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6000 TAC 139.1 Initial Comments 6 000

Nole: The State Form is an official, legal
document. All information must remain
unchanged excepl for entering the plan of
correction, correction dates, and the signature
space. Any discrepancy in the original deficiency
citation{s) will be referred to the Office of the
Texas Attorney General (OAG) for possible fraud.
If information is inadvertently changed by the
provider/supplier, the State Survey Agency (SA)
should be notified immediately.

{a) Purpose. The purpose of this chapter is to
implement the Texas Abortion Facility Reporting
and Licensing Act, Health and Safety Code,
Chapter 245, which provides the Health and
Human Services Commission with the authority
to establish rules governing the licensing and
regulation of abortion facilities and to astablish
annual reporling requirements for each abortion
performed. This chapter also implements the
Woman’s Right to Know Act, Health and Safety
Code, Chapter 171

(b) Scope and applicability.
(1) Licensing requirements
{A) A person may not establish or operate an
abortion facility in Texas without a license issued
under this chapter unless the person is exempt

from licensing requirements.

(8) The following need not be licensed under
this chapter

{i) a hospital licensed under Health and
Safety Code, Chapler 241;

(ii) an ambulatory surgical center licensed
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under Health and Safety Code, Chapler 243; or

(in) the office of a physician licensed by the
Texas Medical Beard and authorized to practice
medicine in the State of Texas, unless the office
is used for the purpose of performing more than
50 abortions in any 12-month period.

(2) Reporting requirements. All licensed abortion
facilities and facilities and persons exempt from
licensing shall comply with §139.4 of this tille
(relating to Annual Reporting Requirements for All
Abortions Performed)

An enfrance conferance was held with the Clinic
Director the morning of 8-31-20. The purpose and
process of the licensure resurvey were
discussed, and an opportunity given for
questions

Continued licensure is recommended, with an
approved plan of corraction

An exit conference was held with the Clinic
Director the afternoon of 9-1-20. Preliminary
findings of the survey were discussed, and an
opportunity given for questions
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6033 TAC 139.48 Physical and Environmental 6033
Requirements

The physical ang environmental requirements for
a licensed abortion facility are as follows.
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(1) A facility shall: 6033
) ‘ The Clinic Direclor will be responsible for 09-18-2020
(A} have a safe and sanitary environment. nsuring compliance with all policies regarding
properly constructed, equipped, andmaintained edical and clinical services
to protect the health and safety of patients and
staff at all times; ole Woman's Health Alliance Austin
aintains a safe and sanitary environment, our
(B) equip each procedure room $0 that teqllzaluon chtices include the use of special
procedures can be peﬂofmed in a manner that terilization Slﬂps that are placed m;nde each
assures the physical safety of all individuals in the nstrument pack and pouch confirming al
o nstruments are sterile at the end of each
' utoclave cycle. This practice was corrcborated
. y surveyors dusing their inspection of our
(C) have a separate recovery room ifmoderate nstruments during their visit. In addition, a
sedation/analgesia, deep sedation/analgesia, or mplete physical ptant walk through of the clinic
general anesthesia are administered at the as conducted by the surveyors confirming atl
facility: equiremants are mel providing a safe and
anitary environment
(D) have a written protocol for emergency )
evacualion for fire and other disasters tailored to The Clinic Director completed a walk-through of
the facility's geographic location. Each staff fihe physical plant on September 4, 2020 with the
member employed by or under contract with the gg‘\gﬁ: : m‘:‘:;m‘agg;;a': a:g question was
facility shall be able o demonstrate their role or P yiab.
fospansibty o impiament the fachiy's A staff in-service will be faciltated by the Clinical
emergency evacuation protocol required by this Director on September 18, 2020 to review Whole|
subparagraph,; \Woman's Health Alliance Austin physical plant
requirements.
{E) store hazardous cleaning solutions and
compounds in a secure manner and label To monitor ongoing compliance, the Clinic
substances: Director will complete a walk-through inspection
of the physical plant monthly.
{F) have the capacily to provide patients with
liquids. The facility may provide commercially
packaged food to patients in indwvidual servings
If other food is provided by the facility, it shall be
subject to the requirements of Chapter 228 of this
litle (relating to Retail Food);
(G) provide clean hand washing facilities for
patients and staff including running water, and
SOD - Stata Form
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s0ap,

{H) have two funclioning sinks anda
functioning toilet, and

(1} have equipment available to sterilize
instruments, equipment, and supplies in
accordanca with §139 49(d) of this title (relating
to Infection Control Standards) before use in the
facility

(2) The equipment for vacuum aspirationshall
be electrically safe and designed to prevent
reverse pump action in facililies that provide
vacuum aspiration.

(3) Projects involving alterations of and additions
to existing buildings shall be programmed and
phased s0 that on-site construction shall
minimize disruptions of existing functions.
Access, exit ways, arxl fire protection shall be
mainiained so that the safety of the occupants
shall nct be jeopardized during construction.

This Requirement is not met as evidenced by:
Based on observation and interviews with staff ,
the facility faited to maintain a safe and sanilary
environment.

Findings were:

Curing a tour of the facility on 9-1-20, a fan was
observed sitting on top of the autoclave in the
instrument processing room. Staff #4 stated that
the rcom became very hot when the autoclave
was in use and staff used the fan to keep cool .
Use of a fan circulates dust and debris
throughout the ait, possibly compromising the
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cleanliness of the instruments being processed.
The above was confirned in an interview with
staff #9 on 9-1-20.
6041 TAC 139.56 Emergency Servicas 6041
6 041 10-06-2020
(a) Alicensed abortion facility shall have a readily — . .
- . . . (The Clinic Director will be responsible for
accessible written pratocol for managing medical nsuring compliance with all policies regarding
emergencies and the transfer of patients edical and clinical services
requiring further emergency care to a hospital. ’
The facility shall ensure that the physicians who le Woman's Health Alliance Austin has
practice at the facility: Lmitten policies that comply with requirements
et forth by HB2.
(1) have aclive admitting privileges at a hospital ) ) ) B
that provides obstetrical or gynecological health staffin-service will be facilitated on October 6.
care services and is located not further than 30 020 by t:‘e As'so_cuatte 'I?t!re%or t‘_’:ﬁ:”"?' -
ileg § : ility: ervices to re-train staff to identify the hospite
e b Xl L oses to patients’ home, and provide the patient
. . his information in writing with lake home
(2) provide the pregnant woman with nstructions|
{A) a telephone number by which the pregnant n order to monitor compliance, patient charts
woman may reach the physician, or other health il be audited at the end of every clinic day, as
care personnel employed by the physician or the \l as a random monthly chart audit by clinic
facility at which the abertion was performed or taff under the supervision of the Clinic Director,
induced with access to the woman's relevant
madical records, 24 hours a day to request
assistance for any complications that anise from
tha performance or induction of the aboriion or
ask health-related questions regarding the
abortion, and
(B) the name and telephone number of the
nearest hospital to the home of the pregnant
woman at which an emergency arising from the
abortion would be treated
(b} The facility shall have the necessary
equipment and personnel forcardiopulmonary
SOD - Siate Form
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resuscilation as described in §139.59 of this title
(relating 1o Anesthesia Services).

{c) Personnael providing direct patient care shall
be currently certified in basic life support by the
American Heart Asscciation, the American Red
Cross, or the American Safety and Health
Institute, or in accordance with their individual
profassional licensure requirements, and if
required in their job description or job
responsibilities.

This Requirement is nhot met as evidenced by
Based on a review of clinical records and an
interview with staff, the facility faited to provide
the patient with the name and telephone number
of the nearest hospital to the home of the
pregnant woman at which an emergency arsing
from the abortion would be treated in 6 out of 30
records reviewead.

Findings were:

* Medical patient #1 listed a3 home address in

San Marcos, Tx but was provided the name and
telephone number of a hospital in New Braunfels
Tx. The hospital nearest her home address was
Central Texas Medical Center in San Marcos, Tx

* Medical patient #3 listed a home address n
Seadrift, Tx but was provided the name and
telephone number of a hospita' n Victona, Tx
The hospitat nearest her home address was
Memarial Medical Center Hospital in Port Lavaca
Tx.

* Medical patient #6 listed a home address in
Buda, Tx but was provided the name and
telephone number of a hosptal inAustin Tx The
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hospital nearest her home address was Bayior
Scott & White Medical Center in Buda, Tx.

* Surgical patient #2 listed a home address in
Cedar Park, Tx but was provided the name and
telephone number of a hospital in Round Rock,
Tx. The hospital nearest her home address was
Cedar Park Regional Medical Center.

* Surgical patient #3 listed a home address in
Killeen, Tx but was provided the name and
telephone number of a hospital in Farmington,
NM. The hospital nearest har home address was
Adventhealth Ceniral Texas.

* Surgical patient #17 listed a home address in
Calver, Tx but was provided the name and
telephone number of a hospital inAustin, Tx The
hospital nearest her home address was CHI St
Joseph Health College Staticn Hospital.

The above was confirmed in an intarview with
staff #9 on the afiernoon of 9-1-20

TAC 139 60 Other State and Federal Compliance
Requiremen

(a) A licensed abortion faciity shall be in
compliance with a'l state and federallaws
pertaining to handling of drugs

(b) A icensed abortion facility that prowides
laboratory sarvices shall meet the Clinical
Laboratory Improvement Amendments of 1988
42 United States Code §263a, Certification of
Laboratories (CLIA 1988) CLIA 1988 applies to
all facilities w th laboralories that examine human
specimens for the d agnosis, prevention, or
treatment of any d sease of mparrment of or the

6 041

6045
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assessment of the health of, human beings.

(¢) Alicensed abortion facility shall ensure that its
physicians comply with the Medical Praclice Act,
Occupations Code, Chapters 151 - 160 and 162 -
165, white functioning in his or her capacity at or
for the facility

{d) A licensed abortion facility utilizing the
sarvices of a physician assistant(s) shall ensure
that its physician assistants comply with the
Physician Assistant Licansing Act, Occupations
Code, Chapter 204, while functianing in his or her
capacity at or for the facility.

(e) A licensed abartion facility utilizing the
services of a registered nurse shall ensure that ils
registered nurses comply with the Nursing
Practice Act, Occupations Code, Chapters 301
and 304, while functioning in his or her capacity
at or for the facility.

(f) Alicensed abortion facility ulilizing the services
of a licensed vocational nurse(s) shall ensure that
its vocational nurse(s) comply with the Nursing
Practice Act, Occupations Code, Chapters 301
and 304, while functioning in his or her capacity
at or for the facility.

{g) A licensed abortion facility that provides
pharmacy services shall obtain a license as a
pharmacy if required by the Texas PharmacyAct,
Qccupations Code, Chapters 551 - 568.

{(h) Alicensed abortion facility shall comply with
the following federai Occupational Safety and
Health Administralion requirements:

{1) 28 Code of Federal Regulations, SubpartE,
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§1910.38, concerning emergency action plan and
§1910.39, concerning fire prevention plans;

{2) 29 Code of Federal Regulations, Subpart|,
§1910.132, concerning general requirements for
personal protective equipment;

{3) 29 Code of Federal Reguiations, Subpart|,
§1910.133, concerning eye and face protection

{4) 29 Code of Federal Regulations, Subpart I,
§1910.138, concerning hand proteclion,

{5) 29 Code of Federal Regulations, Subparl K,
§1910 151, concerning medicat services and first
aid;

(6) 29 Code of Federal Regulations, SubpartL,
§1910.157, concerning poriable fire
extinguishers;

(7) 29 Code of Federal Regulatians, Subpan Z
§1910.1030, concerning bloodborne pathogens,
and

(8) 29 Code of Federal Regulations, Subpart Z,
§1910.1200, Appendices A - E, concerning
hazard communication (hazardous use of
chemicals).

{i) A licensed abortion facility shall not use
adutterated or misbranded drugs or devices in
violation of the Heaith and Safety Code,
§431.021. Adulterated drugs and devices are
described in Health and Safety Code, §431.111
Misbranded drugs or devices are described in
Health and Safety Code, §431 112.

(j) A licensed abortion facility shall not commita
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false, misleading, or deceptive act or practice as
that term is defined in the Deceptive Trade
Practices-Consumer Protection Act, Business
and Commerce Code, §17.46.

{k) A licensed abortion facility shall comply with
the requirements of the Family Code, §33.002,
relating to a Consent Form.

(I) Alicansed abortion facility shall comply with
the requirements of Health and Safety Code,
Chapter 171, the Woman'’s Right to Know Act.

{m) Alicensed abortion facility shall comply with
the requirements of Occupations Code, Chapter
102, Solicilation of Patients,

This Requirement is not met as evidenced by:
Based on a review of clinical records, facility
documentation and an interview with staff, the
facility failed to comply with the requirements of
Health & Safety Code, Chapter 171, the Woman's
Right to Know Act. as there was no decumented
attempt to contact 1 of 10 medication procedure
patients when she did not present for her
follow-up appointment.

Findings were:
Per HSC Chapter 171:

Sec. 171.063. DISTRIBUTION OF
ABORTION-INDUCING DRUG. (a} A person
may not knowingly give, sell, dispense,
administer, provide, or prescribe an
abortion-inducing drug to a pregnant woman for
the purpose of inducing an abortion in the
pregnant woman or enabling another person to
induce an abortion in the pregnant woman
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unless {1) the person who gives, sells,
dispenses, administers, provides, of prescribes
the abortion-inducing drug is a physician; and(2)
except as othenwise provided by Subsection (b),
the provision, prescription, or administration of
the abortion-inducing drug satisfies the protocol
tested and autharized by the United States Food
and Drug Administration as outlined in the final
printed label of the aborlion-inducing drug.(t) A
person may provide, prescribe, or administer the
abortion-inducing drug in the dosage amount
prescribed by the clinical management guidelines
defined by the American Congress of
Obstetricians and Gynecologists Practice Bulletin
as lhose guidelines existed on January 1,2013
{c) Before the physician gives, sells, dispanses,
adminisiers, provides, or prescribes an
abortion-inducing drug, the physician must
examine the pregnant woman and document, In
the woman's medical record, the gestational age
and intrauterine location of the pregnancy.(d)
The physician who gives, sells, dispenses,
administers, provides, or prescribes an
abortion-inducing drug shall provide the pregnant
woman with:(1) a copy of the final printed label of
that abortion-inducing drug; and{2) a telephone
number by which the pregnant woman may reach
the physician, or other health care personnel
amployed by the physician or by the facility at
which the aborlion was performed with access to
the woman's relevant medical records, 24 hoursa
day to request assistance for any complications
that arise fram the administration or use of the
drug or ask health-related questions regarding
the administration or use of the drug.(e) The
physician who gives, sells, dispenses,
administers, provides, or prescribes the
abortion-inducing drug, or the physician's agent,
must schedule a follow-up visit far the womanto
occur not more than 14 days after the
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administration or use of the drug. At the follow-up _ ) ) . 10-08-2020
visit, ihe physician must:(1) confirm that the The Clinic Director will bt: ;?lspﬁps..lble for ui
pregnancy is completely terminated; and(2) "s‘;‘:;‘lga%‘:’“:ﬁ:c“;es:"wm pokcios regaraing
assess the degree of bleeding {f) The physician

who gives, sells, dispenses, administers,

. . . Whole Woman's Health Alliance Austin has
provides, or prescribes the abortion-inducing

current written policies for Management of

drug, or the physician's agent, shall make a Medical Abortion Follow Up.

reasonable effort to ensure that the woman

returns for the scheduled follow-up visit under A staff in-service will be facilitated on October 9,
Subsection {e). The physician or the physician’s 2020 to re-train staff on compliance with the
agent shall document a brief description of any Management of Medical Abortion Follow Up
effort made to comply with this subsection, Policy

including the date, time, and name of the person

making the effort, in the woman's medical record. linic Director and Medical Director will audit

E order to monitor angoing compliance, the
nd review the Medical Abortion Log monthly.

During a review of the clinical records for 10
medication procedure patients, it was noted that 1
of 10 (medical patient #1) did not return for her
follow-up appointment. Patient #1 was provided
with a medication abortion on 4-15-20 and was
given a foliow-up appoiniment on 4-28-20 at 9:45
am. Patient #1 did not present for her follow-up
appointment and there was no documentation
that attempts had been made to contact her.

Facility poticy titled “Policy for Management of
Medical Abartion Follow Up" states, in part:

*___A designated staff member under the direct
supervision of the Clinic Manager will be
responsible for monitoring that every patient who
received Mifeprex returned for their follow-up
visit, (S)he will keep track of any patient who
misses a follow up appointment and if a patient
misses a follow up appointment, she will be
contacted by phone 3 x's [three times}.
Documentation of these contacts will be kept in
the Mifeprex Foltow Up book and in the patient's
medical record.”

The above was confimed in an interview with
SOD - Sume Form
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