of the subcontrac-
tor/vendor for 100% of the contract price. A "payment bond" is one
executed in connection with a contract to assure payment as required
by statute of all persons supplying labor and material in the execution
of the work provided for in the contract.

(C) Where bonds are required, in the situations de-
scribed herein, the bonds shall be obtained from companies holding
certificates of authority as acceptable sureties pursuant to 31 CFR Part
223, "Surety Companies Doing Business with the United States."

(b) A unit of government must comply with the bond require-
ments of Texas Civil Statutes, Articles 2252, 2253, and 5160, and Local
Government Code, §252.044 and §262.032, as applicable.

§1.406. Fidelity Bond Requirements.

The Department is required to assure that fiscal control and accounting
procedures for federally funded entities will be established to assure the
proper disbursal and accounting for the federal funds paid to the state.
In compliance with that assurance the Department requires program
Subrecipients to maintain adequate fidelity bond coverage. A fidelity
bond is a bond indemnifying the Subrecipient against losses resulting
from the fraud or lack of integrity, honesty or fidelity of one or more of
its employees, officers, or other persons holding a position of trust.

(1) Inadministering Contracts, Subrecipients shall observe
their regular requirements and practices with respect to bonding and
insurance. In addition, the Department may impose bonding and in-
surance requirements by Contract.

(2) If a Subrecipient is a non-governmental organization,
the Department requires an adequate fidelity bond. If the amount of the
fidelity bond is not prescribed in the contract, the fidelity bond must be
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for a minimum of $10,000 or an amount equal to the contract if less
than $10,000. The bond must be obtained from a company holding a
certificate of authority to issue such bonds in the State of Texas.

(3) The fidelity bond coverage must include all persons au-
thorized to sign or counter-sign checks or to disburse sizable amounts
of cash. Persons who handle only petty cash (amounts of less than
$250) need not be bonded, nor is it necessary to bond officials who are
authorized to sign payment vouchers, but are not authorized to sign or
counter-sign checks or to disburse cash.

(4) The Subrecipient must receive an assurance letter from
the bonding company or agency stating the type of bond, the amount
and period of coverage, the positions covered, and the annual cost of
the bond. Compliance must be continuously maintained thereafter. A
copy of the actual policy shall remain on file with the Subrecipient and
shall be subject to monitoring by the Department.

(5) Subrecipients are responsible for filing claims against
the fidelity bond when a covered loss is discovered.

(6) The Department may take any one or more of the ac-
tions described in Chapter 2, of this Part, titled "Enforcement" in asso-
ciation with issues identified as part of filing claims against the fidelity
bond.

$1.407.  Inventory Report.

(a) The Department requires the submission of an inventory
report for all Contracts on an annual basis to be submitted to the De-
partment, no later than 45 days after the end of the Contract Term, or
a more frequent period as reflected in the Contract. Real Property and
Equipment must be inventoried and reported on the Department's re-
quired form. The form and instructions are found on the Department's
website.

(b) Real property and Equipment purchased with funds under
a Contract with the Department must be inventoried and reported to the
Department during the Contract term.

$1.408. Travel.

The governing body of each Subrecipient must adopt travel policies
that adhere to 2 CFR Part 200, for cost allowability. The Subrecipi-
ent must follow either the federal travel regulations or State of Texas
travel rules and regulations found on the Comptroller of Public Ac-
counts website at www.cpa.state.tx.us, as applicable.

$1.409.  Records Retention.

(a) Client Records including Multifamily Development Own-
ers. The Department requires Subrecipient organizations to document
client services and assistance. Subrecipient organizations must arrange
for the security of all program-related computer files through a remote,
online, or managed backup service. Confidential client files must be
maintained in a manner to protect the privacy of each client and to
maintain the same for future reference. Subrecipient organizations
must store physical client files in a secure space in a manner that en-
sures confidentiality and in accordance with Subrecipient organization
policies and procedures. To the extent that it is financially feasible,
archived client files should be stored offsite from Subrecipient head-
quarters, in a secure space in a manner that ensures confidentiality and
in accordance with organization policies and procedures.

(b) Records of client eligibility must be retained for five (5)
years starting from the date the household activity is completed, unless
otherwise provided in federal regulations governing the program.

(c) Other records must be maintained as described in the Con-
tract or the LURA, and in accordance with federal or state law for the
programs described in the Chapters of this Part.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 14,
2016.

TRD-201605820

Timothy K. Irvine

Executive Director

Texas Department of Housing and Community Affairs
Effective date: December 4, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 475-1762

¢ L4 ¢
TITLE 22. EXAMINING BOARDS

PART 6. TEXAS BOARD OF
PROFESSIONAL ENGINEERS

CHAPTER 131. ORGANIZATION AND
ADMINISTRATION

The Texas Board of Professional Engineers (Board) adopts
amendments to §131.1, concerning Purpose and Duties;
§131.3, concerning Headquarters of the Board; §131.7,
concerning Organization of the Board; §131.81, concerning
Definitions; and §131.85, concerning Board Rules Procedures,
without changes to the proposed text as published in the
September 16, 2016, issue of the Texas Register (41 TexReg
7239). The text of the rules will not be republished.

The adopted rule changes are clean-up changes to make some
minor corrections and updates. These changes clarify, correct
or simplify existing rules to make them more consistent with the
current statute and procedures and update the Board's physical
address.

The Board received no comments for or against the proposed
rule changes. No changes were made to the rules as proposed.

SUBCHAPTER A. ORGANIZATION OF THE
BOARD
22 TAC §§131.1, 131.3, 131.7

The amendments are adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and en-
force all rules and regulations and bylaws consistent with the Act
as necessary for the performance of its duties, the governance
of its own proceedings, and the regulation of the practice of en-
gineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606021

41 TexReg 9704 December 9, 2016 Texas Register
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Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

SUBCHAPTER F. ADMINISTRATION
22 TAC §131.81, §131.85

The amendments are adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and en-
force all rules and regulations and bylaws consistent with the Act
as necessary for the performance of its duties, the governance
of its own proceedings, and the regulation of the practice of en-
gineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606022

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ L4 ¢
CHAPTER 133. LICENSING

The Texas Board of Professional Engineers (Board) adopts
amendments to §133.35, concerning Proof of Educational
Qualifications--Accredited/Approved Programs and §133.67,
concerning Examination on the Principles and Practice of En-
gineering, without changes to the proposed text as published
in the September 16, 2016, issue of the Texas Register (41
TexReg 7241). The text of the rules will not be republished.

The adopted rule change to §133.35 extended the acceptance
of transcripts from the National Council of Examiners for Engi-
neering and Surveying (NCEES) and board approved commer-
cial evaluation services provided the transcripts were forwarded
directly from the registrar of the institution from which the appli-
cant graduated.

The adopted rule change to §133.67 clarified the time frame
when an applicant may re-apply for approval to register for the
principles and practice of engineering (PE) exam after exhaust-
ing the approved exam attempts or having the approval period
expire.

The Board received no comments for or against the proposed
rule changes. No changes were made to the rules as proposed.

SUBCHAPTER D. EDUCATION
22 TAC §133.35

The amendment is adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and

enforce all rules and regulations and bylaws consistent with
the Act as necessary for the performance of its duties, the
governance of its own proceedings, and the regulation of the
practice of engineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606023

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

SUBCHAPTER G. EXAMINATIONS
22 TAC §133.67

The amendment is adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and
enforce all rules and regulations and bylaws consistent with
the Act as necessary for the performance of its duties, the
governance of its own proceedings, and the regulation of the
practice of engineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606024

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

CHAPTER 137. COMPLIANCE AND
PROFESSIONALISM

The Texas Board of Professional Engineers (Board) adopts
amendments to §137.5, concerning License Holder Notification
Requirements; §137.17, concerning Continuing Education
Program; §137.31, concerning Seal Specifications; §137.33,
concerning Sealing Procedures; §137.37, concerning Sealing
Misconduct; and §137.63, concerning Engineers' Responsibility
to the Profession, without changes to the proposed text as pub-
lished in the September 16, 2016, issue of the Texas Register
(41 TexReg 7242). The text of the rules will not be republished.

The adopted rule changes are clean up changes to make some
minor corrections and updates. These changes clarify, correct
or simplify existing rules to make them more consistent with the
current statute and procedures.
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The Board received no comments for or against the proposed
rule changes. No changes were made to the rules as proposed.

SUBCHAPTER A. INDIVIDUAL AND
ENGINEER COMPLIANCE
22 TAC §137.5, §137.17

The amendments are adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and en-
force all rules and regulations and bylaws consistent with the Act
as necessary for the performance of its duties, the governance
of its own proceedings, and the regulation of the practice of en-
gineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606025

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

SUBCHAPTER B. SEALING REQUIREMENTS
22 TAC §§137.31, 137.33, 137.37

The amendments are adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and en-
force all rules and regulations and bylaws consistent with the Act
as necessary for the performance of its duties, the governance
of its own proceedings, and the regulation of the practice of en-
gineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606026

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

SUBCHAPTER C. PROFESSIONAL CONDUCT
AND ETHICS
22 TAC §137.63

The amendment is adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and
enforce all rules and regulations and bylaws consistent with
the Act as necessary for the performance of its duties, the
governance of its own proceedings, and the regulation of the
practice of engineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606027

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

L4 L4 ¢
CHAPTER 139. ENFORCEMENT

The Texas Board of Professional Engineers (Board) adopts
amendments to §139.13, concerning Filing a Complaint;
§139.15, concerning Processing a Complaint; §139.17, con-
cerning Investigating a Complaint; §139.19, concerning Final
Resolution of Complaint; §139.31, concerning Enforcement
Actions for Violations of the Act; §139.35, concerning Sanctions
and Penalties; and §139.47, concerning Probation, without
changes to the proposed text as published in the September 16,
2016, issue of the Texas Register (41 TexReg 7244). The text
of the rules will not be republished.

The adopted rule changes are clean up changes to make some
minor corrections and updates. These changes clarify, correct
or simplify existing rules to make them more consistent with the
current statute and procedures.

The Board received no comments for or against the adopted rule
changes. No changes were made to the rules as proposed.

SUBCHAPTER B. COMPLAINT PROCESS
AND PROCEDURES
22 TAC §§139.13, 139.15, 139.17, 139.19

The amendments are adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and en-
force all rules and regulations and bylaws consistent with the Act
as necessary for the performance of its duties, the governance
of its own proceedings, and the regulation of the practice of en-
gineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606028

41 TexReg 9706 December 9, 2016 Texas Register



Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

SUBCHAPTER C. ENFORCEMENT
PROCEEDINGS
22 TAC §139.31, §139.35

The amendments are adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and en-
force all rules and regulations and bylaws consistent with the Act
as necessary for the performance of its duties, the governance
of its own proceedings, and the regulation of the practice of en-
gineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606029

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

SUBCHAPTER D. SPECIAL DISCIPLINARY
PROVISIONS FOR LICENSE HOLDERS
22 TAC §139.47

The amendment is adopted pursuant to Texas Occupations
Code §1001.202, which authorizes the Board to make and
enforce all rules and regulations and bylaws consistent with
the Act as necessary for the performance of its duties, the
governance of its own proceedings, and the regulation of the
practice of engineering in this state.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606030

Lance Kinney, P.E.

Executive Director

Texas Board of Professional Engineers

Effective date: December 11, 2016

Proposal publication date: September 16, 2016
For further information, please call: (512) 440-7723

¢ ¢ ¢

PART 8. TEXAS APPRAISER
LICENSING AND CERTIFICATION
BOARD

CHAPTER 153. RULES RELATING TO
PROVISIONS OF THE TEXAS APPRAISER
LICENSING AND CERTIFICATION ACT

22 TAC §153.15

The Texas Appraiser Licensing and Certification Board (TALCB
or Board) adopts amendments to §153.15, Experience Required
for Licensing, without changes as published in the September
9, 2016, issue of the Texas Register (41 TexReg 6910). The
amendments clarify the criteria required for awarding experience
credit for applicants and license holders based on a revised in-
terpretation of the Appraisal Subcommittee (ASC). The amend-
ments also remove redundant language and reorganize this sec-
tion to improve readability.

The reasoned justification for the amendments is to implement
revisions recognized by the Board’s federal oversight agency
and provide clarity for license holders.

No comments were received on the amendments as proposed.

The amendments are adopted under Texas Occupations Code
§§1103.151 - 1103.152, which authorize TALCB to: adopt rules
relating to certificates and licenses and prescribe qualifications
for appraisers that are consistent with the qualifications estab-
lished by the Appraiser Qualifications Board.

The statute affected by these amendments is Texas Occupations
Code, Chapter 1103. No other statute, code or article is affected
by the amendments.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,

2016.

TRD-201606031

Kristen Worman

General Counsel

Texas Appraiser Licensing and Certification Board
Effective date: December 11, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 936-3652

¢ ¢ ¢

CHAPTER 159. RULES RELATING TO THE
PROVISIONS OF THE TEXAS APPRAISAL
MANAGEMENT COMPANY REGISTRATION
AND REGULATION ACT

22 TAC §159.52

The Texas Appraiser Licensing and Certification Board (TALCB
or Board) adopts amendments to §159.52, Fees, without
changes to the proposed text as published in the September
9, 2016, issue of the Texas Register (41 TexReg 6912). The
amendments reduce the renewal fee for appraisal management
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companies (AMCs) by $300 per two-year license renewal period
and reduce the fee to add or remove an appraiser from an AMC
panel from $10 to $5.

The reasoned justification for the amendments is to implement
the fee reduction adopted by the Board as part of its budget for
fiscal year 2017.

One comment was received on the amendments as proposed.
The commenter is an AMC trade association. The commenter
supports the AMC fee reductions as proposed.

The AMC Advisory Committee considered the comments at its
meeting on October 25, 2016, and recommends adopting the
amendments as proposed without changes.

The amendments are adopted under Texas Occupations Code,
§1104.051, which authorizes the TALCB to adopt rules neces-
sary to administer the provisions of Chapter 1104, Texas Occu-
pations Code.

The statute affected by these amendments is Texas Occupations
Code, Chapter 1104. No other statute, code or article is affected
by the proposed amendments.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606033

Kristen Worman

General Counsel

Texas Appraiser Licensing and Certification Board
Effective date: January 1, 2017

Proposal publication date: September 9, 2016

For further information, please call: (512) 936-3652
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22 TAC §159.161

The Texas Appraiser Licensing and Certification Board (TALCB
or Board) adopts amendments to §159.161, Appraiser Panel,
without changes to the proposed text as published in the
September 9, 2016, issue of the Texas Register (41 TexReg
6913). As recommended by the Appraisal Management Com-
pany (AMC) Advisory Committee, the amendments allow the
Board to remove an appraiser from an AMC's panel without
any charge to the AMC if the Board suspends or revokes
the appraiser's license. The amendments also clarify when
an appraiser will be removed from an AMCs panel after the
appraiser's license expires.

The reasoned justification for the amendments is to provide clar-
ity for license holders and align the rule with current Board prac-
tices.

One comment was received on the amendments as proposed.
The commenter is an AMC trade association. The commenter
supports the amendments as proposed.

The AMC Advisory Committee considered the comments at its
meeting on October 25, 2016, and recommends adopting the
amendments as proposed without changes.

The amendments are adopted under Texas Occupations Code,
§1104.051, which authorizes the TALCB to adopt rules neces-

sary to administer the provisions of Chapter 1104, Texas Occu-
pations Code.

The statute affected by these amendments is Texas Occupations
Code, Chapter 1104. No other statute, code or article is affected
by the proposed amendments.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606034

Kristen Worman

General Counsel

Texas Appraiser Licensing and Certification Board
Effective date: January 1, 2017

Proposal publication date: September 9, 2016

For further information, please call: (512) 936-3652
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22 TAC §159.201

The Texas Appraiser Licensing and Certification Board (TALCB
or Board) adopts amendments to §159.201, Guidelines for Re-
vocation, Suspension, or Denial of a License, without changes
to the proposed text as published in the September 9, 2016, is-
sue of the Texas Register (41 TexReg 6914).

The amendments are adopted to allow an appraisal manage-
ment company (AMC) to conduct additional criminal history
checks for appraisers beyond those required by the Board, so
long as an AMC does not require an appraiser to pay for or
reimburse the AMC for the additional criminal history checks.

The reasoned justification for the amendments is to allow AMCs
to continue the business practice of conducting additional crim-
inal background checks required in AMC contracts with lender
contracts without passing the costs for these additional checks
along to individual appraisers.

One comment was received on the amendments as proposed.
The commenter is an AMC trade association. The commenter
opposes the amendments as proposed because the amend-
ments interfere with the contractual relationship between an
AMC and its lender clients.

The AMC Advisory Committee considered the comments at its
meeting on October 25, 2016, and recommends the Board adopt
the amendments as proposed without changes.

After considering all of the comments received, the Board adopts
the amendments as recommended by the AMC Advisory Com-
mittee.

The amendments are adopted under Texas Occupations Code,
§1104.051, which authorizes the TALCB to adopt rules neces-
sary to administer the provisions of Chapter 1104, Texas Occu-
pations Code.

The statute affected by these amendments is Texas Occupations
Code, Chapter 1104. No other statute, code or article is affected
by the amendments.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.
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Filed with the Office of the Secretary of State on November 21,
2016.

TRD-201606035

Kristen Worman

General Counsel

Texas Appraiser Licensing and Certification Board
Effective date: December 11, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 936-3652
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PART 16. TEXAS BOARD OF
PHYSICAL THERAPY EXAMINERS

CHAPTER 329. LICENSING PROCEDURE
22 TAC §329.2

The Texas Board of Physical Therapy Examiners adopts
amendments to §329.2, Licensure by Examination, relating to
(b) Re-examination and (d) Exam Accommodations, without
changes to the proposed text as published in the September 9,
2016, issue of the Texas Register (41 TexReg 6916).

The amendments are adopted to allow for the implementation of
the Alternate Approval Process through the Federation of State
Boards of Physical Therapy (Federation) for candidate eligibility
for the National Physical Therapy Examination (exam). The pro-
cedures for applying for re-examination if a candidate fails the
exam and for applying for accommodations for taking the exam
will be included in the Federation's requirements for eligibility and
will be processed by the Federation.

No comments were received regarding the proposed changes.

The amendments are adopted under the Physical Therapy Prac-
tice Act, Title 3, Subtitle H, Chapter 453, Occupations Code,
which provides the Texas Board of Physical Therapy Examin-
ers with the authority to adopt rules consistent with this Act to
carry out its duties in administering this Act.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,

2016.

TRD-201606020

John P. Maline

Executive Director

Texas Board of Physical Therapy Examiners
Effective date: January 1, 2017

Proposal publication date: September 9, 2016

For further information, please call: (512) 305-6900
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TITLE 25. HEALTH SERVICES

PART 1. DEPARTMENT OF STATE
HEALTH SERVICES

CHAPTER 1. MISCELLANEOUS PROVISIONS

SUBCHAPTER K. DEFINITION, TREATMENT,
AND DISPOSITION OF SPECIAL WASTE FROM
HEALTH CARE-RELATED FACILITIES

25 TAC §§1.132 - 1.137

The Executive Commissioner of the Health and Human Services
Commission (commission), on behalf of the Department of State
Health Services (department), adopts amendments to §§1.132
- 1.137, concerning the definition, treatment, and disposition of
special waste from health care-related facilities. Sections 1.132,
1.133, 1.134 and 1.136 are adopted with changes to the pro-
posed text as published in the September 30, 2016 issue of the
Texas Register (41 TexReg 7659). Sections 1.135 and 1.137
are adopted without changes to the proposed text and will not
be published in the Texas Register.

BACKGROUND AND JUSTIFICATION

The rule amendments provide language and offer clarification
to enhance the understanding of the rules, as well as to up-
date outdated references, terminology, and disposition methods.
Government Code, §2001.039 requires a review of rules, includ-
ing an assessment of whether the reasons for initially adopting
the rules continue to exist. Chapter 1, Subchapter K, Title 25
of the Texas Administrative Code (TAC) was originally adopted
in 1989, and amendments were made in 1991 and 1994. The
department also reviewed §§1.131 - 1.137 and determined that
the reasons for adopting the rules continue to exist because the
rules on this subject are needed. The department not only ad-
dressed outdated terms and methods but its charge to ensure
the health and safety of the public pursuant to Texas Health and
Safety Code, Chapters 12 and 81 through, among many things,
the proper disposition of tissue that results from spontaneous
and induced abortions. In conjunction with its review, the de-
partment also considered and gave great weight to the Legisla-
ture's policy objective of ensuring dignity for the unborn, which
is articulated in a number of Texas laws. In undertaking this re-
view, the department took into consideration a variety of statutes
that express the Legislature's will to afford the level of protec-
tion and dignity to unborn children as state law affords to adults
and children. See, e.g., Texas Penal Code, §1.07(26) (defining
"individual" to include "an unborn child at every stage of gesta-
tion from fertilization until birth"); Texas Civil Practice and Reme-
dies Code, §71.001(4) (defining "individual" in the wrongful death
statute to include "an unborn child at every stage of gestation
from fertilization until birth"); Texas Estates Code, §1002.002 (al-
lowing for appointment of attorney ad litem for an unborn person
in a guardianship proceeding); Texas Health and Safety Code,
§241.010 (requiring hospitals to release to a parent remains of
an unborn child who dies as a result of an unintended, intrauter-
ine death). The rules carry out the department's duty to protect
public health in a manner that is consonant with the State's re-
spect for life and dignity of the unborn. The department accom-
plished this through amendments to the rules and inclusion of
new provisions in the rules, including prohibiting the disposal of
fetal tissue in a landfill and eliminating grinding as a method of
fetal tissue disposition, that afford protection and dignity to the
unborn consistent with the Legislature's expression of its intent.
These rules provide a comparable level of protection to public
health, while eliminating disposition options that are clearly in-
compatible with the Legislature's articulated objective of protect-
ing the dignity of the unborn. The adopted rules meet the depart-
ment's duties under law, while properly weighing considerations
regarding public health, overall public benefit, and costs.
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SECTION-BY-SECTION SUMMARY

Amendments to §1.132, Definitions, are modified at adoption in
response to comments to achieve greater clarity while updating
references to the department; define the terms cremation, ex-
ecutive commissioner, and fetal tissue; remove the definition for
the term cremated remains; amend the definition of interment;
update references to the Texas Commission on Environmental
Quality (TCEQ); correct a mathematical unit for "log, ;" and ne-
cessitate the renumbering of paragraphs. Paragraph (18) has
been amended at adoption in response to comments received
stating that the rule was not clear regarding the difference be-
tween incineration and cremation and that the rules appeared
to emphasize cremation over incineration. The department has
modified the definition to clarify that the term "cremation" in this
subchapter includes the process of incineration. Paragraph (21)
has been amended at adoption to update the term "Department”
to read "Texas Department of State Health Services" instead
of the outdated "Texas Department of Health" contained in the
proposed rule. This update was inadvertently omitted while this
reference was updated in all other parts of the proposed rules.
Paragraph (33) has been amended at adoption in response to
comments received stating that the rules did not provide direc-
tion on what to do with ashes after cremation. As a result, the
definition of "interment" has been amended to include language
regarding disposition of ashes after the process of cremation
(and incineration) as authorized by law, unless prohibited by the
adopted rules. The adopted rules prohibit the disposition of fe-
tal tissue in a sanitary landfill, and the language added to para-
graph (33) on adoption is subject to that limitation, prohibiting
the scattering of ashes in a landfill. Paragraph (42) has been
amended at adoption in response to comments received stating
that the rules apply "at any gestational age" however, the rules
contain exemptions that limit that application. As a result, para-
graph (42)(B) under the definition of "pathological waste" in ref-
erence to "products of spontaneous or induced human abortion,
regardless of period of gestation" contains a cross-reference to
the exemptions in §1.133 that was added at adoption to assist
the reader in applying the exemptions, which limit the applicabil-
ity of the language in paragraph (42)(B).

Amendments to §1.133, Scope, Covering Exemptions and Mini-
mum Parametric Standards for Waste Treatment Technologies
Previously Approved by the Texas Department of Health, are
adopted to update references to the department and a legal ref-
erence. New subparagraph (G) has been added at adoption in
response to comments received stating that the rule should be
clarified to state that fetal tissue which results from a miscarriage
or other abortion that occurs at home, whether induced or spon-
taneous, is not subject to the rules. An exemption was added
at adoption under new subparagraph (G) that exempts from the
rule's requirements human tissue, including fetal tissue, that is
expelled or removed from the human body once the person is
outside of a healthcare facility. New subparagraph (H) has been
added at adoption in response to comments received stating that
the rule did not comport with House Bill (HB) 635 (Acts 2015,
84th Legislature, Regular Session, Chapter 342), which requires
a hospital to release the remains of an unintended, intrauterine
fetal death on the request of a parent of the unborn child. An
exemption was added at adoption under new subparagraph (H)
that exempts from the rule's requirements fetal remains required
to be released to the parent of an unborn child pursuant to Texas
Health and Safety Code, §241.010. New subparagraph (I) has
been added at adoption in response to comments received stat-
ing that the rule did not comport with HB 1670 (Acts 2015, 84th

Legislature, Regular Session, Chapter 740), which added Chap-
ter 172 to the Texas Health and Safety Code and requires a hos-
pital or birthing center to allow a woman who gave birth in the
facility to take the placenta from the facility in certain circum-
stances. Language was added under new subparagraph (I) at
adoption which creates an exemption from the rules applicability
when a placenta is removed from a hospital or birthing center
pursuant to Texas Health and Safety Code, Chapter 172.

Amendments to §1.134, Application, are adopted to update ref-
erences to facilities providing mental health and intellectual dis-
ability services; and add freestanding emergency medical care
facilities to the list of health care-related facilities to which this
rule applies. New subsection (a) has been added at adoption
in response to comments received stating that the rule would
require that confidential and/or private information regarding an
individual be part of public information and/or vital statistics data
collected by the department and that a death certificate would
be required to dispose of fetal tissue. To clarify the intended im-
pact of the rules, language was added to this section at adoption
to state that the rules are not to be used to require or autho-
rize disclosure of confidential information, including personally
identifiable or personally sensitive information, not permitted to
be disclosed by state or federal privacy or confidentiality laws,
and that the rules do not require the issuance of a birth or death
certificate for the proper disposition of special waste from health
care-related facilities, and that this subchapter does not extend
or modify requirements of Texas Health and Safety Code, Chap-
ters 711 and 716 or Texas Occupations Code, Chapter 651 to
disposition of fetal tissue.

Amendments to §1.135, Performance Standards for Commer-
cially-Available Alternate Treatment Technologies for Special
Waste from Health Care-Related Facilities, are adopted to up-
date references to the department and correct a mathematical
unit to "log, .."

Amendments to §1.136, Approved Methods of Treatment and
Disposition, are adopted to update references to the depart-
ment; update terminology regarding the TAC; update references
to TCEQ and its rules; clarify disposition methods for fetal tissue;
clarify disposition methods for fetal tissue and other tissues
that are products of spontaneous or induced human abortion;
and clarify that disposition methods for anatomical remains
are established in 25 TAC §479.4. Subsection (a)(4)(A)(v) and
(B)(i) have been amended at adoption in response to comments
received stating that the rules apply "at any gestational age"
however, the rules contain exemptions that limit that application.
As a result, subsection (a)(4)(A)(v) regarding "fetal tissue,
regardless of period of gestation" and subsection (a)(4)(B)(i)
regarding "fetal tissue, regardless of period of gestation" contain
a cross-reference to the exemptions in §1.133 that was added at
adoption to assist the reader in applying the exemptions, which
limit the applicability of the language in paragraph (4)(A) and (B).
Subsection (a)(4)(A)(v)(Il) and (B)(i)(IV) have been amended at
adoption in response to comments received stating that the rule
was not clear regarding the difference between incineration and
cremation and that the rules appeared to emphasize cremation
over incineration. The stand-alone term "cremation" was deleted
at adoption in both subsection (a)(4)(A)(v)(Il) and (B)(i)(IV).
This term already existed as a form of interment, and thus was
included as method of disposition in the previous rules. It is
retained in the adopted rules under the term "interment" along
with the amendments made to §1.132(18) specified above.
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Amendments to §1.137, Enforcement, are adopted to reflect the
Executive Commissioner's role in rulemaking; remove home and
community support services agencies from the list of the depart-
ment's regulatory programs; and add end-stage renal disease
facilities and freestanding emergency medical centers to the list
of the department's regulatory programs.

COMMENTS

The department, on behalf of the commission, has reviewed and
prepared responses to comments regarding the proposed rules
that were submitted during two 30-day comment periods and at
two public hearings, held on August 4, 2016 and November 9,
2016, which the commission has reviewed and considered. A
total of 35,663 written and oral public comments were received.

The following interested groups and/or associations provided
comments in favor of the rules: Texas House Republican
Caucus, Texas Alliance for Life, Texas Right to Life, American
Academy of Fertility Care Professionals, Houston Coalition for
Life, Texans for Life Committee, Roman Catholic Diocese of
Austin, Young Women for America and Concerned Women for
America Legislative Action Committee, Choose Life Midland,
Birth Choice Dallas, Woman to Woman Pregnancy Resource
Center, Texas Catholic Conference, Life Choices Medical Clinic
of San Antonio, Texas Values, St. Ignatius Martyr Catholic
Parish, Southern Baptists of Texas Convention, Justice Foun-
dation, Operation Outcry, Students for Life of America, Pro-Life
Organization of Grimes and Waller Counties, Office of Life
Charity and Justice of Roman Catholic Church, Our Lady of the
Rosary Cemetery and Prayer Garden, Diocese of San Angelo,
Trinity Legal Center, Cathedral of Our Lady of Walsingham
Catholic Church and Shrine, Mercy Ministry of the Prince of
Peace Catholic Community, Catholic Pro-Life Committee of
North Texas, Catholic Healthcare Professionals of Houston, SA
Pregnancy Care Center, 3d Houston, and St. Clair of Assisi
Catholic Church.

The following interested groups and/or associations provided
comments that were opposed to the rules: Texas House
Women's Health Caucus, Texas Medical Association and
Texas Hospital Association, American Civil Liberties Union,
Center for Reproductive Rights, Funeral Consumers Alliance of
Texas (FCAT), NARAL Pro-Choice Texas, Medical Students for
Choice, Unite Women Texas, Planned Parenthood of Greater
Texas, Inc., Planned Parenthood South Texas Surgical Center,
Planned Parenthood Center for Choice, Inc., Planned Parent-
hood of Texas Votes, Lilith Fund, Austin National Organization
for Women, Texas Equal Access Fund, Public Leadership
Institute/Fund Texas Choice, National Abortion Federation,
National Latina Institute for Reproductive Health, Physicians
for Reproductive Health, Healthcare Waste Institute of the
National Waste and Recycling Association, American Congress
of Obstetricians and Gynecologists, League of Women Voters
of Texas, Teaching Hospitals of Texas, and National Association
of Social Workers.

The department, on behalf of the commission, acknowledges
these comments and responds below, according to the various
issues raised by these commenters.

Comment: The Center for Reproductive Rights stated that the
department lacks statutory authority to promulgate the amend-
ments; the amendments would unduly burden patients seeking
abortion care while providing no health or safety benefit; are un-
constitutionally vague and further shame and stigmatize women
seeking reproductive health care. The commenter states that the

rules do not confer any additional public health benefit to the pa-
tients or the general public and the fact that the new rules apply
only to fetal tissue confirms as much. The commenter states that
the U.S. Supreme Court held in Whole Woman's Health v. Heller-
stedt, 136 S.Ct. 2292 (2016) (Whole Woman's Health), that a
state's justification for an abortion restriction must be supported
by credible medical evidence which the state has not brought
forth. Offers from religious entities to offset the cost of burial do
not change the constitutional argument and fail to respect the
diversity of faith and secular traditions and beliefs Texans hold.
The commenter states that the rule is unconstitutionally vague in
that it does not clarify whether the regulations apply to the trans-
port and disposition of embryonic and fetal remains and do not
adequately define interment or cremation. The commenter adds
that the rules fail to provide legally sufficient clarity as to whether
they are intended to apply to disposition of tissue across state
lines. The commenter states that the amendments will burden
abortion access and miscarriage management by mandating its
own moral code upon Texas women.

Response: The commission respectfully disagrees. The rule
does not restrict access to abortion. The department has the
statutory authority to promulgate rules to protect the public from
the spread of communicable disease pursuant to Texas Health
and Safety Code, Chapters 12 and 81. In doing so, the depart-
ment undertook the review of outdated rules in conjunction with
this authority while trying to balance cost considerations, pub-
lic benefit, legislative intent, and the state's history of protection
of the unborn. These considerations resulted in the amended
rules. The rules impose an obligation on facilities, not on individ-
uals, and as a result do not shame or stigmatize women seeking
abortions. The rules do not unduly burden individuals seeking
abortions, as the department estimates that the costs for health
care-related facilities to comply will be sufficiently low such that
the costs can be absorbed by facilities as part of their operat-
ing costs while providing a public health benefit by ensuring the
proper disposal of fetal tissue. The rules also do not require
any facility to accept the offer of a religious entity to assist with
the disposition of fetal tissue and, therefore, do not impose any
particular faith or tradition on an individual. The rules are not un-
constitutionally vague because they specify the procedures used
and the facilities to which they apply. With regard to the issue
of whether the rules are intended to apply to disposition across
state lines, regardless of where the disposition of waste occurs,
the health care-related facility remains responsible for ensuring
that the fetal tissue disposition is in compliance with these rules.
The department does not have jurisdiction over disposition meth-
ods in other states or across state lines. The health care-related
facility will need to demonstrate to the department that it has pro-
vided for disposition in compliance with the rules.

Comment: The Healthcare Waste Institute of the National Waste
and Recycling Association stated that the rules require the gen-
erator to separate out waste materials for proper handling. Most
healthcare facilities use off-site waste management companies
to dispose of regulated medical waste. These commercial fa-
cilities do not have the ability to segregate materials received.
Even attempting to do so would place employees at great risk.
The commenter states that compliance by the healthcare waste
management industry is impractical, if not impossible and re-
quests that the department remove "incineration followed by in-
terments {and} steam disinfection followed by interment" from
the proposed rules. The commenter also suggested that the de-
partment add the following language:
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"Any transporter, treatment or final disposal facility who unknow-
ingly fails to comply with subsections of this section because
such waste has not been properly segregated or separated from
other solid wastes by the generating facility is not guilty of a vio-
lation under this rule."

Response: The commission declines to add the suggested lan-
guage because the department does not have the authority to
regulate medical waste transporters, waste treatment facilities,
or final disposal facilities. Instead, the TCEQ regulates medi-
cal waste transport, treatment, and disposition. The commission
also declines to remove rules in §1.136(a)(4)(A)(v)(ll) and (III),
as these are practices and methods currently utilized by health
care-related facilities for disposition of fetal tissue and do not
adversely impact the balance of considerations the department
was trying to achieve in the rules relating to the dignity of the
unborn and public health protections and cost. The commission
believes the methods allowed by the rules will protect the public
by preventing the spread of disease while also preserving the
dignity of the unborn in a manner consistent with Texas laws.
The commission understands that many health care-related fa-
cilities already segregate fetal tissue from medical waste and,
therefore, the rule would not impose additional requirements on
those facilities.

Comment: FCAT submitted initial comments stating that the pro-
posal for the rule changes appears to be incomplete in that it
does not complete the small and micro-business impact analysis
nor does it identify a fiscal impact to state or local governments.
The commenter expressed their disappointment that a public
hearing has not been called and that the exclusion of stakehold-
ers, particularly women, is ethically negligent. The commenter
states that proposed rules will forcibly increase the cost of abor-
tion by requiring cremation or interment of all fetuses by state-li-
censed funeral establishments who charge a basic fee of $2,000.
The commenter calculated the annual cost for 48,000 - 54,000
total abortions, typically occurring at 13 weeks, to add up to $96
million. The commenter assumes that the facilities will not bear
this cost and will force the woman to pay, and if the woman can-
not pay, the cost will be borne by county governments or that a
woman would be put in jail for not paying. The commenter states
that the proposed rules will force women into a narrower set
of emotional and financial choices with no added benefit. This
newly regulated life event will effect social, psychological, finan-
cial and pastoral services, with little to no experience on how to
support the woman. The rule appears to force women to reveal
to family, friends, and the community, her very personal choice
as it requires the assistance of a funeral establishment or ask-
ing friends and family's support with fetal disposition. The com-
menter stated that women will be forced to "shop and trade in
the dizzying emotional dither of the deathcare business," or dis-
pose of the fetus themselves. FCAT submitted additional com-
ments stating that cremation and burial are terms specified by
the Texas Funeral Service Commission and only regulate the
burial and cremation of "dead human bodies." Funeral directors
are not regulated or ethically allowed to participate in the dispo-
sition of aborted fetuses. This apparent exclusion is positive to
a woman's health as it protects her privacy and does not force
her to assign disposition responsibility to a publicly accessible
business and by eliminating actual or pass through costs from
a funeral business. FCAT offered that under the legal defini-
tion of cremation, 89% of aborted fetuses can be cremated un-
der current code by using a $17 hand held propane torch from
the hardware store. FCAT views cremation as being as insuf-
ferable to women as the grinding and discharging of a fetus in

a commercial garbage disposer. The commenter recommends
that earth burial be the only disposition method allowed. Simple
earth burial requires no special skills or extra expense. A fetus
or embryo burial place would not fit the definition of cemetery
because a cemetery is defined as a place of interment with one
"dead human body" or more, thus a fetus or embryo burial place
provides a simple and less costly burial method and location than
a designated and regulated cemetery. The proposed rule should
state the process to follow, in detail, for burial of a human fetus
or embryo; listing the choices a woman must make and the ex-
pected results. To do otherwise would result in multiple interpre-
tations. Practically speaking, an earth burial can be respectful,
easy and an economical choice for women. Since the rules allow
for group burial, the cubic volume of 89% of the aborted fetuses
in Texas, in one year, would be 3x3x3 yards, the size of a very
small bedroom. Spread out across 254 counties, the anticipated
volume of fetal remains in a year for a large metropolitan area
would be the size of a large household refrigerator. The com-
menter recommends that the woman bury the fetus on private
property with the location recorded in the property deed, or, the
woman choose for the county to bury in a designated location in
the county with a simple durable marker. As each county already
is required to have a policy for indigent burial, it is assumed that
a county employee is budgeted and assigned this task as part of
those duties.

Response: The commission respectfully disagrees. The depart-
ment republished the rules with a more comprehensive small and
micro-business impact analysis. The department received cost
data from waste disposal companies, private and public land-
fills, FCAT (comments as noted above), the Funeral Services
Commission, TCEQ, the University of Texas System, and oth-
ers to determine the minimum cost in complying with the rules.
Based upon the lowest stated costs of each entity able to pro-
vide cost estimates, the department has determined that the an-
nual cost per facility would be approximately $450. For those
health care-related facilities not already disposing of fetal tissue
through cremation and burial, the cost of any of the new avail-
able methods would be offset by the elimination of the cost of
landfill disposition. The department believes this cost to be mini-
mal and absorbable by health care-related facilities. The depart-
ment also determined that there will be no fiscal implications for
state or local governments during the first five years that the pro-
posed rules will take effect. The department further notes that it
has conducted a public hearing on the proposed rules that were
withdrawn and another public hearing on the proposed rules at
issue. The proposed rules will not narrow the choices of women,
because the proposed rules apply to health care-related facili-
ties and not to individuals. The proposed rules do not require
a patient or a health care-related facility to obtain funeral ser-
vices. The commission appreciates the suggestion but declines
to eliminate cremation as a method of disposition of fetal tissue.
The department agrees that Chapter 651 of the Texas Occupa-
tions Code does not apply to fetal tissue that does not meet the
definition of a "dead human body." Cremation was an option un-
der the previous rules and continues to be an option in these
rules. These are practices and methods currently utilized by
health care-related facilities for disposition and do not adversely
impact the balance of considerations the department was try-
ing to achieve in the rules relating to the dignity of the unborn
with the public health protections and cost. The proposed rules
already specify which processes are authorized, and the depart-
ment notes that it is the responsibility of facilities, not patients,
to comply with the rules. The department has no authority to
require an individual to bury a fetus in a certain location. The de-
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partment believes the methods allowed by the rules will protect
the public by preventing the spread of disease while preserving
the dignity of the unborn in a manner consistent with Texas laws
and the Legislature's expressed intent.

Comment: The Texas House Women's Health Caucus submit-
ted comments regarding the justifiable reasoning for the pro-
posed changes; the lack of identified health benefit; the uncer-
tainty around the full impact of the rules; the fiscal impact, and
the potential violation of privacy of Texas women and their fam-
ilies. The department has not provided information on why the
current methods being removed from the rule do not provide a
safe and effective manner to dispose of tissue. Nor has the de-
partment explained why the disposition of fetal tissue should be
different from any other human tissue and how one endangers
public health and safety more than another. The commenter
states that the department is required to provide a reasoned
justification and factual basis for the need to change the rule
and it has not. Additionally, the department has not provided
any research or evidence to explain how it developed the new
rules and whether they meet medical standards. The emotional
damage that may result from implementation of these new re-
quirements cannot be known. The requirement that a grieving
mother have to choose incineration or cremation after losing a
pregnancy through miscarriage or due to an ectopic pregnancy
where there is no hope of viability and the fetus is removed to
save the mother's life, is cruel and intrusive. Many miscarriages
occur outside of a clinical setting. Are these women required to
carry the fetal tissue to a healthcare facility? If the rules apply
at any gestational age, does this include a fertilized egg, and if
so, will these rules apply to families undergoing in vitro fertiliza-
tion? The commenter questions the fiscal impact of the rules and
states that although the department indicated that there would be
some absorbable costs associated with compliance, FCAT has
stated that the average basic services fee for professional ser-
vices starts at $2,000. FCAT indicates that the rules will bring
an additional $96 million in revenue to the Texas funeral busi-
ness. The commenter asks who will be responsible for the cost
if the woman and her family are unable to pay. The commenter
questions whether the department can ensure sufficient vendor
availability to provide these additional services. The commenter
asks for clarity on whether the rules will require a fetal death cer-
tificate and if so, privacy issues are a concern. The Texas Public
Information Act protects death records from being publicly avail-
able until the 25th anniversary of the date of death, however, an
unknown decedent's death record is public after only one year.
The commenter further states that fetal death certificate data is
used for a variety of health-related studies in the pursuit of im-
proving patient health and advancing medical science. Requir-
ing death certificates for fetal tissue will skew these numbers.
The commenters go on to state that the rules would impose a
heavy burden on women seeking abortion care in Texas and do
not offer a proportional benefit, as required by the United States
Constitution and further clarified in Whole Woman's Health. The
commenter expresses concern that these rules will likely result
in costly litigation in a budget cycle where agencies have been
told to tighten their belts. These funds could be better spent on
education or health care rather than wastefully litigating uncon-
stitutional regulations.

Response: The commission respectfully disagrees with the com-
menter's assertions and responds accordingly. The department
has the statutory authority to promulgate rules to protect the
public from the spread of communicable disease pursuant to
Texas Health and Safety Code, Chapters 12 and 81. In doing

so, the department undertook the review of outdated rules in
conjunction with this authority while trying to balance cost con-
siderations, public benefit, and the Legislature's intent and his-
tory of the protection of the unborn. These considerations re-
sulted in the amended rules. Inclusion of a reasoned justification
is required on adoption pursuant to Texas Government Code,
§2001.033, and is included in this adoption preamble under the
section entitled "Background and Justification" above. The de-
partment stresses that the proposed amendments apply only to
health care-related facilities and not to individuals, so the rules
do not impose requirements on a individual who suffers a mis-
carriage or induced abortions; those requirements fall solely on
the health care-related facility. The rules do not now, nor have
they ever, imposed a requirement that a patient be informed of
the method of disposition. The department notes that the pro-
posed rules do not prohibit mass cremation (including mass in-
cineration) and interment, and believes such options are cur-
rently used. The department received cost data from waste dis-
posal companies, private and public landfills, FCAT (comments
as noted above), the Funeral Services Commission, TCEQ, the
University of Texas System, and others to determine the mini-
mum cost in complying with the rules. Based upon the lowest
stated, the estimated cost of using such services would be no
more than $450 per year, per facility, a cost of business that fa-
cilities should be able to absorb. There should, therefore, be no
undue burden placed on a woman seeking an abortion. A cer-
tificate of fetal death (fetal death certificate) is only required for a
fetus weighing 350 grams or more, or if the weight is unknown, a
fetus aged 20 weeks or more as calculated from the start date of
the last normal menstrual period. See 25 TAC §181.7(a). Based
on an exemption that was contained in the previous rules, fe-
tal deaths subject to the fetal death certificate requirement are
exempt from the adopted rules pursuant to §1.133(a)(2)(F). The
department retained that exemption in these rules, and has not
modified it in the proposed or adopted rules. As aresult, vital sta-
tistics data collection and reporting results will not be affected. To
further clarify the impact of the rules, the department added the
following language to rule §1.134. Application: "(a) This sub-
chapter may not be used to require or authorize disclosure of
confidential information, including personally identifiable or per-
sonally sensitive information, not permitted to be disclosed by
state or federal privacy or confidentiality laws. This subchapter
does not require the issuance of a birth or death certificate for
the proper disposition of special waste from health care-related
facilities. This subchapter does not extend or modify require-
ments of Texas Health and Safety Code, Chapters 711 and 716
or Texas Occupations Code, Chapter 651 to disposition of fe-
tal tissue." Additionally, the rules do not unduly burden women
seeking abortions, as the department estimates that the costs
for health care-related facilities to comply will be sufficiently low
such that the costs can be absorbed by facilities as part of their
operating costs while providing a public health benefit by ensur-
ing the proper disposal of fetal tissue. The amendments to the
rules do not change the impact of the rules for in vitro fertilization.
Pursuant to §1.132(28), the term "Fetal Tissue" is defined as "a
fetus, body parts, organs or other tissue from a pregnancy" and
does not include "the umbilical cord, placenta, gestational sac,
blood or body fluids." This term was added in the proposed rules
and has not been amended at adoption. The rule amendments
relating to fetal tissue do not apply prior to pregnancy. Once a
pregnancy occurs, the rules application is the same to both the in
vitro fertilized pregnancy and an unassisted natural pregnancy,
if there is an induced or spontaneous abortion of the pregnancy.
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Comment: The Texas Medical Association and Texas Hospi-
tal Association (TMA/THA) submitted joint comments and reit-
erated their comments from the earlier publishing of the rules.
The commenters stated that the rules should not apply to mis-
carriages, ectopic or molar pregnancies regardless of the loca-
tion of the woman at the end of her pregnancy. The commenters
state that forcing a woman who miscarries at home to bring fe-
tal tissue to her physician or whose ectopic or molar pregnancy
was ended in a hospital setting, would make a difficult situation
even more difficult. The commenters also inquire whether physi-
cians and hospitals will be subject to penalties if their patients do
not deliver fetal tissue to them after a pregnancy that ends out-
side of a health care setting. Should the department decide not
to make the recommended exceptions stated above, TMA/THA
suggested that the department should provide printed materials
to Texas physicians and hospitals detailing the rule requirements
and associated costs as well as who will be responsible for pay-
ing those costs. The commenters inquire who will be respon-
sible for the costs and note that one hospital estimates that an
average of 140 fetal tissue specimens under 350 grams are dis-
posed of each month from spontaneous miscarriages or ectopic
pregnancies. The commenters inquire whether the rules apply
to miscarriages that occur outside of a healthcare facility, and if
so, in what time frame is the woman expected to carry the fe-
tal tissue to the healthcare facility. The commenters ask who
would be responsible for the $1,500 to $4,000 cremation cost
and the $7,000 to $10,000 funeral service fees; and whether the
department has done a cost estimate or established a govern-
mental resource or exceptional item to cover the added process
and procedure costs. The commenters state that 10% to 15% of
women who know they are pregnant have a spontaneous mis-
carriage, usually during the first trimester, and question whether
the department has conducted any research as to how the rules
will affect health care-related facilities' and providers' processes
relating to storage, cremation, interment and responsibility for
cremated remains. The commenters ask whether a study has
been conducted on the impact to rural health facilities where tis-
sue disposal alternatives are limited or for high volume obstetric
hospitals. TMA/THA state that funeral directors must have a fe-
tal death certificate to accept fetal tissue and that the rules are
in conflict with this requirement and inquire whether funeral di-
rectors' involvement is required. Additionally, burial transit per-
mits are required and cemeteries are required to register plots
so they know who is buried in each plot. The commenters state
that the rules require fetal death certificates and that including
miscarriages, ectopic and molar pregnancies in the recording
of fetal death certificates and other required reporting will skew
public health data. The commenters express concern about lack
of awareness and the need to enter into new contractual ar-
rangements and request a delayed implementation date to allow
for such arrangements. The commenters also express concern
over how these rules comport with HB 635 for the release of fe-
tal remains to parents, if requested. The commenters inquire
as to how third-party vendors will comply with the rules. The
commenters inquire who will be responsible for the cremated re-
mains.

Response: The commission appreciates the comments but re-
spectfully disagrees with the commenters. Each health care-re-
lated facility is responsible for complying with the rules, regard-
less of whether it actually provides the disposition of fetal tis-
sue or contracts with a third party vendor. The department has
considered the impact of the proposed rules on costs and de-
termined that they are absorbable by health care-related facili-
ties required to comply with the rules. The department received

cost data from waste disposal companies, private and public
landfills, FCAT (comments as noted above), the Funeral Service
Commission, TCEQ, the University of Texas System, and oth-
ers to determine the minimum cost in complying with the rules.
Based upon the lowest stated costs of each entity able to pro-
vide cost estimates, the department has determined that the an-
nual cost per facility would be approximately $450. This cost
would be offset by the elimination of the current method of dis-
position. The department believes this cost to be minimal and
absorbable by each health-care facility. Health care-related fa-
cilities will be responsible for ensuring that the cremated remains
are handled in compliance with the rules. The commission em-
phasizes that the proposed rules do not require a individual who
miscarries to deliver fetal tissue to a physician or a hospital and
notes that the rules apply to health care-related facilities and
not to individuals. The commission declines to change the pro-
posed rules to exclude miscarriages, ectopic or molar pregnan-
cies regardless of the location of the individual at the end of
her pregnancy. The commission again notes that the rules ap-
ply to health care-related facilities and not to individual patients.
The commission does not at this time see a need for printed
materials for Texas physicians and hospitals detailing the rule
requirements. The rules were published in the Texas Register
as required by the Administrative Procedure Act and also made
available on the department's website. If it becomes necessary
in implementation of the rules, the department will consider is-
suing guidance documents to all facilities required to comply.
The department does not regulate costs of treatment and dis-
position of special waste, as these costs are the responsibility
of each facility. The commission notes that Texas Occupations
Code, Chapter 651 does not apply to fetal tissue weighing less
than 350 grams or requires consent for comingling during crema-
tion of fetal tissue, thus compliance with Chapter 651 or Funeral
Service Commission's rules will not increase costs or limit cur-
rently available methods of disposition that are consistent with
respect for life. A certificate of fetal death (fetal death certifi-
cate) is only required for a fetus weighing 350 grams or more,
or if the weight is unknown, a fetus aged 20 weeks or more as
calculated from the start date of the last normal menstrual pe-
riod. See 25 TAC §181.7(a). Based on an exemption that was
contained in the previous rules, fetal deaths subject to the fe-
tal death certificate requirement are exempt from the adopted
rules pursuant to §1.133(a)(2)(F). The department retained that
exemption in these rules, and has not modified the language of
the exemption in the proposed or adopted rules. Also, in re-
sponse to public comments, to make the applicability of the ex-
emption more evident to the reader, the department has added a
cross reference to the exemption in three places in the rules: (1)
§1.132(42)(B) regarding the definition of "pathological waste;"
(2) §1.136(a)(4)(A)(v) regarding fetal tissue, "regardless of the
period of gestation;" and (3) §1.136(a)(4)(B)(i) regarding "fetal
tissue, "regardless of the period of gestation." Additionally, to
further clarify the impact of the rules, the commission added the
following language to rule §1.134. Application: "(a) This sub-
chapter may not be used to require or authorize disclosure of
confidential information, including personally identifiable or per-
sonally sensitive information, not permitted to be disclosed by
state or federal privacy or confidentiality laws. This subchapter
does not require the issuance of a birth or death certificate for
the proper disposition of special waste from health-care related
facilities. This subchapter does not extend or modify require-
ments of Texas Health and Safety Code, Chapters 711 and 716
or Texas Occupations Code, Chapter 651 to disposition of fe-
tal tissue." Although the commenter expressed concern about
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lack of awareness of the proposed rules, there is evidence to
the contrary that shows that the public is aware of and has com-
mented on the rules. More than 35,000 comments were received
by the department, including oral and written comments received
at two public hearings conducted by the department and during
two separate 30-day public comment periods on proposed rules
that were substantially the same which followed a June 20, 2016
initial posting. Therefore, the commission declines to delay the
implementation date.

The commission agrees that the commenters' concerns re-
garding whether the rules comport with HB 635 need to be
addressed. House Bill 635 (Acts 2015, 84th Legislature, Regu-
lar Session, Chapter 342) added §241.010 to the Texas Health
and Safety Code. This statute requires a hospital to release
the remains of an unintended, intrauterine fetal death, including
remains that weigh less than 350 grams, on the request of a
parent, in a manner appropriate under law and the hospital's
policy. In response to public comments and to conform with
the impact of HB 635, the department has added subsection
(a)(2)(H) to §1.133. Scope, Covering Exemptions and Mini-
mum Parametric Standards for Waste Treatment Technologies
Previously Approved by the Texas Department of State Health
Services, which states that the rules do not apply to "fetal
remains required to be released to the parent of an unborn
child pursuant to Texas Health and Safety Code, §241.010{.}"
Also in response to comments, the department has added a
cross-reference to the exemption in §1.133 to §1.136(a)(4)(A)(v)
and (B)(i) regarding "fetal tissue, regardless of the period of
gestation."

Many health care-related facilities are already in compliance with
the rules as adopted. Facilities will be responsible for disposition
of cremated remains in a manner not otherwise prohibited by law.
Regarding the comment pertaining to a burial transit permit, the
rules do not invoke any new requirements that require a burial
transit permit be issued. A fetal death certificate is only required
for a fetus that weighs 350 grams or is 20 weeks or more. If
fetal death meets this threshold age or weight requiring a death
certificate, the fetal death is exempt from the rule pursuant to
§1.133(a)(2)(F). If no fetal death certificate is required, due to
age or weight, there is no requirement for a funeral director, who
assumes custody of a fetus, to file a report; or to provide such
documentation in order to cremate fetal tissue, as defined in this
subchapter.

Comment: Three Planned Parenthood entities joined in sub-
mitting comments: Planned Parenthood of Greater Texas, Inc.,
Planned Parenthood South Texas Surgical Center, and Planned
Parenthood Center for Choice, Inc. The commenters state that
the rules go beyond the limits of statutory authority and do not
further the aims of the department to protect and enhance public
health and safety. The rules eliminate safe and effective disposal
methods without any authority to adopt rules in order "to better
preserve the dignity of these unborn lives." The commenters cite
the statutory requirement that the department provide a sum-
mary of the factual basis for the rule as adopted which demon-
strates a rational connection between the factual basis for the
rule and the rule as adopted, and states that no such factual ba-
sis has been provided. The commenters ask for citations to stud-
ies or other documentary evidence that indicate that the meth-
ods of disposal that were removed from the rule endangered the
safety of the public. The rules are another attempt to restrict ac-
cess to abortion and shame, judge and stigmatize women in the
process. The commenters state that the department has not pro-
vided any evidence that the proposed rules ensure current best

practices or why this pathological waste should be treated dif-
ferent from other pathological waste. The commenters note that
there is no practical difference between incineration and crema-
tion beyond the administrative requirements. The commenters
stated that the rules are silent as to where cremated tissue must
be deposited. Incinerated material deposited in a landfill is sub-
ject to Texas statutes relating to solid waste management by con-
trolling access and disease vectors and by preventing windblown
waste. The commenters state that the department has not pro-
vided information as to how this is less safe than scattering cre-
mated ash. Even assuming that scattering of cremated tissue
might somehow be safer than depositing incinerated tissue in a
sanitary landfill, the resulting ash - from either cremation or incin-
eration - poses little or no risk to the public. Texas and federal law
deem cremated or incinerated tissue no longer medical or infec-
tious waste. The commenters state that the department has no
statutory authority to base regulation amendments on a desire to
preserve the dignity of "unborn lives" and to do so is likely uncon-
stitutional. The commenter looks to the federal court's decision
in Planned Parenthood of Ind. & Ky, Inc. v. Comm', Ind. State
Dep't of Health, No. 1:16cv-00763-TWP-DML WL 3556914 at
*11 (S.D. Ind. June 30, 2016) and Margaret S. v. Edwards, 488
F.Supp. 181, 222 (E.D. La. 1980) and Margaret S. v. Treen, 597
F.Supp. 636, 671 (E.D. La. 1984). The commenter states that
courts have upheld the limits of state interest in the disposition
of fetal tissue to those that ensure the sanitary disposal of fetal
tissue. The commenter expresses concern over the apparent
requirement that fetal death certificates be issued for every mis-
carriage, abortion or ectopic pregnancy in the state, leading to
private medical histories becoming part of Texas public record.
The publication of the names and other identifying information
of individual women is of grave concern. The commenter dis-
agrees with the fiscal impact statement made by the department
and states that the department did not provide details as to how it
determined that the costs incurred will be offset and quotes the
TMA/THA comment of a cost between $1,500 and $4,000 for
cremation and from $7,000 to $10,000 for a traditional funeral.
The commenter states that the department's statement that pri-
vate parties offered to bury fetal remains without charge is wish-
ful at best and specious at worst. The commenter expresses
concern over being required to contract with such parties and
that in doing so they would have to break patient privacy.

Response: The commission respectfully disagrees. The depart-
ment has statutory authority to amend the rules to protect the
public from the spread of communicable disease pursuant to
numerous chapters of the Texas Health and Safety Code and
other Texas laws, as cited in the Background and Justification
Section above and the Statutory Authority Section below. These
rules are necessary to maintain the protection of the health and
safety of the public by ensuring that the disposition methods
specified in the rules continue to be limited to methods that pre-
vent the spread of disease. The department undertook the re-
view of outdated rules in conjunction with this authority and with
the goal of balancing cost considerations, public benefit and the
Legislature's policy objective of ensuring the dignity for the un-
born, which is articulated in a number of Texas laws. The pro-
posed rules do not restrict access to abortion, but impose re-
quirements on health care-related facilities regulated by the de-
partment. The department has reviewed the proposed rules with
the above goals in mind. The rule does not require a funeral, it
simply limits how fetal tissue may ultimately be disposed to ex-
clude methods of disposition, such as grinding and placement in
a landfill, that are contrary to demonstrating dignity for the un-
born. Based on this and other comments regarding incinera-
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tion versus cremation, the department has amended at adoption
the proposed rules to clarify this matter and allow disposition in
a manner that preserves the public health while affording dig-
nity to the unborn. Cremation is a method of disposition under
current rules and continues to be available under the adopted
rules. The term was included under current rules as a form of
interment under §1.132(31), which relates to the definition of
"Interment" stated as "The disposition of pathological waste by
cremation, entombment, burial or placement in a niche." (em-
phasis added). The department did not modify that definition in
the proposed rules. The department did separate out the term
"cremation" in the proposed rules under proposed changes to
§1.136(a)(4)(A)(v) and (B)(i) but in response to public comments
that read this to give "cremation" more emphasis than "incinera-
tion," which was not intended, the department determined a revi-
sion to the rules was warranted. As a result, the department has
amended these provisions in the adopted rules and deleted the
stand alone reference to "cremation.” Cremation will continue to
exist as a form of interment, as it did in the previous rules. Ad-
ditionally, in response to these public comments the department
has added the term "incineration" to the forms of cremation that
can occur for waste disposition by including it in the definition of
"cremation" under adopted §1.132(18):

"(18) Cremation--The irreversible process of reducing tissue
or remains to ashes or bone fragments through extreme heat
and evaporation. Under this subchapter, this term includes the
process of incineration."

The department disagrees that it does not have a statutory basis
to propose rules based on preserving the dignity of the unborn.
The Legislature has expressed its intent and policy to protect the
unborn in several chapters of the Health and Safety Code, in-
cluding Chapter 170 (regarding third-trimester abortions), Chap-
ter 171 (requiring informed consent for abortions), Chapter 241,
§241.010 (requiring hospitals to release to a parent remains of
an unborn child who dies as a result of an unintended intrauter-
ine death), and Chapter 245 (regulating abortion facilities). The
rules are consistent with that expression of intent in the legisla-
tive history. The commenter cites the federal court injunction
against Indiana's House Enrolled Act 1337 in Planned Parent-
hood of Ind. &Ky, Inc. v. Comm'r, Ind. State Dep't of Health. The
State of Indiana passed House Enrolled Act 1337, which would
require that a miscarried or aborted fetus be interred or cremated
by a facility having possession of the remains and would exclude
the final disposition of a miscarried or aborted fetus from the law
governing the treatment of infectious or pathological waste. Al-
though the Indiana law has been preliminarily enjoined by a fed-
eral court from taking effect, it is different from the department's
adopted rules, which explicitly encompass treatment and dispo-
sition of material that includes fetal tissue. The federal court also
determined that Indiana had no interest in treating the unborn
with dignity. Here, however, the Texas Legislature has enacted
numerous statutes demonstrating its interest in the dignity of the
unborn. The rule provides many options for disposition, many
of which are already in use, that do not increase the cost of dis-
position of fetal tissue but still protect the dignity of the unborn.
The other cases the commenter cites, Margaret S. v. Edwards
and Margaret S. v. Treen, overturned laws requiring a woman to
decide on the disposal method for the fetal tissue. The proposed
rules, on the other hand, leave that decision to the facility. The
department stresses that the proposed rules will not require that
fetal death certificates be issued for every miscarriage, abortion
or ectopic pregnancy in the state and do not require or authorize
an individual's private information to become part of the state's

public record. A certificate of fetal death (fetal death certificate)
is only required for a fetus weighing 350 grams or more, or if the
weight is unknown, a fetus aged 20 weeks or more as calculated
from the start date of the last normal menstrual period. See 25
TAC §181.7(a). Based on an exemption that was contained in
the previous rules, fetal deaths subject to the fetal death certifi-
cate requirement are exempt from the adopted rules pursuant
to §1.133(a)(2)(F). In response to public comments, to make
the applicability of the exemption more evident to the reader,
the department has added a cross reference to the exemption
section of the rules in three places: (1) §1.132(42)(B) regard-
ing the definition of "pathological waste;" (2) §1.136(a)(4)(A)(v)
regarding "fetal tissue, regardless of the period of gestation;"
and (3) §1.136(a)(4)(B)(i) regarding "fetal tissue, regardless of
the period of gestation{.}" Regarding costs, the department re-
ceived cost data from waste disposal companies, private and
public landfills, FCAT (comments as noted above), the Funeral
Service Commission, TCEQ and the University of Texas System
and others to determine the minimum cost in complying with the
rules. Based upon the lowest stated costs of each entity able to
provide cost estimates, the department has determined that the
annual cost per facility would be approximately $450. For those
health care-related facilities not already disposing of fetal tissue
through cremation and burial, the cost of any of the new available
methods would be offset by the elimination of the cost of land-
fill disposition. The department believes this cost to be minimal
and absorbable by health care-related facilities. The department
further notes that it would be facilities that would contract for dis-
position, not individuals, and patient privacy is not implicated by
the proposed rules. To further safeguard patient privacy, the de-
partment added the following language to rule §1.134. Appli-
cation: "(a) This subchapter may not be used to require or au-
thorize disclosure of confidential information, including person-
ally identifiable or personally sensitive information, not permit-
ted to be disclosed by state or federal privacy or confidentiality
laws. This subchapter does not require the issuance of a birth
or death certificate for the proper disposition of special waste
from health care-related facilities. This subchapter does not ex-
tend or modify requirements of Texas Health and Safety Code,
Chapters 711 and 716 or Texas Occupations Code, Chapter 651
to disposition of fetal tissue." Additionally, in response to public
comments which stated that the department had not specified
what disposition follows cremation as it had for other methods
of disposition, the department has clarified the definition of in-
terment to include disposition of ashes resulting from cremation
(and incineration) as authorized by current law, excluding place-
ment of ashes in a landfill. The adopted language includes the
process of scattering ashes as part of that particular method of
disposition (which now includes incineration) as well as other dis-
position of ashes authorized by law. The scattering of ashes is
permitted under certain circumstances, to be done at specified
settings in other law (see Texas Health and Safety Code, Chap-
ter 716). The adopted rules no longer allow disposition of fetal
tissue in a sanitary landfill and thus would not allow scattering
of ashes that result from cremation or incineration of fetal tissue
on land, if that land was also a landfill, even if the scattering of
ashes was otherwise permitted by law. As a result, the depart-
ment has added the following amended definition of "interment"
under §1.132(33) in the adopted rules:

"(33) Interment--The disposition of pathological waste using the
process of cremation, entombment, burial, or placement in a
niche or by using the process of cremation followed by place-
ment of the ashes in a niche, grave, or scattering of ashes as
authorized by law, unless prohibited by this subchapter."
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Comment: The American Congress of Obstetricians and Gyne-
cologists commented that there is no evidence that the current
disposition methods are unsafe or disrespectful of fetal tissue
and that limiting fetal tissue disposal to only interment by burial or
cremation does nothing to improve the health and safety of Tex-
ans. The commenter stated that "the department has bypassed
the normal rule-making process even though there was no ex-
isting emergency." The commenter states that the current laws
and professional standards already require safe and respectful
disposition of medical waste. The commenter indicates that in
some situations, fetal tissue is sent to a laboratory for pathologi-
cal testing and that this material may not be returned and poses
the question of how the rules would apply in this situation. The
commenter states that the rules interfere with the patient/doc-
tor relationship, especially in the case of miscarriage, ectopic or
molar pregnancies when, frequently, there is little to no discern-
able tissue found. The commenter states that 15% to 20% of
pregnancies result in miscarriage which may occur at home, at
work or at a physician's office and that mandating that fetal tissue
be collected for cremation or internment could become a cruel
mandate on a woman who lost a very wanted pregnancy. The
commenter states that requiring a death certificate for every cre-
mation or interment of fetal tissue could skew vital statistics data
used to improve health and well-being of women and children in
Texas. The commenter states that fetal deaths registered with
the Vital Statistics Unit are public record and raises concerns
over making public very private medical histories of women. The
data collected in fetal death registrations provide valuable data
when collected for the purpose of improving patient health and
the advancement of medical and scientific progress. These rules
do not further these goals. The commenter states that the rules
appear to be conflict with HB 635, which allows parents to re-
quest the remains of a miscarried fetus from hospitals or other
health care-related facilities.

Response: The commission respectfully disagrees. The depart-
ment complied with the requirements of the Administrative Pro-
cedure Act, Chapter 2001 of the Texas Government Code. The
department gave at least 30 days' notice of its intent to adopt the
proposed rules; it twice filed notice of the proposed rules with the
Office of the Secretary of State for publication in the Texas Regis-
ter as required by Chapter 2001 of the Texas Government Code,
giving the public two 30-day periods for comment. The first set
of proposed rules was filed on June 20, 2016 and the second
on September 19, 2016. The same rules were proposed each
time. Both notices for the proposed rules included the informa-
tion required by Texas Government Code, §2001.024; and the
department gave all interested persons an opportunity to submit
oral and written comments as required by Texas Government
Code, §2001.029. Two public hearings were held on August 4,
2016, and November 9, 2016, in compliance with Texas Govern-
ment Code, §2001.029, in which the department received oral
and written public comments. The department received more
than 35,000 comments on the proposed rules. The department,
on behalf of the commission, voluntarily considered and is re-
sponding in this Adoption Preamble to 20,000 comments from
the first publication, public comment period and public hearing
regarding the proposed rules. There is no legal requirement to
consider and respond to the first set of comments, but the depart-
ment felt it important to include the initial comments. The depart-
ment has fully considered both the first and second set of public
comments and includes its responses, and additional required
elements set forth in Texas Government Code, §2001.033, in its
adoption of the rules.

The department notes that the current rules already apply to clini-
cal, diagnostic, and pathological laboratories, and these facilities
would still be responsible for treatment and disposition of all ma-
terials under the proposed rules. The department stresses that
the rules do not apply to a patient who miscarries outside a health
care-related facility and notes that the facility, not the patient, is
responsible for treatment and disposition of fetal tissue. The de-
partment is not expanding its authority to include any new topic
or regulated entity or person. The proposed rules do not inter-
fere with the doctor-patient relationship, and no changes have
been made to the rules requiring notice or other changes to the
physician's care of the patient. Additionally, the rules do not ap-
ply to individual patients, and the disposition of fetal tissue is the
responsibility of the health care-related facility. Additionally, the
rules have not included previously, and do not now impose, a
requirement that a woman be informed of the method of disposi-
tion or choose that method of disposition. The proposed rules do
not require that fetal death certificates be issued for every mis-
carriage, abortion or ectopic pregnancy in the state-meaning vital
statistics reporting results will not be affected. The adopted rules
do not require or authorize a patient's private information to be-
come part of the state's public record. Under current law, a cer-
tificate of fetal death (fetal death certificate) is only required for a
fetus weighing 350 grams or more, or if the weight is unknown, a
fetus aged 20 weeks or more as calculated from the start date of
the last normal menstrual period. See 25 TAC §181.7(a). Based
on an exemption that was contained in the previous rules, fe-
tal deaths subject to the fetal death certificate requirement are
exempt from the adopted rules pursuant to §1.133(a)(2)(F). The
department retained that exemption in these rules, and has not
modified it in the proposed or adopted rules. As a result, vital
statistics data collection and reporting results will not be affected.
This rule does not create a new requirement for a birth or death
certificate and thus there is no additional privacy concerns cre-
ated by the rule. Because hospitals are currently responsible for
disposition of fetal tissue, it is very likely that many are already
using methods authorized by this rule. To further safeguard pa-
tient privacy, and clarify the issues relating to death certificates,
the department added the following language to rule §1.134. Ap-
plication: "(a) This subchapter may not be used to require or au-
thorize disclosure of confidential information, including person-
ally identifiable or personally sensitive information, not permit-
ted to be disclosed by state or federal privacy or confidentiality
laws. This subchapter does not require the issuance of a birth or
death certificate for the proper disposition of special waste from
health-care related facilities. This subchapter does not extend
or modify requirements of Texas Health and Safety Code, Chap-
ters 711 and 716 or Texas Occupations Code, Chapter 651 to
disposition of fetal tissue."

The department agrees that the impact of HB 635, needs to
be clarified. HB 635 added Texas Health and Safety Code,
§241.010, requiring a hospital to release fetal remains to a
parent upon request. In response to public comments and to
conform with the impact of HB 635, the department has added
subsection (a)(2)(H) to §1.133. Scope, Covering Exemptions
and Minimum Parametric Standards for Waste Treatment Tech-
nologies Previously Approved by the Texas Department of State
Health Services, which states that the rules do not apply to
"fetal remains required to be released to the parent of an unborn
child pursuant to Texas Health and Safety Code, §241.010{.}"
Also, in response to comments, the department has added a
cross-reference to the exemption in §1.133 to §1.136(a)(4)(A)(v)
and (B)(i) regarding "fetal tissue, regardless of the period of
gestation."
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Comment: The National Abortion Federation submitted com-
ments stating that the rules are not medically necessary and
lack any health or safety benefit and do not adequately protect
the privacy of patients, but rather create a significant burden
on healthcare providers. Adding onerous disposal requirements
while lacking a public health and safety benefit clearly show that
these rules are a means for the State of Texas to continue its
attack on access to abortion care. The requirement for facili-
ties to obtain fetal death certificates raises serious concerns for
patient privacy. The intrusive nature of the questions that must
be answered to obtain a fetal death certificate are of concern as
the rules provide no privacy protection to ensure this identifying
information remains private, rather all of this information is pre-
sumably available as an open record under the Texas Public In-
formation Act. Patients are targeted for harassment and there is
a history of anti-abortion extremists seeking patient information
in order to deter women from seeking abortion care and shame
those that do. Likewise, abortion providers are often the targets
of violence. If the rules do not require fetal death certificates,
the commenter asks how the department will circumvent this re-
quirement.

Response: The commission respectfully disagrees. The rule
amendments, like the rules currently in effect for treatment and
disposition, are targeted to prevent the spread of communicable
disease. There are a variety of methods by which public health
objectives can be furthered. The amendments to the rules elimi-
nate unused or rarely used methods and also prohibit disposition
of fetal tissue in a landfill, which is in line with the Legislature's
policy objective of ensuring the dignity for the unborn articulated
in a number of Texas laws. To further clarify, the rules do not im-
pinge on the privacy of patients because the rules apply to health
care-related facilities and not to individuals. To further safeguard
patient privacy, the department added the following language to
rule §1.134. Application: "(a) This subchapter may not be used
to require or authorize disclosure of confidential information, in-
cluding personally identifiable or personally sensitive informa-
tion, not permitted to be disclosed by state or federal privacy
or confidentiality laws. This subchapter does not require the is-
suance of a birth or death certificate for the proper disposition of
special waste from health care-related facilities. This subchap-
ter does not extend or modify requirements of Texas Health and
Safety Code, Chapters 711 and 716 or Texas Occupations Code,
Chapter 651 to disposition of fetal tissue." The department also
disputes that the proposed rules are onerous or create a signifi-
cant burden on healthcare providers, which are already subject
to regulation in this area. Many health care-related facilities are
already in compliance with the rules as adopted. The proposed
rules discontinue certain methods of treatment and disposition
while allowing additional methods to remain part of the rules.
The department received cost data from waste disposal com-
panies, private and public landfills, FCAT (comments as noted
above), the Funeral Services Commission, TCEQ, the Univer-
sity of Texas System, and others to determine the minimum cost
in complying with the rules. Based upon the lowest stated costs
of each entity able to provide cost estimates, the department
has determined that the annual cost per facility would be ap-
proximately $450. This cost would be offset by the elimination of
some current methods of disposition. The department believes
this cost to be minimal and absorbable by each health care-re-
lated facility. The current and proposed rules are not meant to,
and do not, create a substantial obstacle to a woman seeking an
abortion. Instead, the rules govern the treatment and disposition
of special waste, including fetal tissue, from health care-related
facilities.

Comment: The National Latina Institute for Reproductive Health
submitted comments and states that rules create medically
unnecessary burdens which can disproportionately impact the
Texas "Latinx" community and perpetuate the stigma surround-
ing abortion care by regulating a private matter that should
be left to patients. The commenter states that the rules insti-
tute unneeded procedures and complications for healthcare
providers without contributing to the health and safety of Texans.
The commenter states that the department does not provide
information on who is to bear the additional cost burden or
how women who miscarry at home are expected to properly
dispose of fetal waste. The commenters asks the department to
withdraw the rules and avoid the costs of unnecessary litigation.

Response: The commission respectfully disagrees and notes
that the health care-related facilities are responsible for the costs
of compliance. However, the department received cost data from
waste disposal companies, private and public landfills, FCAT
(comments as noted above), the Funeral Services Commission,
TCEQ and the University of Texas System and others to deter-
mine the minimum cost in complying with the rules. Based upon
the lowest stated costs of each entity able to provide cost esti-
mates, the department has determined that the annual cost per
facility would be approximately $450. This cost would be off-
set by the elimination of some current methods of disposition.
The department believes this cost to be minimal and absorbable
by each healthcare facility. The proposed rules are necessary
to protect the health and safety of the public in a manner that
preserves the dignity of the unborn. As noted elsewhere, the
proposed rules do not apply to women who miscarry outside of
health care-related facilities, but to the facilities themselves. To
further address this concern, the department has added subsec-
tion (a)(2)(G) to §1.133. Scope, Covering Exemptions and Min-
imum Parametric Standards for Waste Treatment Technologies
Previously Approved by the Texas Department of State Health
Services, which states that the rules do not apply to "human tis-
sue, including fetal tissue, that is expelled or removed from the
human body once the person is outside of a health care-related
facility{.}" The commission declines to withdraw the proposed
rules and believes they will withstand legal scrutiny.

Comment: Physicians for Reproductive Health submitted com-
ments stating that current procedures are safe, sanitary and in
line with standard medical practice and the proposed rules are
medically unnecessary. The commenter states that, from a med-
ical perspective, there is no basis to single out fetal tissue for
special disposition. The commenter states that the rules take
away the right of patients to determine the manner of disposition,
and that in doing so the department is being intrusive and stig-
matizing to patients. The commenter also stated that the state
is interfering with patient care, engaging in shaming women and
possibly breaching their privacy in order to complete forms nec-
essary to cremate or inter fetal tissue. The commenter com-
pletes the comments with a concern that the rules substantially
burden women and are similar in nature to the rules in Whole
Woman's Health which were invalidated by the U.S. Supreme
Court.

Response: The commission respectfully disagrees and con-
tends the rules balance protecting the public health with
comporting with the state's policy of recognizing the dignity of
the unborn. The commission notes these rules have always
required that the health care-related facility be responsible for
the manner of disposition, not individual patients. However,
there is no requirement contained in the rules that requires
the disclosure or collection or private or sensitive personal
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information. To address that concern and to further protect
patient privacy, the following provision has been added to the
rules as adopted in §1.134. Application: "(a) This subchapter
may not be used to require or authorize disclosure of confiden-
tial information, including personally identifiable or personally
sensitive information, not permitted to be disclosed by state or
federal privacy or confidentiality laws. This subchapter does not
require the issuance of a birth or death certificate for the proper
disposition of special waste from health care-related facilities.
This subchapter does not extend or modify requirements of
Texas Health and Safety Code, Chapters 711 and 716 or Texas
Occupations Code, Chapter 651 to disposition of fetal tissue."
The rules do not contain a notice requirement for a patient to
be notified of the disposition methods. The proposed rules do
not create a substantial obstacle to an individual seeking an
abortion because they place responsibility for compliance upon
health care-related facilities. Furthermore, the proposed rules,
regulating treatment and disposition of fetal tissue, are different
from the rules regarding admitting privileges and ambulatory
surgical center standards that the Supreme Court overturned
in Whole Woman's Health. The adopted rules relate to the
disposition of fetal tissue from health care-related facilities that
results from an induced or spontaneous abortion. It applies to
multiple types of health care-related facilities, not just induced
abortion facilities. The rules that were the subject of Whole
Woman's Health related to the care and treatment and the
treatment environment of patients undergoing induced abortions
in licensed abortion facilities and ambulatory surgical centers.

Comment: The Teaching Hospitals of Texas asked several ques-
tions about the proposed rules: (1) The commenter noted that
for fetal remains massing less than 350 grams, separating fe-
tal remains from other tissue may not be possible, and asked if
all tissue may be treated consistently with the requirements or if
fetal remains must be separated from other tissue; (2) The com-
menter also asked if a family chose not to receive remains, would
individual cremation or interment be required, and what inter-
ment would be required following cremation and whether it would
be under the purview of funeral homes or determined by regula-
tions; and (3) The commenter asked if, under the proposed rules,
would all methods of disposal require hospitals to engage with a
funeral home or similar service for cremation or interment. The
commenter also stated that the economic impact analysis should
account for the costs of individual cremation, interment, pathol-
ogy time, storage, transportation to a funeral home, and dispo-
sition by the funeral home. The commenter requested a clearer
definition of fetal tissue, interment, and the cremation process to
aid health care-related providers in implementing the proposed
rules. They also ask that the department allow providers up to
November 1, 2016 to comply with the proposed rules.

Response: The commission appreciates the commenter's ques-
tions and responds as follows: (1) Fetal tissue need not be sep-
arated from other tissue as long as all the tissue is treated and
disposed of in a manner consistent with the requirements for fetal
tissue and other tissue. (2) If parents do not request the release
of remains under Texas Health and Safety Code, §241.010, then
the facility is responsible for treatment and disposition in compli-
ance with the proposed rules. (3) The proposed rules do not
require any health care-related facility subject to the rules to en-
gage the services of a funeral director or crematory; instead, fa-
cilities will be responsible for disposition of fetal tissue by one of
the methods specified by the rules. The commission also notes
regarding economic impact that the department received cost
data from waste disposal companies, private and public landfills,

FCAT (comments as noted above), the Funeral Service Com-
mission, TCEQ, the University of Texas System, and others to
determine the minimum cost in complying with the rules. The de-
partment found that based upon the lowest stated costs of each
entity able to provide cost estimates, the annual cost per facil-
ity would be approximately $450. For those health care-related
facilities not already disposing of fetal tissue through cremation
and burial, the cost of any of the new available methods would
be offset by the elimination of the cost of landfill disposition. The
department believes this cost to be minimal and absorbable by
health care-related facilities. In response to this and other com-
ments, the department has clarified the definitions of cremation
and interment in the proposed rules and declines to make any
further changes to definitions. The commission does not see
a need to delay implementation of the rules as they were ini-
tially published on July 1, 2016, and were unchanged in the sub-
sequent publication on September 30, 2016. Once filed in the
Texas Register as adopted, an additional 20 days will be given
before the rules go into effect. As a result, there has been am-
ple time to prepare to comply with the rules. The commission
declines to delay the implementation date of the rules.

Comment: The American Civil Liberties Union submitted com-
ments stating that the rules place unnecessary regulations upon
abortion providers not imposed upon other health care-related
facilities. The commenter states that the rules do not advance
public health and create precisely the sort of impediments to ac-
cessing abortion care rejected by the Supreme Court in Whole
Woman's Health. The commenter states that the proposed reg-
ulations eliminate current safe and sanitary disposal methods,
imposing burial and cremation as the only permissible options
for abortion providers. The commenter states that there is no
evidence that the current disposition methods pose any risk to
public health or that cremation would improve public health, nor
is there a basis for treating fetal tissue different from other hu-
man tissue. The commenter states that while the department
has authority to promulgate rules related to public health, it has
no legal authority to regulate in the interest of dignity. The com-
menter refers to the Indiana federal court that rejected similar
regulations. The commenter identified the requirement to cre-
mate and inter fetal tissue as making it more difficult for women
to access abortion care by increasing the cost. The commenter
states that nearly half of abortion patients in the United States are
poor and another 26% are low-income, therefore even a modest
increase in the cost can pose an insurmountable hurdle. Abor-
tion providers unable to find a crematorium or cemetery willing
to accept fetal tissue may have to close their doors. The closure
of even one more clinic means access to abortion care would be
substantially eroded.

Response: The commission respectfully disagrees. The pro-
posed rules apply to twenty-four other types of health care-re-
lated facilities-including ambulatory surgical centers, hospitals,
and clinical and research laboratories-in addition to abortion clin-
ics. The proposed rules are intended to safeguard public health
by providing for the safe treatment and disposition of fetal tissue
in a manner that preserves the dignity of the unborn. They do
not place a substantial obstacle to an individual seeking abortion
because the proposed rules apply to health care-related facili-
ties. These options provide for the safe disposal of fetal tissue
while conforming with the state's policy of preserving the dignity
of the unborn. The commission maintains that statutory author-
ity to preserve the dignity of the unborn exists within the Texas
Health and Safety Code, including §241.010 (requiring a hospi-
tal to release to a parent remains of an unborn child who died
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from an unintended, intrauterine death), §170.002 (prohibiting,
with certain exceptions, third-trimester abortions), and §171.012
(requiring sonograms prior to abortion). The department notes
that the Indiana statute enjoined by the federal court in Planned
Parenthood of Ind. & Ky, Inc. v. Comm', Ind. State Dep't of
Health is different from the proposed rules. The State of Indi-
ana passed House Enrolled Act 1337, which would require that
a miscarried or aborted fetus be interred or cremated by a facil-
ity having possession of the remains and would exclude the final
disposition of a miscarried or aborted fetus from the law govern-
ing the treatment of infectious or pathological waste. Although
the Indiana law has been preliminarily enjoined by a federal court
from taking effect, it is different from the department's adopted
rules, which explicitly encompass treatment and disposition of
material that includes fetal tissue. The federal court also deter-
mined that Indiana had no interest in treating the unborn with
dignity. Here, however, the Texas Legislature has enacted nu-
merous statutes demonstrating its interest in the dignity of the
unborn. The rule provides many options for disposition, many
of which are already in use, that do not increase the cost of dis-
position of fetal tissue but still protect the dignity of the unborn.
The department disagrees that the proposed rules will make it
more difficult for a woman to access abortion services. The de-
partment has determined that the annual cost per facility would
be approximately $450, which would be offset by the elimination
of a current disposition method. The department believes this
cost to be minimal and absorbable by each health care-related
facility.

Comment: Our Lady of the Rosary Cemetery and Prayer Gar-
dens submitted a comment stating that it is in support of the rules
which reflect the dignity of human life by requiring humane burial.
The commenter stated its willingness to provide a reverent place
of burial for fetal tissue and is open to all faiths. The commenter
states that it has been providing quarterly services for babies
who died before birth at St. David's Hospital in Round Rock and
in Georgetown.

Response: The commission appreciates the comment, which il-
lustrates the support for protecting the dignity of the unborn that
exists among Texans and demonstrates that various options au-
thorized by the rule are currently utilized.

Comment: Texas Right to Life submitted comments applauding
the department for its work to improve the disposal procedures
for fetal tissue. The proposed changes willimprove upon existing
disposition rules to ensure a more sanitary treatment but also af-
ford dignity to deceased preborn children. The commenter asks
for a change to existing language specifically clarifying that the
rules do not apply to miscarriages that occur in homes, whether
they be induced or spontaneous.

Response: The commission appreciates the comment and
agrees with the need for the suggested amendment. To address
concerns raised by this and other comments, the department
has added subsection (a)(2)(G) to §1.133. Scope, Covering
Exemptions and Minimum Parametric Standards for Waste
Treatment Technologies Previously Approved by the Texas
Department of State Health Services, which states that the
rules do not apply to "human tissue, including fetal tissue, that
is expelled or removed from the human body once the person is
outside of a health care-related facility{.}"

Comment: The Texas House Republican Caucus submitted
comments expressing its full support of the proposed rule
change to allow for the humane disposal of aborted babies'
remains. The commenter states that the changes follow

thousands of years of societal tradition in ensuring dignified
treatment. The commenter specifically agrees with the elimina-
tion of grinding and discharging as a method of disposal. The
commenter states that grinding is an abhorrent practice contrary
to fundamental human dignity and how we value human life,
regardless of its developmental stage. The commenter notes
that opponents will claim a limitation on access but disputes
this assertion and states that many abortion providers already
use medical waste disposal companies and every hospital
has a facility for cremation of human body parts with whom
abortion facilities could enter into affordable agreements. The
commenter also states that almost every state in the nation
requires a more sensitive handling of these human remains and
that Texas needs to update its standard of practice to rightfully
ensure every sacred human life is treated with the utmost care
and respect.

Response: The commission appreciates the comment and
agrees that facilities that are not already in compliance with the
rules will be able to absorb any additional costs of compliance
with the proposed rules. The commission appreciates the
support for the rules and information on the current practices
relating to this issue, which are consistent with the information
available to the department.

Comment: The Texas Catholic Conference stated the rule
changes are long overdue and provide a more appropriate
method for the disposal of human remains than current rules
by affording the same dignity and respect as any other human
body. The commenter notes that cadavers donated to science
are afforded respect and honor including cremation ceremonies
to memorialize their donation. The commenter states that the
same respect should be shown for those lives that end before
taking a breath. The proposed rules allow for disposition proce-
dures that are practiced worldwide and are known as "sensitive
disposal." These rules honor a universal respect, beyond reli-
gious, cultural or societal norms, for the sacred nature of the
human person. The written testimony further provides that the
bodies of unborn humans should be afforded the same dignity
and respect as humans who have progressed in age. This
respect conforms to the principles of Christians and people of
good will across the world, who treat the dead with respect and
charity.

Response: The commission appreciates the comment and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: The Texans for Life Committee submitted comments
applauding the department for righting an old wrong. The com-
menter states that it has worked hard to foster greater respect for
human life at all stages and recognize fetal remains as human
remains. The commenter notes that the Texas Legislature has
passed legislation in recent years to increase respect and pro-
tection for the unborn. The commenter states that Planned Par-
enthood already contracts with companies that cremate the re-
mains and it is only independent providers who object, based on
cost; however, any additional cost, measured by weight, is neg-
ligible. As confirmed by the peer-reviewed Christchurch Health
and Development Study, many women regret their abortion de-
cisions and experience depression, anxiety, suicidal behaviors
and substance use. The commenter states that trauma should
not be increased by the haunting possibility that the remains of
their babies were ground beyond recognition in a commercial
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garbage disposal. The commenter states that fetal remains de-
serve no less respect than bodies donated for medical research.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: The Texas Alliance for Life submitted a comment
strongly supporting the proposed rules as a very good first step
to require abortion facilities to treat the remains of the victims of
abortion in a humane manner through cremation and burial and
by banning the "grinding and discharging into a sanitary sewer
system."

Response: The commission appreciates the comment and notes
that the proposed rules will continue to protect the public health
while providing for the disposition of fetal tissue in a dignified
manner.

Comment: The Diocese of San Angelo submitted comments
supporting the proposed rules to prevent facilities from using
garbage disposals and flushing remains into municipal sewer
systems. The commenter states that current law allows abor-
tion providers to dispose of the bodies of the precious unborn in
that very inhumane manner. The commenter states that each
abortion is a tragedy and the state should not allow the victims
to be treated like medicinal waste.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: NARAL Pro-Choice Texas submitted comments and
stated that burial or cremation of fetal tissue is unnecessary and
intended to restrict access to abortion care. The commenter
states that healthcare facilities already follow standards for the
sanitary disposal of medical waste, including embryonic tissue.
The commenter states that the politically motivated attacks on
Texans' access to reproductive health care must stop and that
the department should not interfere with the doctor-patient rela-
tionship.

Response: The commission respectfully disagrees. The pro-
posed rules do not interfere with the doctor-patient relationship,
because they do not apply to individuals. Instead, the proposed
rules regulate the treatment and disposition of material, including
fetal tissue, generated by health care-related facilities. The de-
partment is not expanding its authority to include any new topic
or regulated entity or person. Additionally, the proposed rules do
not interfere with the doctor-patient relationship, because they
do not apply to individual patients and the disposition of fetal tis-
sue the responsibility of the health-care-related facility. The rules
have not included previously, and do not now impose a require-
ment that a patient be informed of the method of disposition or
choose that method of disposition. The proposed rules are not
intended to restrict access to abortion, but to protect the pub-
lic health while affording dignity to the unborn. The proposed
rules address the treatment and disposition of fetal tissue from
health care-related facilities, which are already subject to rules
regarding the disposition of fetal tissue. These rules eliminate
methods not currently in use and retain some of the existing
methods. Final disposition no longer includes depositing disin-
fected fetal tissue in landfills, but rather allows other methods.
The department received cost data from waste disposal com-
panies, private and public landfills, FCAT, the Funeral Services
Commission, TCEQ, the University of Texas System, and oth-

ers to determine the minimum cost in complying with the rules.
Based upon the lowest stated costs of each entity able to provide
cost estimates, the department has determined that the annual
cost per facility would be approximately $450. This cost would
be offset by the elimination of the current method of disposition.
The department believes this cost to be minimal and absorbable
by each health-care facility. Because the department has deter-
mined that healthcare facilities can absorb any additional costs
associated with these rules, it anticipates no change in access
to abortion services.

Comment: The Justice Foundation submitted comments sup-
porting the proposed regulations as in accordance with the treat-
ment given to other human remains. The commenter states that
they have collected statements from over 4,500 women hurt by
abortion and that 600-700 of these women were Texas residents
or had their abortions in Texas. The commenter states that many
women have complaints of severe trauma after taking RU 486,
the medical abortion pill, when they see the remains of the hu-
man fetus in their hands or in their toilets after the dead child
is expelled from the womb. The commenter states that women
have stated, "They lied to me, they said it wasn't a baby, but it
is." The commenter states that women have asked if they can
bury their baby in the back yard to give it more dignity than being
flushed down a toilet.

Response: The commission appreciates the comment and notes
that the proposed rules do not apply to fetal tissue that is ex-
pelled or removed from the human body once the person is out-
side of a health care-related facility. To address concerns raised
by this and other comments, the department has added subsec-
tion (a)(2)(G) to §1.133. Scope, Covering Exemptions and Min-
imum Parametric Standards for Waste Treatment Technologies
Previously Approved by the Texas Department of State Health
Services, which states that the rules do not apply to "human tis-
sue, including fetal tissue, that is expelled or removed from the
human body once the person is outside of a health care-related
facility{.}"

Comment: The Lilith Fund submitted comments in opposition
to the proposed rules. The commenter states that they pro-
vide financial assistance to primarily low-income women of color
who already have children, working multiple jobs to make ends
meet while caring for their families. The commenter states that
abortion coverage is out of their reach due to lack of insurance,
underinsurance, or due to the Medicaid ban under the Hyde
Amendment. The commenter states that these barriers to cov-
erage have pushed women who contact them into dire health
care gaps that are both unacceptable and ethically unjust. The
commenter states that the proposed rules requiring cremation
or burial will further stigmatize women and increase costs, po-
tentially by thousands of dollars, further burdening low-income
Texans. The commenter states that this cost increase could ef-
fectively prevent them from accessing safe, legal abortion care
altogether. The commenter states there is no discernible pub-
lic health reason for these rules but rather the rules are an at-
tempt to interfere with a patient's reproductive autonomy and fur-
ther disenfranchise marginalized communities. The commenter
states that if public health and "respect for life" are true motiva-
tors there should be more access to comprehensive reproduc-
tive health care for low-income communities. The commenter
states that the department should focus on ensuring all people
have the power, resources and community support to make their
reproductive decision a reality and that individuals seeking abor-
tion services should be treated with respect, dignity and compas-
sion. The commenter states that these rules do nothing to im-
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prove reproductive healthcare and only serve to further burden,
and possibly prevent, access to safe and legal abortion.

Response: The commission respectfully disagrees that the pro-
posed rules will place a burden on women or reduce access
to abortion. As noted elsewhere, the department received cost
data from waste disposal companies, private and public landfills,
FCAT, the Funeral Service Commission, TCEQ and the Univer-
sity of Texas System and others to determine the minimum cost
in complying with the rules. Based upon the lowest stated costs
of each entity able to provide cost estimates, the department has
determined that the annual cost per facility would be less than
$450. The department also believes a number of regulated facil-
ities are already in compliance with these rules, and thus would
experience no additional cost. Any additional cost would be off-
set by the elimination of a current method of disposition. The
department therefore believes this cost to be minimal and ab-
sorbable by health care-related facilities. The proposed rules do
not interfere with a patient, as the rules apply to health care-re-
lated facilities and not to individuals.

Comment: Choose Life Midland submitted comments in sup-
port of the removal of grinding and discharge into a sanitary
sewer system as a method of disposition. Birth Choice Dallas
submitted a comment in support of removing grinding and dis-
charge into a municipal sewer system as a method of disposi-
tion, and states that victims should not be treated like medical
waste. Woman to Woman Pregnancy Resource Center submit-
ted comments in support of the removal of grinding as a dispo-
sition method and urges the department to adopt the proposed
rules.

Response: The commission appreciates the comments and
notes that the proposed rules eliminate methods not currently
in use and retain some of the existing methods in a manner
consistent with the state's policy of preserving the dignity of the
unborn.

Comment: St. Ignatius Martyr Catholic Parish submitted com-
ments in support of the rule changes. The commenter states
that the body of the deceased is in Christ a temple of the Holy
Spirit. The commenter states that the Church's call is to respect
and promote the dignity of the human person created in the im-
age of God. The commenter supports the rules based upon their
knowledge by the light of faith, the guidance of reason, and the
tool of science, that at conception, a distinctly new member of
the human family has been formed. This person has the dignity
of being created in the image and likeness of God and the pos-
sibility for his or her life to be created new in Christ's life, death
and resurrection. The commenter states that the life rightly de-
serves our utmost respect and reverence because it is destined
for the future glory at the resurrection. The commenter supports
the proposed changes to more properly give due reverence and
respect to the bodies of our aborted brothers and sisters who
are far more than mere medical waste to be ground up and dis-
charged. The changes, while imperfect, are preferred over cur-
rent procedure. A human corpse, though dead, is still a sem-
blance of an image of the living God. The commenter contin-
ues by stating that the corpses of human embryos and fetuses,
whether they have been deliberately aborted or not, must be re-
spected just as the remains of other human beings. In particular,
they cannot be subjected to mutilation. The commenter states
that, at this moment, they cannot yet legally prevent the sanc-
tity of our pre-born brothers and sisters' lives from being violated
by abortion, we can do our utmost to ensure that their remains
are at least treated with the common dignity and respect that is

only deserving of human beings created in the image and like-
ness of God. The commenter, on behalf of the Parish and her
9,200 members, and in agreement with sacred scripture and the
teaching of the Holy Catholic Church, they express their support
for the proposed changes.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: Concerned Women for America of Texas submitted
comments in support of the rule changes. The commenter states
that human beings should not be treated like medical waste and
that life is sacred. The commenter states that Texas needs to
align our treatment of the remains of the born and unborn with
the belief of the majority of Texans which is to treat remains with
dignity and respect. The commenter says the practice of treating
these remains equivalent to clinical waste products, rubbish or
trash cannot continue.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: The American Academy of Fertility Care Profession-
als, Houston Coalition for Life submitted comments calling for
humane disposition and dignity in death. The commenter re-
lates an incident where in the case of a miscarriage, the parents
couldn't obtain the body for burial. The hospital wouldn't return
the babies remains. These rules would bring peace and closure
for dead children. The commenter states that there is a gravesite
in Houston where 500 babies have been named and buried and
September 10th is the day of remembrance. The commenter
states that these babies have been torn to pieces and targeted
as undesirable. The commenter supports the rule amendments
as it is humane and shows love and respect. The commenter
states that in 2005, pieces of bodies clogged the sewer in Hous-
ton. These rules have nothing to do with women's health; there
is nothing healthy about abortion. There is so little respect for
human life. Another commenter with the Houston Coalition for
Life relayed her personal story and speaks for her unborn child
ripped from her womb against her will; she is horrified that he
was thrown away. Burial brings dignity and respect. The com-
menter states there is blood money from selling body parts. Vic-
tims of abortion are tiny and defenseless. They can't speak for
themselves so we speak for them: they were denied the right.
The commenter states that if there is an additional cost, abortion
clinics should pay and that abortion harms women.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: The Roman Catholic Diocese of Austin submitted
comments stating that medical students are lectured on treating
cadavers with honor and respect. Their sacrifice is memorialized
through cremation and a ceremony. The commenter stated that
this method of disposal is practiced worldwide and honors and
respects the sacred nature of human person.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.
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Comment: Young Women for America and Concerned Women
for America Legislative Action Committee submitted comments
stating that the disposition of unborn as trash in our cities where
baby body parts are ground or deposited in a landfill is inhumane
and absurd. The commenter supports higher ethical and health
standards and common sense. The commenter states that there
should be legislation in the future.

Response: The commission appreciates the comments and
remains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the
unborn. The members of the Texas Legislature will determine
whether legislation regarding this matter will be considered in
the future.

Comment: Life Choices Medical Clinic in San Antonio submitted
comments and asked: How will we as a society be remembered
- as respectful or with contempt? The commenter states that the
proposed rules will eliminate health hazards of a contaminated
water supply. The commenter stated that women in the clinic
where she works became physically ill when they heard about a
child being ground up.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: Texas Values submitted comments stating that the
victims of abortion should be treated with respect. The human
dignity should be afforded to children as image bearers of God.
The commenter states that anti-life, pro-abortion commenters
are fighting because of costs. Abortion profits are being put
ahead of human life. The commenter states that victims of abor-
tion should be treated with dignity and we should stop abortion
facilities from selling baby body parts.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: Southern Baptist Convention of Texas, Concerned
Women of Texas stated that these rules support God-given
morality and validate sacred life. Aborted fetuses are not the
equivalent of trash. The commenter stated that medical biology
textbooks show the development of humans from conception
and that tiny parts develop. The commenter states that the
information provided in 1973 was a lie when it was stated that
these were clumps of cells. The commenter states that God
created the soul and that human beings should be provided
dignity. The commenter stated that babies should be provided
a proper burial and not abandoned in the garbage.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: Operation Outcry submitted comments through its
representative regarding her personal experience when she hes-
itantly agreed to an abortion but didn't understand her options.
The commenter states that she was convinced there was only
one choice. The commenter stated that she heard the baby
scream in pain. The commenter stated that the baby was torn to
pieces while she couldn't move because of the drugs. She had
no control over her body but she was aware of everything. The
commenter states that the baby was thrown into a garbage can.

The commenter stated that she hid and was in denial and that
destructive grief comes out in unhealthy ways.

Response: The commission acknowledges the comments and
remains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: Students for Life submitted comments stating that
tiny children should rest in peace and that their beautiful soul
should be treated with humanity and not sold. The commenter
stated that abortion is cruel and a waste that is unredeemable.
Aborted babies should be laid to rest.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: Office of Life Charity and Justice of Roman Catholic
Church submitted comments stating that women often ask about
the remains of their lost child. Under the current rules, remains
are not handled properly and with dignity. The commenter stated
that people believe remains are treated with dignity and respect.
The commenter related a time when a father asked for the re-
mains of the miscarriage, and was told the facility wouldn't re-
lease the remains because it was medical waste.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born. The commission appreciates the comment and notes that
it has further amended the proposed rules so they now conform
with Texas Health and Safety Code, §241.010, which requires
a hospital to release the remains of an unintended, intrauterine
fetal death on the request of a parent.

Comment: Pro-Life Organization for Grimes and Waller Coun-
ties stated that depositing aborted fetuses like waste in a land-
fill or in our water system exposes the public to risk. The com-
menter stated that Houston babies were sold piece by piece and
in Conroe, remains were dispersed into the air that we breathe
and water we drink. The commenter supports burial and a fu-
neral for miscarriage. The commenter stated that the enormous
cost can be defrayed by Catholic charities who will help bury the
baby. The cost of a funeral and burial for a baby is $500.

Response: The commission appreciates the comments but
notes that the proposed rules remove outdated methods of
disposition while still ensuring dignified treatment of fetal tissue
consistent with the state laws and the Legislature's intent to
protect the dignity of the unborn.

Comment: Medical Students for Choice stated that the proposed
rules make it harder for physicians to do their jobs and have a
relationship with patients and the proposed rules increase the
involvement of lawmakers in what should be a decision between
awoman and her doctor. The commenter stated that the authors
of the rules don't understand the issues. The commenter stated
that lots of pregnancies end in miscarriage and the commenter
is unclear how the rules apply to miscarriage.

Response: The commission respectfully disagrees. The pro-
posed rules apply only to health care-related facilities; they do
not govern individual patients. The department is not expand-
ing its authority to include any new topic or regulated entity or
person. The proposed rules do not interfere with the doctor-pa-
tient relationship, because they do not apply to individual pa-
tients and the disposition of fetal tissue is the responsibility of
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the health-care-related facility. Additionally, the rules have not
included previously, and do not now impose, a requirement that
a woman be informed of the method of disposition or choose
that method of disposition. To further clarify that the rules to not
apply to fetal tissue that is the result of a miscarriage at home,
the department has added subsection (a)(2)(G) to §1.133 stat-
ing that the rules do not apply to "human tissue, including fetal
tissue, that is expelled or removed from the human body once
the person is outside of a health care-related facility{.}"

Comment: Unite Women Texas submitted comments through its
representative relating to her experience of a fetal death occur-
ring after a car wreck. The commenter stated that the fetus was
removed and it would have been a burden to have had to make
decisions about burial and cremation and would have been hor-
rifying. The commenter stated that forcing women to make deci-
sions about cremation and funerals would only add to the trauma
of losing a pregnancy.

Response: The commission sympathizes with the commenter
and notes that the proposed rules will not require patients to
make decisions about burial, and cremation of fetal tissue. In-
stead, they require health care-related facilities to conduct the
treatment and disposition of fetal tissue in a manner consistent
with upholding the dignity of the unborn while protecting the pub-
lic health.

Comment: Planned Parenthood of Texas Votes stated that the
proposed rules were published with little or no public announce-
ment, only four days after the Supreme Court struck down HB 2.
The commenter states that abortion is a deeply personal deci-
sion made in consultation with health care providers. The com-
menter stated that the disposition of medical tissue is already
safe and respectful with no evidence of any health or safety risk.
The commenter stated that the proposed rules are motivated by
politics. The commenter stated that the requirement for a fetal
death certificate will negatively affect the privacy of patients by
making their personal medical histories available to the public.
The only purpose for this is to shame women away from safe,
legal abortion services. The commenter completed their com-
ments by stating that the proposed rules exceed the statutory
authority of the department.

Response: The commission respectfully disagrees and notes
that the rules were filed with the Texas Register on June 20,
2016, prior to the Supreme Court ruling in Whole Woman's
Health, which was issued on June 27, 2016. The filing and pub-
lication met the requirements of the Administrative Procedure
Act, Texas Government Code, Chapter 2001, and the public has
been given the opportunity to submit comments in writing during
two 30-day periods and at two public hearings. The department
has statutory authority under Texas Health and Safety Code,
Chapters 12 and 81 to enact rules to protect the public from the
spread of communicable disease and under Chapters 241, 243,
244, 245, 251, 254, and 773 to regulate health care-related
facilities. The proposed rules regulate abortion providers only
to the extent that they dispose of fetal tissue and other special
waste. The proposed rules are intended to maintain the health
and safety of the public while safeguarding the dignity of the
unborn in accordance with the state's policies. The department
also has added language to §1.134 clarifying that the proposed
rules do not require the issuance of a death certificate for the
disposition of fetal tissue from health care-related facilities. The
commission further notes that the rules apply only to facilities,
not to individuals, and are not intended to shame women or to
restrict access to abortion.

Comment: Austin National Organization for Women stated that
the decision to get an abortion is hard enough, especially after
rape and having to pay for a burial would be rubbing the victim's
face in the trauma of rape.

Response: The commission notes that the proposed rules do not
require an individual to pay for burial or other disposition of fetal
tissue. Instead, the proposed rules require health care-related
facilities to treat and dispose of fetal tissue in a manner that pre-
serves the dignity of the unborn while also protecting the public
health and preventing the spread of communicable disease.

Comment: Texas Equal Access Fund stated the impact of
the proposed rules on low income and marginalized women
amounts to an undue burden. The commenter stated that the
rules will result in increased cost and reduced access. The
commenter stated that abortion is healthcare, which is already
regulated. The commenter stated that the new regulations are
medically unnecessary and are intended to shame women and
interfere with private healthcare decisions. The commenter
stated that the rules would limit a woman's legal right to a vital
and common procedure. The commenter calls on the State of
Texas to increase other social benefits, wages, and access to
healthcare.

Response: The commission respectfully disagrees that the pro-
posed rules impose an undue burden on women seeking abor-
tions. They are not intended to shame patients and do not limit a
patient's right to any procedure. The proposed rules do not im-
pinge on the doctor-patient relationship. Rather, the rules regu-
late the treatment and disposition of material, including fetal tis-
sue, from health care-related facilities. The commission further
disagrees that the proposed rules will result in increased costs
to patients. The department estimates that the costs for health
care-related facilities to comply with the proposed rules will be
sufficiently low such that the costs can be absorbed by facilities
as part of their operating costs while still providing a public health
benefit by ensuring the proper disposal of fetal tissue. The com-
mission also disputes that the proposed rules are unnecessary
and contends that they balance protecting the public health and
comporting with the state's policy of protecting the dignity of the
unborn.

Comment: Public Leadership Institute/Fund Texas Choice
stated that the proposed rules pose an undue burden intended
to shame and stigmatize women. The commenter stated that
taxpayers' money should be spent more efficiently and effec-
tively and that the fiscal note is implausible. The commenter
stated that the state has already spent $1.6 million on two spe-
cial sessions and additional money defending their anti-abortion
agenda. The commenter stated that Texas should spend money
on healthcare, child protective services and to fund foster care
instead of this ruse to stigmatize abortion.

Response: The commission respectfully disagrees that the pro-
posed rules create an undue burden on women seeking abor-
tions because any additional costs associated with complying
with these rules can be absorbed by the health care-related facil-
ity. The sources for the department's small and micro-business
impact analysis include waste disposal companies, private and
public landfills, FCAT, the Funeral Service Commission, TCEQ,
the University of Texas System, and others. The department
notes that the cost of compliance with the proposed rules would
be offset by the elimination of current disposition methods. The
department also notes that the proposed rules are not intended
to shame or stigmatize women. They apply to health care-re-
lated facilities and not to individual patients.

41 TexReg 9724 December 9, 2016 Texas Register



Comment: Trinity Legal Center supports the proposed rules.
The commenter stated that a human being is sacred and the
unborn should be treated with dignity and respect and not like
medical waste.

Response: The commission appreciates the comment. The pro-
posed rules are intended to balance the desire to treat the unborn
with dignity and the need to protect the public health.

Comment: Cathedral of Our Lady of Walsingham Catholic
Church and Shrine stated that it is appalling that the bodies of
children are disposed of like common waste, instead of buried
with dignity. The commenter also stated that if we are legally
murdering them, we can at least honor their passing with a
caring burial.

Response: The commission appreciates the comment and
agrees that the proposed rules should comport with the state's
policy of ensuring the dignity of the unborn.

Comment: The Southern Baptists of Texas Convention strongly
supports the proposed rules so that unborn human beings will
not be treated like medical waste. The commenter stated that
medical, biological, and scientific writings agree that the devel-
opment of a human being begins with fertilization, marking the
beginning of a unique individual. With the science and technol-
ogy of today, we know that it is not "just a clump of cells." The
commenter would be horrified to find the body of an abandoned
baby in the garbage or elsewhere and would never consider turn-
ing a blind eye, stating that we should not turn a blind eye to the
unborn now or ever, but do the right thing by giving them a proper
burial.

Response: The commission appreciates the comment and
agrees that the proposed rules should comport with the state's
policy of ensuring the dignity of the unborn.

Comment: The Mercy Ministry of the Prince of Peace Catholic
Community stated that they are appalled and sickened that fetal
tissue may be disposed of by grinding and discharging into a
sanitary sewer system and deposition in a sanitary landfill and
support ending these methods.

Response: The commission appreciates the comments. The
proposed rules would eliminate these disposition methods and
preserve the dignity of the unborn.

Comment: The Catholic Pro-Life Committee of North Texas sup-
ports the proposed rules. The commenter noted that women who
have abortions face many consequences, and the knowledge
that their child's body was not thrown away as trash but treated
with respect and buried will only ease their suffering. There is
a common-law right to a decent burial. The trauma of abortion
affects the mother's ability to make a rational choice in relation
to her aborted child, even though she has a vested interest in
the remains. The general public also has a vested interest that
the fetal remains be treated with respect. The aborted child is
entitled to a burial.

Response: The commission appreciates the comment. The pro-
posed rules address the concerns raised by this commenter.

Comment: Catholic Healthcare Professionals of Houston stated
it supports the comments submitted by the Texas Catholic Con-
ference.

Response: The commission appreciates this comment.

Comment: SA Pregnancy Care Center stated it supports the pro-
posed rules. The commenter stated that Texas needs to align

treatment of the remains of the born and unborn with the belief
of the majority of Texans that they should be treated with dignity
and respect. Our state cannot allow them to be equivalent to
clinical waste or trash.

Response: The commission appreciates the comments and re-
mains committed to balancing the need to protect the public
health with the state's policy of preserving the dignity of the un-
born.

Comment: 3d Houston stated that the rules should contain pro-
visions for these deceased children to be claimed for burial. The
commenter would like to see records of family lineage and date
of death, and independent autopsy to verify they were not mur-
dered, a chance to be named, a proper funeral service, and
burial where their family can find them. The commenter noted
that a gravesite provides healing for the living and dignity for
the deceased. We do not treat executed criminals with the con-
tempt and dishonor that the unborn receive. Let churches, fu-
neral homes, and charitable organizations care for the dead, not
abortion clinics.

Response: The commission notes that the proposed rules do
not require or prohibit any funeral service and may not be used
to require the disclosure of any personally identifiable or person-
ally sensitive information. While the commission agrees that the
dignity of the unborn should be protected, it declines to enact any
of the additional requirements suggested by this commenter.

Comment: St. Clair of Assisi Catholic Church requested a de-
cent burial for the unborn.

Response: The commission believes the proposed rules allow
for the respectful disposition of fetal tissue in a manner that pre-
serves privacy and protects public health.

Comment: The League of Women Voters of Texas submitted a
comment in opposition of the fetal tissue rules.

Response: The commission respectfully disagrees but offers no
further response as the basis for the commenter's opposition is
not specified.

Comment: The National Association of Social Workers stated
that it serves Texas residents across the state and reproductive
health services, including abortion services, must be legally, eco-
nomically and geographically accessible. The commenter states
that denying people with low income access to contraception and
abortion perpetuates poverty and dependence upon welfare pro-
grams, resulting in a status quo of class stratification. Fetal burial
services can cost between $250 and $3,000: that equates to one
week to two months of salary for a minimum-wage worker. The
commenter states that the proposed policy change would cre-
ate additional financial barriers, effectively making abortion in-
accessible for some low-income Texans. The commenter goes
on to state that healthcare providers follow medical standards
for sanitary disposal of fetal tissue which is handled respectfully
and safely. The commenter stated that they promote the right
of clients to self-determination and non-medical ritual interferes
with the doctor-patient relationship. The commenter closed by
stating that we should value patients' dignity and worth by sup-
porting and respecting their decision.

Response: The commission respectfully disagrees that the pro-
posed rules would create any significant financial obstacles. The
department received cost data from waste disposal companies,
private and public landfills, FCAT, the Funeral Services Commis-
sion, TCEQ, the University of Texas System, and others to deter-
mine the minimum cost in complying with the rules. Based upon
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the lowest stated costs of each entity able to provide cost esti-
mates, the department has determined that the annual cost per
facility would be approximately $450. For those health care-re-
lated facilities now already disposing of fetal tissue through cre-
mation and burial, the cost of any of the new available methods
would be offset by the elimination of the cost of landfill disposi-
tion. The commission believes any cost of compliance with the
proposed rules to be minimal and absorbable by health care-re-
lated facilities. The commission disagrees that current rules are
sufficiently respectful of the dignity of the unborn; which is why it
has proposed these amended rules. The commission also dis-
agrees that the rules interfere with the doctor-patient relation-
ship. The proposed rules apply to health care-related facilities,
not to individual patients.

Comments by Individuals.

Numerous comments were also received from interested individ-
uals. The department received comments on topics concerning
the substance of the rules, other comments relating to legal is-
sues and issues concerning the preamble to the proposed rules.
The responses to the comments appear by topic below.

Some comments received included matters that were outside
the scope of the proposed rules. The department offers re-
sponses to clarify some of the most common misconceptions
about the amended rules and their application, but otherwise
offers no response regarding comments that are irrelevant to
the rule amendments or outside of the scope of the proposed
rules. For example, the department does clarify that the rule
changes do not affect the use of tissue donated for medical
research as this use is exempt from the application of the rules
pursuant to §1.133(a)(2)(B) and that the rules do not create
a requirement for ceremonial funeral services, but does not
respond to comments relating to the patient booklet or laws
relating to Woman's Right to Know, as the rules do not relate to
these laws or booklet.

Other comments included vituperative language and political
statements; for those comments the department offers no
response.

The comments related to 24 general topics contained in the fol-
lowing categories: (1) Dignity in the treatment of the remains of
the unborn; (2) Impact on miscarriages and other procedures,
other tissue and body parts; (3) Concerns about criminal pros-
ecution; (4) Woman's constitutional right to terminate a preg-
nancy; constitutionality of rules after the Supreme Court's rul-
ing in Whole Woman's Health; potential lawsuits; (5) Access to
abortion services; (6) Donation, research and testing; (7) Death
certificates; (8) Funerals; (9) Burial sites at risk; (10) Religious
considerations; separation of church and state; (11) Privacy con-
cerns; (12) Removal of grinding and disposition in sewer system
and landfill; (13) Water and air quality; (14) Costs; (15) Impact
on low-income women and women who live in rural areas; (16)
Rulemaking procedure; (17) Health and safety and public health
impact; (18) Other legislation that impacts rules; (19) Existing
laws sufficient for disposal of tissue; (20) Use of public funds;
(21) Other states' laws; (22) Authority to adopt rules; (23) Ex-
pansion of government; (24) Enforcement of rules.

1. Dignity in the Treatment of the Remains of the Unborn.

Commenters generally approved of the new disposition require-
ments. They stated that fetuses are human beings and their
remains should be treated with the same dignity as all other hu-
man remains. One commenter noted that even terrorists receive

a proper burial. Others noted that the proposed rules may help
women who have questions or regrets after an abortion or help
them process grief.

Response: The commission appreciates the comments. The
department has approached these rules such that its exercise
of authority to protect public health be done in conformity with
the view expressed in state law that similar dignity should be
afforded unborn children. The adopted rules are the means by
which the department is able to meet that objective, while balanc-
ing the need to address considerations regarding public health,
public benefit and costs, through amendments to the rules, and
inclusion of new provisions in the rules that afford the protection
and dignity to unborn children consistent with the Legislature's
expression of its intent.

2. Impact on Miscarriages and Other Procedures, Other Tissue
and Body Parts.

Commenters generally did not want the rules to apply to miscar-
riages, especially those occurring outside a health care-related
facility. Some stated the proposed rules infringe on patient au-
tonomy or will have a chilling effect that might keep a woman who
miscarried from attempting another pregnancy. Others noted
that in an early-pregnancy miscarriage, fetal tissue may not be
easily identifiable. Other commenters questioned the effect of
the proposed rules on in vitro fertilization.

Response: The commission appreciates the comments. In re-
sponse to these concerns, the department added subsection
(a)(2)(G) to §1.133. Scope, Covering Exemptions and Minimum
Parametric Standards for Waste Treatment Technologies Previ-
ously Approved by the Texas Department of State Health Ser-
vices, which states that the rules do not apply to "human tissue,
including fetal tissue, that is expelled or removed from the human
body once the person is outside of a health care-related facil-
ity{.}" A miscarriage that occurs outside of a health care-related
facility is not subject to these rules and thus is not subject to the
disposition requirements in the rules. Miscarriages, referenced
as "spontaneous abortions" are included in the rules as these
procedures result in fetal tissue. The inclusion of the procedure
and methods do not adversely impact the balance of consider-
ations the department was trying to achieve in the rules relating
to the dignity of the unborn with the public health protections and
cost. The department believes the methods allowed by the rules
will protect the public by preventing the spread of disease while
preserving the dignity of the unborn in a manner consistent with
Texas laws.

The amendments to the rules do not change the impact of the
rules for in vitro fertilization. Pursuant to §1.132(28), the term
"Fetal Tissue" is defined as "a fetus, body parts, organs or other
tissue from a pregnancy” and does not include "the umbilical
cord, placenta, gestational sac, blood or body fluids." This term
was added in the proposed rules and has not been amended at
adoption. The rule amendments relating to fetal tissue do not
apply prior to pregnancy. Once a pregnancy occurs, the rules
application is the same to both the in vitro fertilized pregnancy
and an unassisted natural pregnancy, if there is an induced or
spontaneous abortion of the pregnancy.

3. Concerns About Criminal Prosecution.

Commenters were concerned about women being prosecuted
for inappropriately dealing with a miscarriage at home, and ques-
tioned why requirements for disposition of fetal tissue differ from
requirements for disposition of other pathological waste.
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Response: The commission respectfully disagrees with the com-
ments and responds to the question posed as follows. The pro-
posed rules are not criminal in nature but instead are adminis-
trative rules for the regulation of the treatment and disposition of
material from certain health care-related facilities that may only
be enforced by appropriate health care-related facility regulatory
programs. The rules do not apply to individual patients and do
not apply to miscarriages that occur outside of a healthcare fa-
cility, as stated in §1.133(a)(2)(G). The proposed rules are in-
tended to ensure that fetal tissue that is the product of sponta-
neous or induced human abortion, and is subject to the rule, is
disposed of in a proper manner by the facility. The disposition
methods for fetal tissue differ from other pathological waste to
ensure the dignified treatment of fetuses consistent with other
laws in Texas. The department's intent is to balance considera-
tions of cost, public health and providing dignity to the unborn.

4. Woman's Constitutional Right to Terminate a Pregnancy;
Constitutionality of Rules After the Supreme Court's Ruling in
Whole Woman's Health; Potential Lawsuits.

Commenters felt that the proposed rules would violate a
woman's constitutional right or would be an infringement upon
that right, or would place an undue burden on an individual
seeking an abortion. Commenters also stated that the pro-
posed rules were in conflict with the court's decision or that the
"state hadn't learned its lesson" and was promulgating more
unnecessary regulations after losing at the Supreme Court.
Commenters also voiced concerns that the rules would result in
additional lawsuits as either being contrary to the ruling in Whole
Woman's Health or as serving no public health purpose. Rather
than unnecessarily plunge the department into yet another
legal challenge, the department should immediately withdraw
consideration of the new rules.

Response: The commission respectfully disagrees. The pro-
posed rule amendments pertain to the disposition of fetal tissue
from health care-related facilities and are intended to ensure fe-
tal tissue is disposed of in a proper manner, without presenting
a substantial obstacle to women seeking abortions. The rules
do not apply to individuals, but only to health care-related facili-
ties, which are already subject to specified methods of disinfec-
tion and disposition of fetal tissue. The department received cost
data from waste disposal companies, private and public landfills,
FCAT, the Funeral Services Commission, TCEQ, the University
of Texas System, and others to determine the minimum cost in
complying with the rules. Based upon the lowest stated costs of
each entity able to provide cost estimates, the department has
determined that the annual cost per facility would be approxi-
mately $450. This cost would be offset by the elimination of the
current method of disposition. The department believes this cost
to be minimal and absorbable by each health-care facility.

Because the department has determined that any additional
costs associated with complying with these rules can be ab-
sorbed by the health care-related facility, there should be no
undue burden placed on women in terms of increased costs
of abortion or lack of access to a facility. Absent an undue
burden on the ability to obtain an abortion, the State may act
to provide dignity to the unborn. The Supreme Court ruling in
Whole Woman's Health is unrelated to whether the department
has statutory authority to issue rules for the treatment and
disposition of fetal tissue from health care-related facilities.
Texas Health and Safety Code, §12.001 gives the Executive
Commissioner of the commission, which oversees the depart-
ment, general supervision and control over all matters relating

to the health of the citizens of this state, including enforcement
authority over health care-related facilities.

5. Access to Abortion Services.

Commenters expressed concern that these rules were politically
motivated and proposed for no other reason than to limit, and
eventually eliminate, access to abortion in Texas. Commenters
also stated the proposed rules would impact the poor, minors, the
disabled, and "genderqueer with uteruses." Other commenters
remarked that the rules will increase emotional trauma and are
intended to shame or punish women seeking abortions. A com-
menter noted restrictions under HB 2 already mean that women
must travel out of state for abortions and have longer wait times,
and that there has been an increase in second trimester abor-
tions. Another commenter noted the proposed rules bear a no-
ticeable similarity to model legislation being pushed by Ameri-
cans United for Life, a group which describes itself as the "legal
architect of the pro-life movement."

Response: The commission respectfully disagrees that the rules
are intended to shame or punish women or limit access to abor-
tion. The proposed rules address the treatment and disposition
of fetal tissue from health care-related facilities, which are al-
ready subject to rules regarding the disposition of fetal tissue.
These rules eliminate methods not currently in use and retain
some of the existing methods. Final disposition no longer in-
cludes depositing disinfected fetal tissue in landfills, but rather
allows other methods. The department received cost data from
waste disposal companies, private and public landfills, FCAT, the
Funeral Services Commission, TCEQ, the University of Texas
System, and others to determine the minimum cost in comply-
ing with the rules. Based upon the lowest stated costs of each
entity able to provide cost estimates, the department has deter-
mined that the annual cost per facility would be approximately
$450. This cost would be offset by the elimination of the current
method of disposition. The department believes this cost to be
minimal and absorbable by each health care-related facility. Be-
cause the department has determined that health care-related
facilities can absorb any additional costs associated with these
rules, it anticipates no change in access to abortion services.

6. Donation, Research and Testing.

Commenters were split between allowing donation for medical
and scientific research as one positive outcome of a difficult
choice, and others who felt that no human remains should be
treated in any way other than funeral/burial. Other commenters
were concerned about how the proposed rules would affect
pathological or genetic testing of fetal tissue from miscarriages.

Response: The commission appreciates the comments. Neither
the current nor the proposed rules prohibit donation for research.
Human tissue, including fetal tissue, that is donated for research
or teaching purposes is exempt from the treatment and disposi-
tion requirements under both the current and proposed versions
of §1.133. There is no requirement, nor prohibition, in the rules
for a funeral service. The proposed rules are not intended to
prevent or otherwise have an adverse impact genetic or patho-
logical testing. The previous rules have not adversely affected
testing in the past, and no language was added in the proposed
or adopted amendments that would change that impact or effect.

7. Death Cetrtificates.

Commenters questioned whether a cremation or burial facility
would accept fetal tissue without a death certificate and whether
this requirement would require a coroner on duty to issue a death
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certificate. Commenters also expressed concern that this would
increase expense to the woman or that the funeral services in-
dustry would need to alter their processes. One commenter
noted the open nature of death records would make public a
woman's failure to carry a pregnancy to term. Another com-
menter stated that the collection of data from fetal death cer-
tificates issued for purposes of the rules would render the data
useless, creating a barrier to the advancement of medical and
scientific progress, and may very well impede our understand-
ing of the state's recent uptick in the rate of maternal mortality
and morbidity and obstruct the ability to correct it.

Response: The commission appreciates the comments. Chap-
ter 651 of the Texas Occupations Code applies to disposition of
a human body for which a birth and death certificate is required.
A certificate of fetal death (fetal death certificate) is only required
for a fetus weighing 350 grams or more, or if the weight is
unknown, a fetus aged 20 weeks or more as calculated from
the start date of the last normal menstrual period. See 25 TAC
§181.7(a). Based on an exemption that was contained in the
previous rules, fetal deaths subject to the fetal death certificate
requirement are exempt from the adopted rules pursuant to
§1.133(a)(2)(F). Also in response to public comments, to make
the applicability of the exemption more evident to the reader,
the department has added a cross reference to the exemption
in three places in the rules: (1) §1.132(42)(B) regarding the
definition of "pathological waste;" (2) §1.136(a)(4)(A)(v) regard-
ing "fetal tissue, regardless of the period of gestation;" and
(3) §1.136(a)(4)(B)(i) regarding "fetal tissue, regardless of the
period of gestation." The department retained that exemption in
these rules, and has not modified it in the proposed or adopted
rules. As a result, vital statistics data collection and reporting
results will not be affected nor does it impact maternal mortality
and morbidity data. Furthermore, the adopted rules do not
require or authorize a patient's private information to become
part of the state's public record. This rule does not create a
new requirement for a birth or death certificate, and thus there
is no additional privacy concerns created by the rule nor is
there a requirement for a ceremonial burial or application of the
cremation requirements in Texas Occupations Code, Chapter
651 or rules that implement that chapter. A crematory requires
a death certificate or other death record under 22 TAC, §205.11
in order to perform a cremation of "deceased human remains."
The rule retains many options currently used for disposition of
fetal tissue. To help clarify these issues, the department has
added language to §1.134 of the rules, which states: "(a) This
subchapter may not be used to require or authorize disclosure
of confidential information, including personally identifiable or
personally sensitive information, not permitted to be disclosed
by state or federal privacy or confidentiality laws. This subchap-
ter does not require the issuance of a birth or death certificate
for the proper disposition of special waste from health-care
related facilities. This subchapter does not extend or modify
requirements of Texas Health and Safety Code, Chapters 711
and 716 or Texas Occupations Code, Chapter 651 to disposition
of fetal tissue."

8. Funerals.

Some commenters stated that the proposed rule amendments
would require funerals for the disposition of fetal tissue.

Response: The commission respectfully disagrees. Funeral ser-
vices are not required under these rules or other laws in Texas,
nor are they prohibited under these rules. None of the amend-
ments adopted in the rules are intended to invoke a requirement

for funeral services to be performed by health care-related facil-
ities to be able to properly dispose of fetal tissue in compliance
with the rules.

9. Burial Sites at Risk.

Commenters are worried that the proposed rules will create new
physical sites of social unrest as the burial places for these fe-
tuses become grounds for protests and counter-protests. Others
are worried that health care-related facilities would be unable to
locate a crematory or cemetery willing to accept fetal tissue.

Response: The commission appreciates the comments. The
rules do not designate any particular type or location for inter-
ment of fetal tissue or other applicable material.

10. Religious Considerations; Separation of Church and State.

Commenters stated that forcing women to take part in a religious
ritual in the form of a funeral is a violation of their rights. Com-
menters voiced concerns at the attempt to legislate values and
rituals regarding loss, in that there is a need for separation of
church and state. Still others were in support of the proposed
rules as consistent with their Christian beliefs in the dignity of
life.

Response: The commission respectfully disagrees. The depart-
ment notes that the proposed rules do not require regulated facil-
ities or individuals to take part in a funeral or any other religious
ritual for the health care-related facility to be able to properly dis-
pose of fetal tissue in compliance with the rules. Additionally, the
rules have not included previously, and do not now impose a re-
quirement that a patient be informed of the method of disposition
or choose that method of disposition. The health care-related fa-
cility that is subject to the rules must determine where and how it
will arrange for disposition of the fetal tissue, including choosing
an authorized method of interment. Facilities may already use a
disposition method involving burial with a religious organization,
but that is not now, nor will it be under the rules, either required or
proscribed by the regulations. Nothing in the adopted rules dic-
tate the nature or form of disposition that must be chosen (sec-
ular or non-secular) in relation to interment, including burial or
cremation, in conjunction with a disposition method authorized
by the rules.

11. Privacy Concerns.

Commenters were concerned that if women had to commission
funeral services or obtain death certificates, their information
would be required and therefore, their privacy would be com-
promised and that the rules are "a violation of HIPAA."

Response: The commission respectfully disagrees. The rules
do not require individuals to commission funeral services. Noth-
ing in the rules requires the release of patient identifying informa-
tion or other personally sensitive information. The current rules
do not require the issuance of a death certificate for the dispo-
sition of medical waste. The adopted amendments did not add
any language that was intended to invoke any requirement that
would result in the need for a death certificate. To help clarify
these issues, the department has added language to §1.134 of
the rules, which states: "This subchapter may not be used to re-
quire or authorize disclosure of confidential information, includ-
ing personally identifiable or personally sensitive information, not
permitted to be disclosed by state or federal privacy or confiden-
tiality laws. This subchapter does not require the issuance of
a birth or death certificate for the proper disposition of special
waste from health care-related facilities. This subchapter does
not extend or modify requirements of Texas Health and Safety
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Code, Chapters 711 and 716 or Texas Occupations Code, Chap-
ter 651 to disposition of fetal tissue."

12. Removal of Grinding and Disposition in Sewer System and
Landfill.

Some commenters approved of the removal of grinding as a dis-
position option. Commenters were split on the issue of landfill
disposition. Many felt that it reduced the dignity of a human life
as trash, others noted that this is the method commonly used
for all other types of medical waste and this was no different.
One commenter noted that rather than eliminating the use of the
grinding process entirely, the proposed rules subjectively delete
it for one type of tissue while continuing to codify its use for other
tissues.

Response: The commission appreciates the comments. The
rule removes outdated methods, methods rarely used such as
"grinding" and "chlorine disinfection/maceration" and ensures
the proper and dignified treatment and disposition of fetal tissue,
including prohibiting the disposal of fetal tissue in a landfill,
which affords the protection and dignity to unborn children con-
sistent with many state laws and the Legislature's expression
of its intent to respect life and protect the dignity of the unborn.
The adopted rules are the means by which the department
is able to conform its rules to that expression of intent, while
accommodating the need to address considerations regarding
public health, public benefit and costs.

13. Water and Air Quality.

Commenters were concerned about disposition via the sewer
system and that it would negatively impact water quality and
would possibly expose the public to HIV/AIDS and other infec-
tious disease.

Response: The commission respectfully disagrees. The dispo-
sition of certain special waste into the sanitary sewer system has
been in rule for decades. It is not possible to transmit HIV/AIDS
through these means. These rules eliminate the option of dispo-
sition of fetal tissue via the sanitary sewer system.

14. Costs.

Commenters expressed concern that these rules would increase
the cost of an abortion for women and/or that these rules would
result in more litigation which would cost taxpayers money to de-
fend. Another commenter stated that the small and micro-busi-
ness impact analysis and economic costs to persons statement
is wholly insufficient. Other commenters stated that abortion
providers should absorb the costs and noted that low-cost buri-
als and group burials are available and that home burial or burial
through counties' indigent burial programs are other available al-
ternatives.

Response: The commission respectfully disagrees with the first
set of comments and supports the assertions of the second set
of comments. The department received cost data from waste
disposal companies, private and public landfills, FCAT, the Fu-
neral Service Commission, TCEQ, the University of Texas Sys-
tem, and others to determine the minimum cost in complying with
the rules. Based upon the lowest stated costs of each entity able
to provide cost estimates, the department has determined that
the annual cost per facility would be approximately $450. The
department believes there are a number of regulated facilities
that are already in compliance with these rules. For those health
care-related facilities not already disposing of fetal tissue through
cremation and burial, the cost of any of the new available meth-
ods would be offset by the elimination of the cost of landfill dis-

position. The department believes this cost to be minimal and
absorbable by each health care-related facility.

15. Impact on Low-Income Women and Women Who Live in
Rural Areas.

Commenters argued that the increased cost would dispropor-
tionately affect low-income women and women who lived in rural
areas.

Response: The commission respectfully disagrees. The depart-
ment's cost estimate indicates that the annual increased cost
to health care-related facilities will be minimal and absorbable,
thereby eliminating the need to pass on any additional cost to
patients. The department received cost data from waste dis-
posal companies, private and public landfills, FCAT, the Funeral
Service Commission, TCEQ, and University of Texas System,
and others to determine the minimum cost in complying with the
rules. Based upon the lowest stated costs of each entity able to
provide cost estimates, the department has determined that the
annual cost per facility would be approximately $450. For those
health care-related facilities not already disposing of fetal tissue
through cremation and burial, the cost of any of the new avail-
able methods would be off-set by the elimination of the cost of
landfill disposition. The department believes this cost to be mini-
mal and absorbable by each health care-related facility, whether
in an urban or rural area.

16. Rulemaking Procedure.

Commenters stated that the department circumvented the stan-
dard rule-making process and tried to sneak this rule set by the
public or ask if the rules are being shepherded through using
an emergency or expedited process and felt that some remarks
from the initial comment period were taken into account, while
others were not. Other commenters questioned whether the de-
partment would take into account all comments received. At
least one commenter stated that they submitted comments in re-
sponse to the first proposed set of rules but the comments were
disregarded, seemingly without consideration, along with a re-
ported 12,000 other comments submitted.

Response: The commission respectfully disagrees. The depart-
ment complied with the requirements of the Administrative Pro-
cedure Act, Chapter 2001 of the Texas Government Code. The
department gave at least 30 days' notice of its intent to adopt the
proposed rules: It twice filed notice of the proposed rules with
the secretary of state for publication in the Texas Register as re-
quired by Chapter 2001, giving the public two 30-day periods for
comment. The first set of proposed rules was filed on June 20,
2016 and the second on September 19, 2016. The same rules
were proposed each time. Both notices for the proposed rules
included the information required by Texas Government Code,
§2001.024, and the department gave all interested persons an
opportunity to submit oral and written comments as required by
Texas Government Code, §2001.029. Two public hearings were
held on August 4, 2016, and November 9, 2016, in compliance
with Texas Government Code, §2001.029 in which the depart-
ment received oral and written public comments. The depart-
ment received more than 35,000 comments on the proposed
rules. Therefore, the department, on behalf of the commission,
voluntarily considered and is responding in this adoption pream-
ble to 20,000 comments from the first publication, public com-
ment period and public hearing regarding the proposed rules.
There is no legal requirement to consider and respond to the
first set of comments, but the department felt it important to in-
clude the initial comments. The department has fully considered
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both the first and second set of public comments and includes it
responses, and additional required elements set forth in Texas
Government Code, §2001.033, in its adoption of the rules.

17. Health and Safety and Public Health Impact.

Commenters were split. Some felt that the rules were necessary
to protect the health and safety of women. Others commented
that the rules were an ill-advised crusade that did nothing to im-
prove public health outcomes and actively worked against the
public interest, served no public health purpose or had no med-
ical benefit, or there is no indication that public health has been
jeopardized by the rules as they exist today.

Response: The commission appreciates the comments. The
proposed rules protect the health and safety of the public and
serve a public health purpose by ensuring the proper treatment
and disposition of fetal tissue from health care-related facilities.
The rules carry out the department's duty to protect public health
in a manner that is consonant with the state's respect for life and
the dignity of the unborn. The adopted rules are the means by
which the department is able to meet that objective, while balanc-
ing the need to address considerations regarding public health,
public benefit, and costs through amendments to the rules and
inclusion of new provisions in the rules that afford the protection
and dignity to unborn children consistent with the Legislature's
expression of its intent.

18. Other Legislation that Impacts Rules.

Commenters stated that the rules would impact other rules that
touch on the issue including the placenta legislation from last
session and that the quandary is made more apparent when rec-
ognizing the Legislature's recent passage of HB 635.

Response: The commission appreciates the comments. House
Bill 1670 (Acts 2015, 84th Legislature, Regular Session, Chapter
740) added Chapter 172 to the Texas Health and Safety Code.
This legislation requires a hospital or birthing center to allow a
woman who gave birth in the facility to take the placenta from
the facility in certain circumstances. Language was added under
§1.133(a)(2)(I) at adoption which creates an exemption from the
rules applicability when a placenta is removed from a hospital
or birthing center pursuant to Texas Health and Safety Code,
Chapter 172. Also in response to comments, the department has
added a cross-reference to the exemption in §1.133(a)(2)(l) to
§1.136(a)(4)(A)(v) and (B)(i) regarding "fetal tissue, regardless
of the period of gestation."

House Bill 635 (Acts 2015, 84th Legislature, Regular Session,
Chapter 342) added §241.010 to the Texas Health and Safety
Code. This statute requires a hospital to release the remains
of an unintended, intrauterine fetal death, including remains that
weigh less than 350 grams, on the request of a parent, in a man-
ner appropriate under law and the hospital's policy. In response
to public comments and to conform with the impact of HB 635,
the department has added subsection (a)(2)(H) to §1.133, which
states that the rules do not apply to "fetal remains required to
be released to the parent of an unborn child pursuant to Texas
Health and Safety Code, §241.010{.}" Also in response to com-
ments, the department has added a cross-reference to the ex-
emption in §1.133 to §1.136(a)(4)(A)(v) and (B)(i) regarding "fe-
tal tissue, regardless of the period of gestation."

19. Existing Laws Sufficient for Disposal of Tissue.

Commenters were against the proposed rules stating that cur-
rent law is sufficient that there is no valid reason to amend the
rules, that a patient already has the right to control the disposi-

tion of fetal tissue, or that facilities are already following sanitary
methods of waste disposal. Some commenters stated that it is
hypocritical to have a separate set of rules just for the disposition
of fetal tissue.

Response: The commission respectfully disagrees. Under
Texas Government Code, §2001.039, each state agency must
review and consider for readoption each of its rules. The
department has done so in this case in accordance with Texas
Government Code, §2001.039 and determined that amendment
to the rules is necessary to remove outdated methods, methods
rarely used such as "grinding" and "chlorine disinfection/mac-
eration" and ensure the proper and dignified treatment and
disposition of fetal tissue, including prohibiting the disposal of
fetal remains in a landfill, which affords the protection and dignity
to unborn children consistent with the Legislature's expression
of its intent. The adopted rules are the means by which the
department is able to conform its rules to that expression of in-
tent, while accommodating the need to address considerations
regarding public health, public benefit and costs. The proposed
rules are intended to ensure that fetal tissue that is the product
of spontaneous or induced human abortion, and is subject to the
rule, is disposed of in a proper manner. The disposition methods
for fetal tissue differ from other pathological waste to ensure
the dignified treatment of fetuses consistent with other laws in
Texas. The department's intent is to balance considerations
of cost, public health and providing dignity to the unborn. The
rules do not now, nor have they ever, imposed a requirement
that a patient be informed of the method of disposition.

20. Use of Public Funds.

Commenters wanted the funds being expended to change the
rules, enforce the new rules, and/or on anticipated litigation re-
sulting from the new rules to be redirected to more direct public
health impacts such as Zika prevention, education, caring for
special needs children, protecting abused children, treating the
uninsured, and public health and sanitation. Commenters stated
that funds would be better utilized for birth control and sex edu-
cation. At least one commenter complained of a waste of staff
time regarding the new rules.

Response: The commission respectfully disagrees. The depart-
ment has made fighting the spread of the Zika virus a priority.
The department's actions in relation to this rule set will not im-
pact its focus or budgeting related to Zika control and elimina-
tion efforts or other public health, or women's health services.
These rules also have no relation to or impact on the state's fo-
cus on children's protective services. Any funding or resources
needed for the enforcement or defense of these rules, if par-
ties choose to challenge these rules, does not adversely impact
the availability of funding for other public health and sanitation
programs that the department oversees. Other areas, such as
education, special needs services, care for the uninsured, and
protection of abused children, fall outside of the department's au-
thority. The rules address the treatment and disposition of fetal
tissue from health care-related facilities, which are already sub-
ject to rules regarding the disposition of fetal tissue. These rules
eliminate methods not currently in use and retain some of the
existing methods. Final disposition no longer includes deposit-
ing disinfected fetal tissue in landfills, but rather requires it to
be interred. The department received cost data from waste dis-
posal companies, private and public landfills, the Funeral Con-
sumers Alliance, FCAT, TCEQ, the University of Texas System,
and others to determine the minimum cost in complying with the
rules. Based upon the lowest stated costs of each entity able
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to provide cost estimates, the department has determined that
the annual cost per facility would be approximately $450. This
cost would be offset by the elimination of the current method of
disposition. The department believes this cost to be minimal and
absorbable by each health-care facility. Because the department
has determined that health care-related facilities can absorb any
additional costs associated with these rules, there should be no
change in access to abortion services.

21. Other States' Laws.

Commenters cited other states' laws similar to the proposed
rules and how they have been struck down or enjoined, and
asked why the decision was made to move ahead with these
rules now, rather than waiting to see the outcome of the federal
court case against an Indiana law with similar subject matter.

Response: The commission appreciates the comments. The de-
partment notes that measures in other states are distinguishable
from the proposed rules.

The State of Indiana passed House Enrolled Act 1337, which
would require that a miscarried or aborted fetus be interred or
cremated by a facility having possession of the remains and
would exclude the final disposition of a miscarried or aborted fe-
tus from the law governing the treatment of infectious or patho-
logical waste. Although the Indiana law has been preliminar-
ily enjoined by a federal court from taking effect, it is different
from the department's adopted rules, which explicitly encompass
treatment and disposition of special waste, including pathologi-
cal waste. The federal court also determined that Indiana had
no interest in treating the unborn with dignity. Here, however,
the Texas Legislature has enacted numerous statutes demon-
strating its interest in the dignity of the unborn. The rule provides
many options for disposition, many of which are already in use,
that do not increase the cost of disposition of fetal remains, but
still protect the dignity of the unborn.

The State of Louisiana passed HB 815, which would require
burial or cremation of remains resulting from abortion. This pro-
vision is being challenged in federal court, where a request for
preliminary injunction alleged that its requirements would consti-
tute an effective ban on first trimester medication abortion. How-
ever, unlike the Louisiana statute, the department's rules do not
apply to individuals; they apply only to health care-related facil-
ities and are therefore the rules do not affect access, and there
is no undue burden.

The State of Michigan enacted Public Health Code, §333.2836,
which requires fetal remains from abortions to be disposed of by
interment or cremation or by incineration by a person other than
acemetery. This provision has not been challenged in court. The
department's rules are less restrictive than the Michigan law and
as the rules allow for disposition by interment, incineration fol-
lowed by interment, or steam disinfection followed by interment.

22. Authority to Adopt Rules.

Commenters questioned the department's authority to adopt
rules beyond those necessary for public health and infectious
disease control. Others noted that they are asking legislators to
codify the proposed rules in statute. One commenter observed
that the proposal takes a new policy direction, but does not
result from a directive of the Texas Legislature as a whole.

Response: The commission appreciates the comments. The
department has regulated special waste generated by health
care-related facilities since 1989. These rules are necessary to
ensure protection of the health and safety of the public by ensur-

ing that the disposition methods specified in the rules continue
to be limited to methods that prevent the spread of disease. The
commission disagrees that the proposed rules do not result from
a directive of the entire Legislature. Through these amendments
to the rule, as set out in the reasoned justification and statutory
authority sections, the department is exercising its policy discre-
tion in a manner that more closely conforms to the many state
laws that already protect the dignity of the unborn. The depart-
ment has the statutory authority to promulgate rules to protect
the public from the spread of communicable disease pursuant
to Texas Health and Safety Code, Chapters 12 and 81. In do-
ing so, the department undertook the review of outdated rules in
conjunction with this authority while trying to balance cost con-
siderations, public benefit and legislative intent and history of the
protection of the unborn. These considerations resulted in the
amended rules.

23. Expansion of Government.

Commenters were concerned about government expansion into
areas they shouldn't be and stated that the government should
leave women alone. Other commenters said the proposed rules
would interfere with the doctor-patient relationship.

Response: The commission respectfully disagrees. The depart-
ment notes that these rules apply to health care-related facili-
ties already subject to these rules. The department is not ex-
panding its authority to include any new topic or regulated entity
or person. The proposed rules do not interfere with the doc-
tor-patient relationship, because they do not apply to individual
patients and the disposition of fetal tissue remains the respon-
sibility of the health-care-related facility. Additionally, the rules
have not included previously, and do not now impose a require-
ment that a patient be informed of the method of disposition or
choose that method of disposition. Instead, the proposed rules
regulate the treatment and disposition of special waste, including
fetal tissue, generated by health care-related facilities. The pro-
posed rules are not intended to restrict access to abortion, but
to protect the public health while affording dignity to the unborn.
While the rules eliminate certain outdated methods or methods
of disposition that are clearly incompatible with demonstrating
dignity for the unborn, the rules do not create a new type of reg-
ulation or regulate additional entities. Many health care-related
facilities will be unaffected by these rules because those facili-
ties' current disposition practices are already in compliance with
the rules. These rules are necessary to ensure protection of the
health and safety of the public by ensuring that the disposition
methods specified in the rules continue to be limited to methods
that prevent the spread of disease while providing dignity to the
unborn. The department has the statutory authority to promul-
gate rules to protect the public from the spread of communicable
disease pursuant to Texas Health and Safety Code, Chapters
12 and 81. In doing so, the department undertook the review
of outdated rules in conjunction with this authority while trying to
balance cost considerations, public benefit and legislative intent
and history of the protection of the unborn. These considerations
resulted in the amended rules.

24. Enforcement of Rules.

Comment: Some commenters asked how the department will
enforce the new rules and asked whether there will be penalties
for noncompliance.

Response: The department currently inspects health care-re-
lated facilities subject to the rules, which are within its jurisdiction,
for compliance by reviewing documentation, practices, and pro-
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cedures used by the facility for the disposition of medical waste.
This may include the review of contracts with third-party waste
companies to determine what methods of disposition are being
utilized. The rules do not adopt additional enforcement actions,
and the department intends to continue its current practice for
the purposes of enforcing these rules. Any issues of noncom-
pliance identified as part of this continuing practice of enforce-
ment, and any proposed penalties or sanctions resulting from
noncompliance, will be handled the same as any previous issues
of noncompliance with these rules, or other applicable rules or
statutes, including affording facilities due process in the assess-
ment of penalties or other non-monetary sanctions.

PUBLIC BENEFIT

Ms. Sims has determined that for each year of the first five years
the sections are in effect, the public benefit anticipated as a result
of adopting and enforcing these rules will be the continued pro-
tection of the health and safety of the public by ensuring that the
disposition methods specified in the rules continue to be limited
to methods that prevent the spread of disease. Additional public
benefit will be realized in bringing up-to-date the department's
rules to reflect the Legislature's articulated policy objectives of
respect for life and protecting the dignity of the unborn. This will
be accomplished by enforcing these rules in health care-related
settings subject to the rules that handle special waste to ensure
the rules are applied and followed consistently, which protects
patients and staff of the facility, as well as the public.

LEGAL CERTIFICATION

The Department of State Health Services General Counsel, Lisa
Hernandez, certifies that the rules, as adopted, have been re-
viewed by legal counsel and found a valid exercise of the agen-
cies' legal authority.

STATUTORY AUTHORITY

The rule review and amendments are authorized by Texas
Government Code, §2001.039, requiring that each agency
periodically review its rules to determine that the reason for the
rules continue to exist; Texas Health and Safety Code, §12.001;
Texas Government Code, §531.0055 and Texas Health and
Safety Code, §1001.075, which authorize the Executive Com-
missioner of the Health and Human Services Commission to
adopt rules and policies necessary for the operation and provi-
sion of health and human services by the department and for the
administration of Texas Health and Safety Code, Chapter 1001.
The rule review and amendments are also authorized by Texas
Health and Safety Code, §81.004, which authorizes the Exec-
utive Commissioner to adopt rules necessary for the effective
administration of Texas Health and Safety Code, Chapter 81,
concerning the control of communicable disease to ensure the
health and safety of the public through, among many things, the
proper disposition of tissue from health care-related facilities.
The regulation of these health care-related facilities subject
to the rules is governed by Texas Health and Safety Code,
Chapter 241, concerning the licensing of hospitals; by Chapter
243, concerning the licensing of ambulatory surgical centers;
by Chapter 244, concerning the licensing of birthing centers;
by Chapter 245, concerning the licensing of abortion facilities;
by Chapter 251, concerning the licensing of end stage renal
disease facilities; by Chapter 254, concerning the licensing of
freestanding emergency medical care facilities; and by Chapter
773, concerning the licensing of emergency medical services.

The rule review and amendments implement Texas Government
Code, Chapter 531 and §2001.039; and Texas Health and Safety
Code, Chapters 12, 81, 241, 243, 244, 245, 251, 254 and 773.

In conjunction with its review, the department also considered
and gave great weight to the Legislature's policy objective of en-
suring dignity for the unborn, which is articulated in a number
of Texas laws. In undertaking this review, the department took
into consideration a variety of statutes that express the Legis-
lature's will to afford the level of protection and dignity to un-
born children as state law affords to adults and children. Ad-
ditional provisions considered in ensuring the department's ex-
ercise of its authority was consistent with other state laws, in-
clude: Texas Penal Code, §1.07(26) relating to criminal penalties
for harm to unborn persons; Texas Civil Practice and Remedies
Code, §71.001(4) relating to civil liability for killing unborn per-
sons; Texas Estates Code, §1054.007 relating to guardianship
representation for unborn persons in a guardianship proceed-
ing; Texas Estates Code, §1002.002 regarding the definition of
"attorney ad litem" which includes representation of an "unborn
person;" Texas Property Code, §115.014 relating to authority of
a court to appoint a guardian ad litem to represent the interest of
an unborn person; Texas Health and Safety Code §241.010 re-
lating to requirement that hospitals release to a parent remains
of an unborn child who dies as a result of an unintended, in-
trauterine death; Preamble of HB 2, 83rd Legislature, Second
Called Session, 2013, effective October 29, 2013, relating to the
compelling state interest in protecting the lives of unborn children
from the stage at which substantial medical evidence indicates
that an unborn child is capable of feeling pain is intended to be
separate from and independent of the compelling state interest
in protecting the lives of unborn children from the stage of via-
bility, and neither state interest is intended to replace the other;
Texas Health and Safety Code, §170.002 relating to the prohi-
bition against a person intentionally or knowingly performing an
abortion on a woman who is pregnant with a viable unborn child
during the third trimester of the pregnancy; and Texas Health and
Safety Code, §171.012 relating to requirement for sonograms of
pre-viable unborn children before abortion.

$§1.132.  Definitions.

The following words and terms, when used in this subchapter, shall
have the following meanings unless the context clearly indicates oth-
erwise.

(1) Anatomical remains--The remains of a human body do-
nated for the purposes of teaching or research to a medical school, a
teaching hospital, or a medical research facility, after the completion
of the activities for which the body was donated.

(2) Animal waste--Animal waste includes:

(A) carcasses of animals intentionally exposed to
pathogens;

(B) body parts of animals intentionally exposed to
pathogens;

(C) whole bulk blood and blood products, serum,
plasma, and other blood components from animals intentionally
exposed to pathogens; and

(D) bedding of animals intentionally exposed to
pathogens.

(3) Approved alternate treatment process--A process for
waste treatment which has been approved by the department in ac-
cordance with §1.135 of this title (relating to Performance Standards
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for Commercially-Available Alternate Treatment Technologies for
Special Waste from Health Care-Related Facilities).

(4) Biological indicators--Commercially-available mi-
croorganisms (e.g., United States Food and Drug Administration-ap-
proved strips or vials of Bacillus species endospores) which can be
used to verify the performance of waste treatment equipment and/or
processes.

(5) Blood and blood products--All waste bulk human
blood, serum, plasma, and other blood components.

(6) Body fluids--Those free-flowing body substances other
than blood, plasma, or serum identified under universal precautions as
recommended by the United States Centers for Disease Control and
Prevention, and includes, but are not limited to:

(A) semen;

(B) vaginal secretions;

(C) any body fluid containing visible blood;
(D) saliva in dental settings;

(E) amniotic fluid;

(F) cerebrospinal fluid;

(G) peritoneal fluid;

(H) pleural fluid;

(I) pericardial fluid; and

(J) synovial fluid.

(7) Bulk--A containerized, aggregate volume of 100 milli-
liters (mL) or more.

(8) Bulk human blood, bulk human blood products, and
bulk human body fluids--All free-flowing waste: human blood; serum;
plasma; other blood components; and body fluids; including disposable
items saturated with blood or body fluids.

(9) Burial--The act of depositing a pathological waste in a
grave, a crypt, vault, or tomb, or at sea.

(10) Burial park--A tract of land that is used or intended to
be used for the interment of pathological waste in graves.

(11) Cemetery--A tract of land that is used or intended to be
used for the permanent interment of pathological waste, and includes:

(A) aburial park for earth interments;

(B) amausoleum for crypt or vault interments;
(C) a columbarium for cinerary interments; or
(D) a combination of one or more thereof.

(12) Challenge waste load--A surrogate waste load assem-
bled for use during waste treatment protocols to evaluate the efficacy
of microbial inactivation processes. The composition of the challenge
waste load will vary depending on the technology being evaluated.

(13) Chemical disinfection--The use of a chemical agent
to reduce significantly the numbers of active microorganisms, but not
necessarily their endospores, from the surfaces of inanimate objects.

(14) Chlorine disinfection/maceration--The process of
shredding waste in the presence of a chlorine solution under negative
pressure.

(15) Columbarium--A structure or room or other space in a
building or structure of most durable and lasting fireproof construction;

or a plot of earth, containing niches, used, or intended to be used, to
contain cremated pathological waste.

(16) Contagious--Capable of transmission from human or
animal to human.

(17) Contaminated--The presence or the reasonably antic-
ipated presence of blood or those body fluids as defined elsewhere in
this section.

(18) Cremation--The irreversible process of reducing tis-
sue or remains to ashes or bone fragments through extreme heat and
evaporation. Under this subchapter, this term includes the process of
incineration.

(19) Crematory--A building or structure containing one or
more furnaces used, or intended to be used, for the reduction (by burn-
ing) of pathological waste to cremated remains.

(20) Crypt or vault--The chamber in a mausoleum of suffi-
cient size to inter the uncremated pathological waste.

(21) Department--The Texas Department of State Health
Services.

(22) Deposition in a sanitary landfill--Deposition in a san-
itary landfill in accordance with 30 TAC Chapter 330.

(23) Discharge to sanitary sewer system--A discharge or
flushing of waste into a sanitary sewer system which is done in accor-
dance with provisions of local sewage discharge ordinances.

(24) Disinfection--A somewhat less lethal process com-
pared to sterilization which destroys or inactivates viruses, fungi, and
bacteria (but not necessarily their endospores) on inanimate surfaces.

(25) Encapsulation--The treatment of waste using materi-
als which, when fully reacted, will encase such waste in a solid protec-
tive matrix.

(26) Entombment--The permanent interment of pathologi-
cal waste in a crypt or vault.

(27) Executive Commissioner--In this title, Executive
Commissioner means the Executive Commissioner of the Health and
Human Services Commission.

(28) Fetal Tissue--A fetus, body parts, organs or other tis-
sue from a pregnancy. This term does not include the umbilical cord,
placenta, gestational sac, blood or body fluids.

(29) Grave--A space of ground in a burial park that is used,
or intended to be used for the permanent interment in the ground of
pathological waste.

(30) Grinding--That physical process which pulverizes
materials, thereby rendering them as unrecognizable, and for sharps,
reduces the potential for the material to cause injuries such as puncture
wounds.

(31) Immersed--A process in which waste is submerged
fully into a liquid chemical agent in a container, or that a sufficient
volume of liquid chemical agent is poured over a containerized waste,
such that the liquid completely surrounds and covers the waste item(s)
in the container.

(32) Incineration--That process of burning SWFHCRF in
an incinerator as defined in 30 TAC Chapter 101 under conditions in
conformance with standards prescribed in 30 TAC Chapter 111 by the
Texas Commission on Environmental Quality.

(33) Interment--The disposition of pathological waste us-
ing the process of cremation, entombment, burial, or placement in a
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niche or by using the process of cremation followed by placement of
the ashes in a niche, grave, or scattering of ashes as authorized by law,
unless prohibited by this subchapter.

(34) Log,--Logarithm to the base ten.

(35) Log,, reduction--A mathematically defined unit used
in reference to level or degree of microbial inactivation. A 4 log, re-
duction represents a 99.99% reduction in the numbers of active mi-
croorganisms, while a 6 log, reduction represents a 99.9999% reduc-
tion in the numbers of active microorganisms.

(36) Mausoleum--A structure or building of most durable
and lasting fireproof construction used, or intended to be used, for the
entombment pathological waste.

(37) Microbial inactivation--Inactivation of vegetative
bacteria, fungi, lipophilic/hydrophilic viruses, parasites, and mycobac-
teria at a 6 log, reduction or greater; and inactivation of Bacillus
subtilis endospores or Bacillus stearothermophilus endospores at a 4
log,, reduction or greater.

(38) Microbiological waste--Microbiological waste in-
cludes:

(A) discarded cultures and stocks of infectious agents
and associated biologicals;

(B) discarded cultures of specimens from medical,
pathological, pharmaceutical, research, clinical, commercial, and
industrial laboratories;

(C) discarded live and attenuated vaccines, but exclud-
ing the empty containers thereof;

(D) discarded, used disposable culture dishes; and

(E) discarded, used disposable devices used to transfer,
inoculate or mix cultures.

(39) Moist heat disinfection--The subjection of:

(A) internally shredded waste to moist heat, assisted by
microwave radiation under those conditions which effect disinfection;
or

(B) unshredded waste in sealed containers to moist heat,
assisted by low-frequency radiowaves under those conditions which
effect disinfection, followed by shredding of the waste to the extent
that the identity of the waste is unrecognizable.

(40) Niche--A recess or space in a columbarium used, or
intended to be used, for the permanent interment of the cremated re-
mains of pathological waste.

(41) Parametric controls--Measurable standards of equip-
ment operation appropriate to the treatment equipment including, but
not limited to pressure, cycle time, temperature, irradiation dosage, pH,
chemical concentrations, or feed rates.

(42) Pathological waste--Pathological waste includes but is
not limited to:

(A) human materials removed during surgery, labor and
delivery, autopsy, embalming, or biopsy, including:

(i) body parts;

(ii) tissues or fetuses;

(iii) organs; and

(iv) bulk blood and body fluids;

(B) products of spontaneous or induced human abor-
tions, regardless of the period of gestation, except as provided by
§1.133 of this title (relating to Scope, Covering Exemptions and
Minimum Parametric Standards for Waste Treatment Technologies
Previously Approved by the Texas Department of State Health Ser-
vices) including:

(i) body parts;

(ii) tissues or fetuses;

(iii) organs; and

(iv) bulk blood and body fluids;

(C) laboratory specimens of blood and tissue after com-
pletion of laboratory examination; and

(D) anatomical remains.

(43) Saturated--Thoroughly wet such that liquid or fluid
flows freely from an item or surface without compression.

(44) Sharps--Sharps include, but are not limited to the fol-
lowing materials:

(A) when contaminated:
(i) hypodermic needles;
(i) hypodermic syringes with attached needles;
(iii)  scalpel blades;

(iv) razor blades, disposable razors, and disposable
scissors used in surgery, labor and delivery, or other medical proce-
dures;

(v) intravenous stylets and rigid introducers (e.g., J
wires);

(vi) glass pasteur pipettes, glass pipettes, specimen
tubes, blood culture bottles, and microscope slides;

(vii) broken glass from laboratories; and

(viii)  tattoo needles, acupuncture needles, and elec-
trolysis needles;

(B) regardless of contamination:
(i) hypodermic needles; and
(i) hypodermic syringes with attached needles.

(45) Shredding--That physical process which cuts, slices,
or tears materials into small pieces.

(46) Special waste from health care-related facilities--A
solid waste which if improperly treated or handled may serve to trans-
mit an infectious disease(s) and which is comprised of the following:

(A) animal waste;

(B) bulk blood, bulk human blood products, and bulk
human body fluids;

(C) microbiological waste;
(D) pathological waste; and
(E) sharps.

(47) Steam disinfection--The act of subjecting waste to
steam under pressure under those conditions which effect disinfection.
This was previously called steam sterilization.

(48) Thermal inactivation--The act of subjecting waste to
dry heat under those conditions which effect disinfection.
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(49) Unrecognizable--The original appearance of the waste
item has been altered such that neither the waste nor its source can be
identified.

§1.133.  Scope, Covering Exemptions and Minimum Parametric
Standards for Waste Treatment Technologies Previously Approved by
the Texas Department of State Health Services.

(a) Exemptions.

(1) Unless an item is specifically exempted, all special
waste from health care-related facilities must be treated as provided in
these sections.

(2) These sections do not apply to:
(A) teeth;

(B) human tissue, including fetal tissue, donated for re-
search or teaching purposes, with the consent of the person authorized
to consent as otherwise provided by law, to an institution of higher
learning, medical school, a teaching hospital affiliated with a medical
school, or to a research institution or individual investigator subject to
the jurisdiction of an institutional review board required by 42 United
States Code 289;

(C) placentas designated for sale and obtained from a
licensed hospital or a licensed birthing center;

(D) in vitro tissue cultures that have not been intention-
ally exposed to pathogens;

(E) any material included in the definition of special
waste from health care-related facilities which has been sold, donated,
or in any way transferred from one health care-related facility to a sub-
sequent facility(s) and other entities specified in subparagraph (B) of
this paragraph for research or teaching purposes until it is discarded;

(F) disposition of fetal remains of a single pregnancy,
body parts, or tissue (including bulk blood), transferred for disposition
to a licensed funeral director in accordance with the Health and Safety
Code, Chapter 711, and Chapter 181 of this title (relating to Vital Sta-
tistics) with the consent of the person or persons authorized to consent
to the disposition of the fetal remains, body parts, or tissue (including
bulk blood). All subcategories of pathological waste, unless otherwise
exempted, must be treated and disposed of in accordance with §1.136
of this title (relating to Approved Methods of Treatment and Disposi-
tion);

(G) human tissue, including fetal tissue, that is expelled
or removed from the human body once the person is outside of a health-
care facility;

(H) fetal remains required to be released to the parent of
an unborn child pursuant to Texas Health and Safety Code, §241.010;
and

(I) aplacentaremoved from a hospital or birthing center
pursuant to Texas Health and Safety Code, Chapter 172.

(b) Minimum parametric standards for waste treatment tech-
nologies previously approved by the department.

(1) Chemical disinfection.

(A) Waste treatment via direct contact with chemical
agents only shall utilize a registered chemical agent or an approved
unregistered chemical agent as follows.

(i) Registered chemical agents.

(I) The chemical agent used shall be registered
with the United States Environmental Protection Agency and the Texas
Department of Agriculture.

(1) The chemical agent shall be used according
to the manufacturer's instructions.

(i) Unregistered chemical agents.

(I) Those unregistered chemical agents previ-
ously approved are:
(-a-) afreshly prepared solution of household
chlorine bleach diluted 1:10 (volume/volume) with water; or
(-b-) asolution of 70% by volume 2-propanol
(isopropyl alcohol).

(1) The containerized waste items shall be to-
tally immersed in either solution for a period of time not less than three
minutes.

(B) 1If a chemical agent has been included by a manu-
facturer of a commercially-available waste treatment technology as the
principle step in the treatment process, then:

(i) the chemical agent (or its precursor(s)) or the mi-
crobial inactivating process must be registered with the United States
Environmental Protection Agency for the purpose of waste treatment;
or

(i) the manufacturer must provide evidence that the
technology utilizing said chemical agent (or its precursor(s)) or the mi-
crobial inactivating process has been approved for use in another state;
or

(iii) the manufacturer must obtain approval for the
process in accordance with §1.135 of this title (relating to Performance
Standards for Commercially-Available Alternate Treatment Technolo-
gies for Special Waste from Health Care-Related Facilities).

(C) Waste immersed in a liquid chemical agent must be
thoroughly drained before disposal.

(2) Chlorine disinfection/maceration.

(A) The waste must be shredded prior to or during treat-
ment and made unrecognizable as to source.

(B) The chlorine solution must have a free available
chlorine concentration of at least 1,100 parts per million (ppm) when
applied to the waste.

(C) The chlorine solution must be drained from the
waste prior to disposal.

(3) Moist heat disinfection. Moist heat disinfection shall
utilize either of the following processes.

(A) When subjecting internally shredded waste to moist
heat assisted by microwave radiation, the temperature of the waste must
reach at least 95 degrees Celsius under atmospheric pressure for at least
30 minutes.

(B) When subjecting unshredded waste in sealed con-
tainers to moist heat assisted by low-frequency radiowaves, the tem-
perature of the waste must reach at least 90 degrees Celsius under at-
mospheric pressure for at least two hours, followed by shredding of the
waste to the extent that the identity of the waste is unrecognizable.

(4) Steam disinfection. Steam disinfection shall meet all of
the following requirements.

(A) To allow for sufficient steam access to or penetra-
tion of the waste, the waste shall be:

(i) packaged according to the recommendations pro-
vided by the manufacturer; and
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(ii) loaded into the chamber so as to not exceed the
capacity limits as set by the manufacturer.

(B) When subjecting waste to steam under pressure, the
temperature in the chamber of the autoclave must reach at least 121
degrees Celsius and there must be at least 15 pounds per square inch
gauge pressure for at least 30 minutes.

(C) The autoclave must be operated according to the
manufacturer's instructions.

(5) Thermal inactivation. Thermal inactivation shall meet
all of the following requirements.

(A) To allow for sufficient dry heat access to or pene-
tration of the waste, the waste shall be:

(i) packaged according to the recommendations pro-
vided by the manufacturer; and

(ii) loaded into the chamber so as to not exceed the
capacity limits as set by the manufacturer.

(B) Waste shall be subjected to dry heat of at least 160
degrees Celsius under atmospheric pressure for at least two hours.

(C) Waste shall be subjected to dry heat according to
the manufacturer's instructions.

§1.134.  Application.

(a) This subchapter may not be used to require or authorize dis-
closure of confidential information, including personally identifiable or
personally sensitive information, not permitted to be disclosed by state
or federal privacy or confidentiality laws. This subchapter does not
require the issuance of a birth or death certificate for the proper dis-
position of special waste from health care-related facilities. This sub-
chapter does not extend or modify requirements of Texas Health and
Safety Code, Chapters 711 and 716 or Texas Occupations Code, Chap-
ter 651 to disposition of fetal tissue.

(b) These sections apply to special waste from health care-re-
lated facilities generated by the operation of the following publicly or
privately owned or operated health care-related facilities, including but
not limited to:

(1) ambulatory surgical centers;

(2) abortion clinics;

(3) birthing centers;

(4) blood banks and blood drawing centers;

(5) clinics, including but not limited to medical, dental, vet-
erinary;

(6) clinical, diagnostic, pathological or biomedical re-
search laboratories;

(7) educational institution health centers;

(8) educational institution research laboratories;

(9) electrolysis facilities;

(10) emergency medical services;

(11) end stage renal dialysis facilities;

(12) freestanding emergency medical care facilities;
(13) funeral establishments;

(14) home and community support services agencies;
(15) hospitals;

(16) long term care facilities;

(17) facilities providing mental health and intellectual dis-
ability services, including but not limited to hospitals, schools, and
community centers;

(18) minor emergency centers;
(19) occupational health clinics and clinical laboratories;
(20) pharmacies;

(21) pharmaceutical manufacturing plants and research
laboratories;

(22) professional offices, including but not limited to the
offices of physicians, dentists, and acupuncturists;

(23) special residential care facilities;

(24) tattoo studios; and

(25) veterinary clinical and research laboratories.
§1.136. Approved Methods of Treatment and Disposition.

(a) Introduction. The following treatment and disposition
methods for special waste from health care-related facilities are
approved by the department for the waste specified. Where a special
waste from a health care-related facility is also subject to the sections
in Chapter 289 of this title (relating to Radiation Control), the sections
in Chapter 289 shall prevail over the sections in this subchapter.
Disposal of special waste from health care-related facilities in sanitary
landfills or otherwise is under the jurisdiction of the Texas Commis-
sion on Environmental Quality and is governed by its rules found in
30 TAC Chapter 326 (relating to Medical Waste Management) and
Chapter 330 (relating to Municipal Solid Waste).

(1) Animal waste. Animal waste shall be subjected to one
of the following methods of treatment and disposal.

(A) Carcasses of animals intentionally exposed to
pathogens shall be subjected to one of the following methods of
treatment and disposal:

(i) steam disinfection followed by deposition in a
sanitary landfill;

(ii) incineration followed by deposition of the
residue in a sanitary landfill;

(iii) carcasses of animals intentionally exposed to
pathogens which are not contagious may be buried on site under the
supervision of a veterinarian licensed to practice veterinary medicine
in the State of Texas;

(iv) carcasses of animals intentionally exposed to
pathogens which are not contagious may be sent to a rendering plant;

(v) moist heat disinfection followed by deposition in
a sanitary landfill;

(vi) chlorine disinfection/maceration followed by
deposition in a sanitary landfill; or

(vii) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(B) Body parts of animals intentionally exposed to
pathogens shall be subjected to one of the following methods of
treatment and disposal:

(i) steam disinfection followed by deposition in a
sanitary landfill;
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(ii)  steam disinfection followed by grinding and dis-
charging into a sanitary sewer system;

(iii) incineration followed by deposition of the
residue in a sanitary landfill;

(iv) body parts of animals intentionally exposed to
pathogens which are not contagious may be buried on site under the
supervision of a veterinarian licensed to practice veterinary medicine
in the State of Texas;

(v) moist heat disinfection followed by deposition in
a sanitary landfill;

(vi) chlorine disinfection/maceration followed by
deposition in a sanitary landfill; or

(vii) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(C) Bulk whole blood, serum, plasma, and/or other
blood components from animals intentionally exposed to pathogens
shall be subjected to one of the following methods of treatment and
disposal:

(i) steam disinfection followed by deposition in a
sanitary landfill;

(ii) steam disinfection followed by grinding and dis-
charging into a sanitary sewer system;

(iii) incineration followed by deposition of the
residue in a sanitary landfill;

(iv) thermal inactivation followed by deposition in a
sanitary landfill;

(v) thermal inactivation followed by grinding and
discharging into a sanitary sewer system;

(vi) chemical disinfection followed by deposition in
a sanitary landfill;

(vii)  chemical disinfection followed by grinding and
discharging into a sanitary sewer system;

(viii)  bulk blood, serum, plasma, and/or other blood
components of animals intentionally exposed to pathogens which are
not contagious may be buried on site under the supervision of a veteri-
narian licensed to practice veterinary medicine in the State of Texas;

(ix) moist heat disinfection followed by deposition
in a sanitary landfill;

(x) chlorine disinfection/maceration followed by de-
position in a sanitary landfill; or

(xi) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(D) Bedding of animals intentionally exposed to
pathogens shall be subjected to one of the following methods of
treatment and disposal:

(i) steam disinfection followed by deposition in a
sanitary landfill;

(ii) incineration followed by deposition of the
residue in a sanitary landfill;

(iii) bedding of animals intentionally exposed to
pathogens which are not contagious may be buried on site under the
supervision of a veterinarian licensed to practice veterinary medicine
in the State of Texas;

(iv) moist heat disinfection followed by deposition
in a sanitary landfill;

(v) chlorine disinfection/maceration followed by de-
position in a sanitary landfill; or

(vi) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(2) Bulk human blood, bulk human blood products, and
bulk human body fluids. Bulk human blood, blood products, and body
fluids shall be subjected to one of the following methods of treatment
and disposal:

(A) discharging into a sanitary sewer system;

(B) steam disinfection followed by deposition in a san-
itary landfill;

(C) incineration followed by deposition of the residue
in a sanitary landfill;

(D) chemical disinfection followed by deposition in a
sanitary landfill;

(E) chemical disinfection followed by grinding and
flushing into a sanitary sewer system;

(F) thermal inactivation, followed by deposition in a
sanitary landfill;

(G) thermal inactivation, followed by grinding and dis-
charging into a sanitary sewer system;

(H) moist heat disinfection followed by deposition in a
sanitary landfill;

(I) chlorine disinfection/maceration followed by depo-
sition in a sanitary landfill; or

(J) anapproved alternate treatment process followed by
deposition in a sanitary landfill.

(3) Microbiological waste. Microbiological waste shall be
subjected to one of the following methods of treatment and disposal.

(A) Discarded cultures and stocks of infectious agents
and associated biologicals shall be subjected to one of the following
methods of treatment and disposal:

(i) steam disinfection followed by deposition in a
sanitary landfill;

(i) incineration followed by deposition of the
residue in a sanitary landfill;

(iii)  thermal inactivation followed by deposition in
a sanitary landfill;

(iv) chemical disinfection followed by deposition in
a sanitary landfill;

(v) moist heat disinfection followed by deposition in
a sanitary landfill;

(vi) chlorine disinfection/maceration followed by
deposition in a sanitary landfill; or

(vii) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(B) Discarded cultures of specimens from medical,
pathological, pharmaceutical, research, clinical, commercial, in-
dustrial and veterinary laboratories shall be subjected to one of the
following methods of treatment and disposal:
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(i) steam disinfection followed by deposition in a
sanitary landfill;

(ii) incineration followed by deposition of the
residue in a sanitary landfill;

(iii) thermal inactivation followed by deposition in
a sanitary landfill;

(iv) chemical disinfection followed by deposition in
a sanitary landfill;

(v) moist heat disinfection followed by deposition in
a sanitary landfill;

(vi) chlorine disinfection/maceration followed by
deposition in a sanitary landfill; or

(vii) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(C) Discarded live and attenuated vaccines, but exclud-
ing the empty containers thereof, shall be subjected to one of the fol-
lowing methods of treatment and disposal:

(i) steam disinfection followed by deposition in a
sanitary landfill;

(ii) incineration followed by deposition of the
residue in a sanitary landfill;

(iii)  thermal inactivation followed by deposition in
a sanitary landfill;

(iv) chemical disinfection followed by deposition in
a sanitary landfill;

(v) moist heat disinfection followed by deposition in
a sanitary landfill;

(vi) chlorine disinfection/maceration followed by
deposition in a sanitary landfill; or

(vii) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(D) Discarded disposable culture dishes shall be sub-
jected to one of the following methods of treatment and disposal.

(i) All discarded, unused disposable culture dishes
shall be disposed of in accordance with 30 TAC Chapters 326 and 330.

(i) Discarded, used disposable culture dishes shall
be subjected to the following methods of treatment and disposal:

(1) steam disinfection followed by deposition in
a sanitary landfill;

(II) incineration followed by deposition of the
residue in a sanitary landfill;

(I1I) thermal inactivation followed by deposition
in a sanitary landfill;

(IV) chemical disinfection followed by deposi-
tion in a sanitary landfill;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(VD) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(Vll) an approved alternate treatment process
followed by deposition in a sanitary landfill.

(E) Discarded disposable devices used to transfer, inoc-
ulate or mix cultures shall be subjected to one of the following methods
of treatment and disposal:

(i) steam disinfection followed by deposition in a
sanitary landfill;

(ii) incineration followed by deposition of the
residue in a sanitary landfill;

(iii) thermal inactivation followed by deposition in
a sanitary landfill;

(iv) chemical disinfection followed by deposition in
a sanitary landfill;

(v) moist heat disinfection followed by deposition in
a sanitary landfill;

(vi) chlorine disinfection/maceration followed by
deposition in a sanitary landfill; or

(vii) an approved alternate treatment process fol-
lowed by deposition in a sanitary landfill.

(4) Pathological waste. Pathological waste shall be sub-
jected to one of the following methods of treatment and disposal.

(A) Human materials removed during surgery, labor
and delivery, autopsy, embalming, or biopsy shall be subjected to one
of the following methods of treatment and disposal:

(i) body parts, other than fetal tissue:
(I) interment;

(II) incineration followed by deposition of the
residue in a sanitary landfill;

(I1l)  steam disinfection followed by interment;

(IV) moist heat disinfection, provided that the
grinding/shredding renders the item as unrecognizable, followed by
deposition in a sanitary landfill;

(V) chlorine disinfection/maceration, provided
that the grinding/shredding renders the item as unrecognizable, fol-
lowed by deposition in a sanitary landfill; or

(VD) an approved alternate treatment process,
provided that the process renders the item as unrecognizable, followed
by deposition in a sanitary landfill;

(ii) tissues, other than fetal tissue:

(1) incineration followed by deposition of the
residue in a sanitary landfill;

(II) grinding and discharging to a sanitary sewer
system,;

(III) interment;
(IV)  steam disinfection followed by interment;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(VD) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VIl) an approved alternate treatment process,
provided that the process renders the item as unrecognizable, followed
by deposition in a sanitary landfill;

(iii) organs, other than fetal tissue:
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(1) incineration followed by deposition of the
residue in a sanitary landfill;

(1l) grinding and discharging to a sanitary sewer
system;

(IIl) interment;
(1V) steam disinfection followed by interment;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(V) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VII) an approved alternate treatment process,
provided that the process renders the item as unrecognizable, followed
by deposition in a sanitary landfill;

(iv)  bulk human blood and bulk human body fluids
removed during surgery, labor and delivery, autopsy, embalming, or
biopsy:

(1) discharging into a sanitary sewer system;

(II) steam disinfection followed by deposition in
a sanitary landfill;

(III) incineration followed by deposition of the
residue in a sanitary landfill;

(IV) thermal inactivation followed by deposition
in a sanitary landfill;

(V) thermal inactivation followed by grinding
and discharging into a sanitary sewer system;

(VI) chemical disinfection followed by deposi-
tion in a sanitary landfill;

(VIl) chemical disinfection followed by grinding
and discharging into a sanitary sewer system;

(VIII) moist heat disinfection followed by depo-
sition in a sanitary landfill;

(IX) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(X) anapproved alternate treatment process, pro-
vided that the process renders the item as unrecognizable, followed by
deposition in a sanitary landfill;

(v) fetal tissue, regardless of the period of gestation,
except as provided by §1.133 of this title (relating to Scope, Covering
Exemptions and Minimum Parametric Standards for Waste Treatment
Technologies Previously Approved by the Texas Department of State
Health Services):

() interment;
(1l) incineration followed by interment; or
(III) steam disinfection followed by interment.

(B) The products of spontaneous or induced human
abortion shall be subjected to one of the following methods of treat-
ment and disposal:

(i) fetal tissue, regardless of the period of gestation,
except as provided by §1.133 of this title (relating to Scope, Covering
Exemptions and Minimum Parametric Standards for Waste Treatment
Technologies Previously Approved by the Texas Department of State
Health Services):

(1) incineration followed by interment;
(II) steam disinfection followed by interment; or
(I1Il) interment;
(i) blood and body fluids:
(1) discharging into a sanitary sewer system;

(1l) steam disinfection followed by deposition in
a sanitary landfill;

(I1I) incineration followed by deposition of the
residue in a sanitary landfill;

(IV) thermal inactivation followed by deposition
in a sanitary landfill;

(V) thermal inactivation followed by grinding
and discharging into a sanitary sewer system;

(VI) chemical disinfection followed by deposi-
tion in a sanitary landfill;

(Vll) chemical disinfection followed by grinding
and discharging into a sanitary sewer system;

(VIII) moist heat disinfection followed by depo-
sition in a sanitary landfill;

(IX) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(X) anapproved alternate treatment process, pro-
vided that the process renders the item as unrecognizable, followed by
deposition in a sanitary landfill;

(iii) any other tissues, including placenta, umbilical
cord and gestational sac:

(I) grinding and discharging to a sanitary sewer
system;

(1l) incineration followed by deposition of the
residue in a sanitary landfill;

(Ill)  steam disinfection followed by interment;
(IV) interment;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(VI) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VIl) an approved alternate treatment process,
provided that the process renders the item as unrecognizable, followed
by deposition in a sanitary landfill.

(C) Discarded laboratory specimens of blood and/or tis-
sues shall be subjected to one of the following methods of treatment and
disposal:

(i) grinding and discharging into a sanitary sewer
system;

(ii) steam disinfection followed by deposition in a
sanitary landfill;

(iii) steam disinfection followed by grinding and
discharging into a sanitary sewer system;

(iv) incineration followed by deposition of the
residue in a sanitary landfill;

ADOPTED RULES December 9, 2016 41 TexReg 9739



(v) moist heat disinfection followed by deposition in
a sanitary landfill;

(vi) chlorine disinfection/maceration followed by
deposition in a sanitary landfill; or

(vii) an approved alternate treatment process, pro-
vided that the process renders the item as unrecognizable, followed by
deposition in a sanitary landfill.

(D) Anatomical remains shall be disposed of in a man-
ner specified by §479.4 of this title (relating to Final Disposition of the
Body and Disposition of Remains).

(5) Sharps.

(A) All discarded unused sharps shall be disposed of in
accordance with 30 TAC Chapters 326 and 330.

(B) Contaminated sharps shall be subjected to one of
the following methods of treatment and disposal.

(i) Hypodermic needles, and hypodermic syringes
with attached needles, shall be subjected to one of the following meth-
ods of treatment and disposal:

(I) chemical disinfection, and if the item can
cause puncture wounds, placement in a puncture-resistant, leak-proof
container followed by deposition in a sanitary landfill;

(1l) steam disinfection, and if the item can cause
puncture wounds, placement in a puncture-resistant container followed
by deposition in a sanitary landfill;

(III) incineration, and if the item can cause punc-
ture wounds, placement in a puncture-resistant container followed by
deposition in a sanitary landfill;

(IV) encapsulation in a matrix which will solidify
and significantly reduce the possibility of puncture wounds followed by
deposition in a sanitary landfill;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(VI) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VII) an approved alternate treatment process,
provided that the process renders the item as unrecognizable and can
no longer cause puncture wounds, followed by deposition in a sanitary
landfill.

(i) Razor blades, disposable razors, and disposable
scissors used in surgery, labor and delivery, or other medical proce-
dures; and scalpel blades shall be subjected to one of the following
methods of treatment and disposal:

(I) chemical disinfection, and if the item can
cause puncture wounds, placement in a puncture-resistant, leak-proof
container followed by deposition in a sanitary landfill;

(1l) steam disinfection, and if the item can cause
puncture wounds, placement in a puncture-resistant container followed
by deposition in a sanitary landfill;

(III) incineration, and if item can cause puncture
wounds, placement in a puncture-resistant container followed by de-
position in a sanitary landfill;

(IV) encapsulation in a matrix which will solidify
and significantly reduce the possibility of puncture wounds followed by
deposition in a sanitary landfill;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(V) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VIl) an approved alternate treatment process,
provided that the process renders the item as unrecognizable and can
no longer cause puncture wounds, followed by deposition in a sanitary
landfill.

(iii) Intravenous stylets and rigid introducers (e.g., J
wires) shall be subjected to one of the following methods of treatment
and disposal:

(1) chemical disinfection, and if the item can
cause puncture wounds, placement in a puncture-resistant, leak-proof
container followed by deposition in a sanitary landfill;

(1l) steam disinfection, and if the item can cause
puncture wounds, placement in a puncture-resistant, leak-proof con-
tainer followed by deposition in a sanitary landfill;

(III) incineration, and if the item can cause punc-
ture wounds, placement in a puncture-resistant, leak-proof container
followed by deposition in a sanitary landfill;

(IV) encapsulation in a matrix which will solidify
and significantly reduce the possibility of puncture wounds, followed
by deposition in a sanitary landfill;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(VI) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VII) an approved alternate treatment process,
provided that the process renders the item as unrecognizable and can
no longer cause puncture wounds, followed by deposition in a sanitary
landfill.

(iv)  Glass pasteur pipettes, glass pipettes, specimen
tubes, blood culture bottles, and microscope slides, and broken glass
from laboratories shall be subjected to one of the following methods of
treatment and disposal:

(I) chemical disinfection, and if the item can
cause puncture wounds, placement in a puncture-resistant, leak-proof
container followed by deposition in a sanitary landfill;

(II) steam disinfection, and if the item can cause
puncture wounds, placement in a puncture-resistant container followed
by deposition in a sanitary landfill;

(III) incineration, and if the item can cause punc-
ture wounds, placement in a puncture-resistant container followed by
deposition in a sanitary landfill;

(1V) encapsulation in a matrix which will solidify
and significantly reduce the possibility of puncture wounds followed by
deposition in a sanitary landfill;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(V) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VII) an approved alternate treatment process,
provided that the process renders the item as unrecognizable and can
no longer cause puncture wounds, followed by deposition in a sanitary
landfill.
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(v) Tattoo needles, acupuncture needles, and elec-
trolysis needles shall be subjected to one of the following methods of
treatment and disposal:

(I) chemical disinfection, and if the item can
cause puncture wounds, placement in a puncture-resistant, leak-proof
container followed by deposition in a sanitary landfill;

(1l) steam disinfection, and if the item can cause
puncture wounds, placement in a puncture-resistant, leak-proof con-
tainer followed by deposition in a sanitary landfill;

(III) incineration, and if the item can cause punc-
ture wounds, placement in a puncture-resistant, leak-proof container
followed by deposition in a sanitary landfill;

(IV) encapsulation in a matrix which will solidify
and significantly reduce the possibility of puncture wounds, followed
by deposition in a sanitary landfill;

(V) moist heat disinfection followed by deposi-
tion in a sanitary landfill;

(VI) chlorine disinfection/maceration followed
by deposition in a sanitary landfill; or

(VII) an approved alternate treatment process,
provided that the process renders the item as unrecognizable and can

no longer cause puncture wounds, followed by deposition in a sanitary
landfill.

(b) Records. The facility treating the wastes shall maintain
records to document the treatment of the special waste from health care-
related facilities processed at the facility as to method and conditions
of treatment in accordance with 30 TAC Chapter 326.

(c) Facility responsibility. The facility treating the wastes shall
be responsible for establishing the conditions necessary for operation
of each method used at the facility to insure the reduction of microbial
activity of any waste treated according to the manufacturer's specifica-
tions and according to any approval granted by the department.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 28,
2016.

TRD-201606073

Lisa Hernandez

General Counsel

Department of State Health Services

Effective date: December 18, 2016

Proposal publication date: September 30, 2016
For further information, please call: (512) 776-6933

¢ L4 ¢
TITLE 34. PUBLIC FINANCE

PART 1. COMPTROLLER OF PUBLIC
ACCOUNTS

CHAPTER 1. CENTRAL ADMINISTRATION
SUBCHAPTER A. PRACTICE AND
PROCEDURES

DIVISION 3.
34 TAC §1.73

The Comptroller of Public Accounts adopts new §1.73, con-
cerning exemption from vehicle inscription requirement, without
changes to the proposed text as published in the October 7,
2016, issue of the Texas Register (41 TexReg 8059). The
new section will be under Chapter 1, Central Administration,
Subchapter A, Practice and Procedures, Division 3, Support
Services.

SUPPORT SERVICES

New §1.73 exempts certain motor vehicles that are under the
control and custody of the comptroller's office from the inscription
requirements of Transportation Code, §721.002. The purpose of
this rule is to facilitate secure transportation and civil and criminal
investigations or enforcement.

No comments were received regarding adoption of this section.

The new section is adopted under Transportation Code,
§721.003, which authorizes the comptroller to adopt a rule to
exempt a motor vehicle that is under the comptroller's custody
and control.

The new section implements Transportation Code, §721.003.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 21,

2016

TRD-201606038

Lita Gonzalez

General Counsel

Comptroller of Public Accounts

Effective date: December 11, 2016

Proposal publication date: October 7, 2016

For further information, please call: (512) 475-0387

¢ ¢ ¢

TITLE 40. SOCIAL SERVICES AND ASSIS-
TANCE

PART 20. TEXAS WORKFORCE
COMMISSION

CHAPTER 804. JOBS AND EDUCATION FOR
TEXANS (JET) GRANT PROGRAM

The Commission adopts amendments to the following sections
of Chapter 804, relating to Jobs and Education for Texans (JET)
Grant Program, without changes, as published in the September
9, 2016, issue of the Texas Register (41 TexReg 7006):

Subchapter A. Definitions, §804.1

Subchapter B. Advisory Board Composition, Meeting Guide-
lines, §§804.11 - 804.13

Subchapter C. Grant Program, §§804.21 - 804.25

Subchapter D. Grants to Educational Institutions for Career and
Technical Education Programs, §804.41

ADOPTED RULES December 9, 2016 41 TexReg 9741



The Commission adopts the repeal of the following section of
Chapter 804, relating to the Jobs and Education for Texans (JET)
Grant Program, without changes, as published in the September
9, 2016, issue of the Texas Register (41 TexReg 7006):

Subchapter B. Advisory Board Composition, Meeting Guide-
lines, §804.14

PART I. PURPOSE, BACKGROUND, AND AUTHORITY
PART Il. EXPLANATION OF INDIVIDUAL PROVISIONS
PART |. PURPOSE, BACKGROUND, AND AUTHORITY

The purpose of the Chapter 804 rules is to comply with the re-
quirements of House Bill (HB) 3062, enacted by the 84th Texas
Legislature, Regular Session (2015), which transferred the ad-
ministration of the Jobs and Education for Texans (JET) Grant
Program from the Texas Comptroller of Public Accounts (Comp-
troller) to the Texas Workforce Commission (Agency) effective
September 1, 2015. Per §8(a)(2) of HB 3062, the Comptroller's
rules were transferred to the Agency and have been placed in
40 Texas Administrative Code, Chapter 804.

HB 3062 changed the makeup of the JET advisory board by re-
moving a member of the public designated by the Comptroller
and by designating the Chairman of the Agency's three-mem-
ber Commission as presiding officer of the advisory board. The
bill's primary purpose was to include independent school districts
(ISDs) as eligible grantees.

PART IIl. EXPLANATION OF INDIVIDUAL PROVISIONS
SUBCHAPTER A. DEFINITIONS

The Commission adopts the following amendments to Subchap-
ter A:

§804.1. Definitions

Section 804.1(1) defines "Act." Based on a review of the JET
rules transferred from the Comptroller, the Agency updates "Act"
to properly reference HB 3062.

The previous §804.1(5) definition of "Comptroller" has been re-
moved, as it is no longer applicable to this chapter.

New §804.1(5) defines "Developmental education." Based on
a review of the JET rules transferred from the Comptroller, the
Agency retains this definition and renumbers accordingly.

New §804.1(6) defines "Emerging industry." Based on a review
of the JET rules transferred from the Comptroller, the Agency
retains this definition and renumbers accordingly.

New §804.1(7) defines "High-demand occupation." Based on a
review of the JET rules transferred from the Comptroller, the
Agency retains this definition and renumbers accordingly, with
slight modifications. The Agency amends this definition to state
that the Agency may use specific factors to determine whether
there is a substantial need for a particular profession, trade, or
skill in occupations identified by the 28 Local Workforce Devel-
opment Boards (Boards), i.e., Board-Area Target Occupations
Lists and/or the Agency's labor market projections.

New §804.1(8) adds a new definition for "ISD" as an independent
school district, per HB 3062, and is renumbered accordingly.

The definition in §804.1(9) of "in-kind contribution" is removed,
as it no longer applies to this chapter.

New §804.1(9) retains the definition for "JET" and is renumbered
accordingly.

New §804.1(10) defines "Notice of Availability or NOA." Based
on areview of the JET rules transferred from the Comptroller, the
Agency retains this definition, updating it to replace "Comptroller"
with "Agency" pursuant to HB 3062, and renumbers accordingly.

New §804.1(11) defines "Public junior college." Based on a
review of the JET rules transferred from the Comptroller, the
Agency retains this definition, with a minor addition of the word
"Texas" in reference to the "Education Code," and renumbers
accordingly.

New §804.1(12) defines "Public technical institute." Based on
a review of the JET rules transferred from the Comptroller, the
Agency retains this definition, with a minor addition of the word
"Texas" in reference to the "Education Code," and renumbers
accordingly.

SUBCHAPTER B. ADVISORY BOARD COMPOSITION, MEET-
ING GUIDELINES

The Commission adopts the following amendments to Subchap-
ter B:

§804.11. Advisory Board Purpose and Composition

Section 804.11(a) establishes the purpose of the advisory board.
The Agency amends §804.11(a) to remove references to "Comp-
troller" and replace with "Agency."

Previous §804.11(b) designates the presiding officer of the JET
advisory board as the Comptroller. The Agency replaces with
new §804.11(b)(1) - (6), adding the composition of the advisory
board and modifying this section to reflect statutory language by
replacing "Comptroller" with "Commission chair," consistent with
HB 3062.

§804.12. Meetings Required

Section 804.12(a) explains that the advisory board is required to
meet at least once each quarter to review received applications
and recommend awarding grants to public junior colleges and
public technical institutes. The Agency amends this subsection
to reflect the changes enacted by HB 3062, including allowing
the advisory board to meet "as needed," and adding ISDs as
eligible grantees.

§804.13. General Advisory Board Responsibilities

Section 804.13 states that the advisory board is responsible for
providing advice and recommendations to the Comptroller. The
Agency adopts amendments to reflect changes in statutory lan-
guage, including changing "Comptroller" to "Agency" in §804.13
and §804.13(2) and adding ISDs to §804.13(1).

§804.14. General Comptroller Responsibilities to the Advisory
Board

Section 804.14 is repealed because its provisions are duplicated
in §804.11(b) and it now serves no substantive purpose.

SUBCHAPTER C. GRANT PROGRAM

The Commission adopts the following amendments to Subchap-
ter C:

§804.21. General Statement of Purpose

Section 804.21 sets forth the purpose for the JET program as
awarding grants from the JET fund for the development of career
and technical education programs at public junior colleges and
public technical institutes that meet the requirements of Texas
Education Code §134.006. The Agency amends §804.21 to add
ISDs as eligible grantees and to include §134.007 of the Texas
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Education Code pertaining to ISDs in alignment with the statutory
language in HB 3062.

§804.22. Notice of Grant Availability and Application

Section 804.22 of the rules transferred from the Comptroller con-
tains an outdated reference to the "Comptroller." The Agency re-
places "Comptroller" with "Agency" to comply with §302.002 of
the Texas Labor Code.

§804.23. Grant Award and Acceptance

Section 804.23 of the rules transferred from the Comptroller con-
tains an outdated reference to the "Comptroller." The Agency re-
places "Comptroller" with "Agency" to comply with §302.002 of
the Texas Labor Code.

§804.24. Reporting Requirements

Section 804.24 of the rules transferred from the Comptroller pro-
vides that a public junior college and public technical institute re-
ceiving a grant under this chapter must comply with all reporting
requirements of the contract in a frequency and format deter-
mined by the Comptroller in order to maintain eligibility for grant
payments. Failure to comply with the reporting requirements
may result in termination of the grant award and the entity be-
ing ineligible for future grants under this chapter. The Agency
amends §804.24 to add ISDs to the list of eligible grantees and
to reference "Agency" instead of "Comptroller."

§804.25. Enforcement

Section 804.25(a) of the rules transferred from the Comptrol-
ler sets forth the requirement that grant funds must be used in
compliance with the terms of the contract for the purposes des-
ignated in the contract or they will be subject to refund by the
grantee, disqualification from receiving further funds under this
chapter, or any other available legal remedies. If deemed appro-
priate, the grantee may also be referred to another department
or agency including, but not limited to, the Attorney General's
Office, the Comptroller's Criminal Investigation Division, or the
Comptroller's Internal Audit Department. The Agency amends
§804.25(a) to remove outdated references to "Comptroller" di-
visions and departments, and to reflect the Agency's oversight
staff, including the State Auditor's Office and the Agency's Office
of Investigations to align with the statutory language provided in
HB 3062.

Section 804.25(b) of the rules transferred from the Comptroller
states that the Comptroller or its designee may audit the use of
funds. The Agency replaces "Comptroller or the comptroller's
designee" with "Agency" to comply with §302.002 of the Texas
Labor Code.

SUBCHAPTER D. GRANTS TO EDUCATIONAL INSTI-
TUTIONS FOR CAREER AND TECHNICAL EDUCATION
PROGRAMS

The Commission adopts the following amendments to Subchap-
ter D:

§804.41. Grants for Career and Technical Education Programs

Section 804.41(a) of the rules transferred from the Comptroller
sets forth the guidelines for JET grants awarded to public junior
colleges and public technical institutes for the development of
career and technical education programs that meet the require-
ments of Texas Education Code §134.006 and Texas Govern-
ment Code §403.356. The Agency adds ISDs to the list of eligi-
ble grantees and to include a cross-reference to Texas Education

Code §134.007 pertaining to ISDs to align with the statutory lan-
guage in HB 3062.

Section 804.41(c) of the rules transferred from the Comptroller
states that in awarding a grant under this subchapter, the Comp-
troller shall primarily consider the potential economic returns to
the state from the development of the career and technical ed-
ucation course or program. The Comptroller may also consider
whether the course or program:

(1) is part of a new, emerging industry or high-demand occupa-
tion;

(2) offers new or expanded dual credit career and technical ed-
ucational opportunities in public high schools; or

(3) is provided in cooperation with other public junior colleges or
public technical institutes across existing service areas.

The Agency amends this subsection by replacing references to
"Comptroller" with "Agency."

Section 804.41(d) of the rules transferred from the Comptroller
states that a grant recipient shall provide the matching funds as
identified in its application.

(1) Matching funds may be obtained from any source available
to the college, including industry consortia, community or foun-
dation grants, individual contributions, and local governmental
agency operating funds.

(2) A grant recipient's matching share may consist of one or more
of the following contributions:

(A) cash;

(B) equipment, equipment use, materials, or supplies;
{(B) in-kind contributions or equipment use;}

(C) personnel or curriculum development cost; and/or

(D) administrative costs that are directly attributable to the
project.

(3) The matching funds must be expended on the same project
for which the grant funds are provided and valued in a manner
acceptable or as determined by the comptroller.

The Agency amends this section to align with the statutory lan-
guage provided in HB 3062 by removing "in-kind contributions or
equipment use" from the list of allowable matching contributions,
relettering this section, and replacing references to "Comptroller"
with "Agency."

SUBCHAPTER A. DEFINITIONS
40 TAC §804.1

The amendment is adopted under Texas Labor Code §301.0015
and §302.002(d), which provide the Texas Workforce Commis-
sion with the authority to adopt, amend, or repeal such rules as it
deems necessary for the effective administration of Agency ser-
vices and activities.

The adopted rule affects Title 4, Texas Labor Code, particularly
Chapters 301 and 302.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 22,
2016.
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TRD-201606046

Patricia Gonzalez

Deputy Director, Workforce Development Division Programs
Texas Workforce Commission

Effective date: December 12, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 475-0829
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SUBCHAPTER B. ADVISORY BOARD
COMPOSITION, MEETING GUIDELINES
40 TAC §§804.11 - 804.13

The amendments are adopted under Texas Labor Code
§301.0015 and §302.002(d), which provide the Texas Workforce
Commission with the authority to adopt, amend, or repeal such
rules as it deems necessary for the effective administration of
Agency services and activities.

The adopted rules affect Title 4, Texas Labor Code, particularly
Chapters 301 and 302.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 22,
2016.

TRD-201606047

Patricia Gonzalez

Deputy Director, Workforce Development Division Programs
Texas Workforce Commission

Effective date: December 12, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 475-0829

¢ ¢ ¢
40 TAC §804.14

The repeal is adopted under Texas Labor Code §301.0015 and
§302.002(d), which provide the Texas Workforce Commission
with the authority to adopt, amend, or repeal such rules as it
deems necessary for the effective administration of Agency ser-
vices and activities.

The adopted repeal affects Title 4, Texas Labor Code, particu-
larly Chapters 301 and 302.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 22,
2016.

TRD-201606048

Patricia Gonzalez

Deputy Director, Workforce Development Division Programs
Texas Workforce Commission

Effective date: December 12, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 475-0829
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SUBCHAPTER C. GRANT PROGRAM
40 TAC §§804.21 - 804.25

The amendments are adopted under Texas Labor Code
§301.0015 and §302.002(d), which provide the Texas Workforce
Commission with the authority to adopt, amend, or repeal such
rules as it deems necessary for the effective administration of
Agency services and activities.

The adopted rules affect Title 4, Texas Labor Code, particularly
Chapters 301 and 302.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 22,
2016.

TRD-201606049

Patricia Gonzalez

Deputy Director, Workforce Development Division Programs

Texas Workforce Commission

Effective date: December 12, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 475-0829

¢ ¢ ¢

SUBCHAPTER D. GRANTS TO
EDUCATIONAL INSTITUTIONS FOR
CAREER AND TECHNICAL EDUCATION
PROGRAMS

40 TAC §804.41

The amendment is adopted under Texas Labor Code §301.0015
and §302.002(d), which provide the Texas Workforce Commis-
sion with the authority to adopt, amend, or repeal such rules as it
deems necessary for the effective administration of Agency ser-
vices and activities.

The adopted rule affects Title 4, Texas Labor Code, particularly
Chapters 301 and 302.

The agency certifies that legal counsel has reviewed the adop-
tion and found it to be a valid exercise of the agency's legal au-
thority.

Filed with the Office of the Secretary of State on November 22,
2016.

TRD-201606050

Patricia Gonzalez

Deputy Director, Workforce Development Division Programs
Texas Workforce Commission

Effective date: December 12, 2016

Proposal publication date: September 9, 2016

For further information, please call: (512) 475-0829
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