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Good afternoon Chairwoman Rapp, Chairman Frankel, and members of the House Health Committee.
My name is Keara Klinepeter, and I serve as the Executive Deputy Secretary for the Department of
Health . Thank you for the opportunity to discuss the Department of Health' s regulatory and statutory
reporting requirements related to abortion procedures within the Commonwealth.

The Department of Health's mission is to create a healthy Pennsylvania for all. This includes working to
ensure safe, quality access to maternal health care. Part of that role is achieved as the primary regulator
of abortion facilities (ABFs) in Pennsylvania. There are two sets of statutory and regulatory requirements
for ABFs, with some providers being subject to both. All ABFs are required to comply with the standards
and requirements set forth under the Abortion Control Act ( 18 Pa . C.S. § § 3201- 3220) and its
implementing regulations authorized under the act . These requirements include registration with the
Department, informed consent mandates, and reporting obligations.

Additionally, since the enactment of Act 122 of 2011, ABFs that offer surgical services are subject to the
Health Care Facilities Act (35 P.S. §§ 448.101- 448.904b) and required to maintain the regulatory
standards of ambulatory surgical facilities ( ASF), including annual registration or licensure and facility
construction and operation standards.

The Department registers or licenses those ABFs that perform surgical abortions pursuant to Act 122 as
either a Class A, Class B, or Class C facility. The registration or licensure type is dependent upon the type
of anesthesia used, as set forth in the ASF regulations . Facilities that perform medical abortions only are
registered pursuant to the Abortion Control Act and are not required to be registered or licensed under
Act 122 as an ambulatory surgical facility.
Surveys, or inspections, of abortion facilities are conducted at least twice a year by surveyors in the
Division of Acute and Ambulatory Care (DAAC) to ensure ongoing compliance with applicable statutory
and regulatory requirements. One of those surveys is announced and one is unannounced.

There are 17 ABFs currently approved to provide abortion services. Seven are classified as medical only,
meaning they only provide medical abortions; four are Class A facilities, meaning they are registered and
are able to perform procedures requiring administration of either local or topical anesthesia or no
anesthesia at all; and six are Class B facilities, meaning they are licensed and able to perform ambulatory
surgical treatments involving administration of sedation analgesia or dissociative drugs wherein reflexes
may be obtunded; and where patients are limited to physical status ( PS) PS- 1 or PSII patients ( no general
anesthesia may be used) .
As mentioned previously, every ABF undergoes two annual on-site surveys. Included as an addendum to
this testimony is a chart summarizing survey activity from the past four years. The on- site surveys
assure that requirements established by the relevant statutes and regulations are met. During the
survey, if deficient practices are identified, the surveyors develop a report that identifies the issues
noted during the survey. The facility is required to submit a plan of correction (POC ) to the Department
for approval , within seven days. When the POC is approved, the survey results and the POC are posted
on the Department' s website . The Department revisits the facility to ensure it has adopted the
corrective measures stated in the POC. If the revisit demonstrates that compliance with the POC has
not been achieved, appropriate action is taken by the Department . If there are no deficient practices
identified on a survey, those findings are also posted on the Department's website. The same survey
process is utilized when the Department investigates complaints. All complaints received are reviewed
and investigated by DAAC surveyors.

Further, as the COVID-19 pandemic has impacted all facets of the Department's operations, registration
and licensure surveys were temporarily paused from March 31, 2020 through July 4, 2020. However,
complaint investigations were not suspended during that time for any DAAC facility type including ABFs,
and any information received by the Department that indicated a risk to patient safety, quality
assurance issues, or infection control issues were thoroughly investigated. In accordance with normal
protocols, all ABFs received at least two on-site surveys in 2020 - despite the three-month survey
temporary pause. All of this survey work, despite the immense challenges of the global pandemic,
affirms our commitment to the safety of patients seeking care.
In addition to the Department's regulatory functions, DOH is also tasked with receiving reports from
facilities and compiling reports and statistics for public review. Under the Abortion Control Act, ABFs are
required to submit various reports. Specific details on reporting requirements set by the Abortion
Control Act are as follows:

*

Report of each individual termination of pregnancy (ITOP)
• Section 3214(a) and (b) of the Abortion Control Act
• Demographic and health data for every abortion performed in the Commonwealth.
• Paper report submitted to the Bureau of Health Statistics and Registries ( BHSR ) by the facility
at which the abortion was performed within 15 days after each reporting month.

•

Report of Complication:
• Section 3214 ( h) of the Abortion Control Act
• Demographic and health data for persons receiving medical care for an abortion
complication.
• Completed by physician who treated an individual in need of medical care due to a
complication attributable to an abortion or attempted abortion. This treating physician may
not be the same physician that performed the abortion.
• Paper report submitted to BHSR within 30 days of initial treatment by the provider that
treated the complication

*

Reports of Maternal Death:
• Section 3214 (g) of the Abortion Control Act
• Reports of deaths attributable to pregnancy, childbirth, or an abortion.
• Paper reports submitted by medical certifiers to BHSR.

Quarterly Facility Reports:
• Section 3214 ( f) of the Abortion Control Act
• Total number of abortions by each facility reported each quarter - not individual cases.
• Paper report submitted to BHSR by the facility each quarter.
*

Pathological examination results:
• Section 3214 (c) of the Abortion Control Act
• Pathological examination results of first trimester abortion procedures to determine, as
needed, whether the tissues show no fetal tissue or remains. For abortion procedures after
the first trimester where the physician has determined the fetus is not viable, pathological
exam results indicating viability or live birth must be reported.
• Paper report submitted to DAAC within 15 days of analysis

.

The Medical Care Availability and Reduction of Error Act (" MCARE") also requires reporting of certain
occurrences:
• Reports of each "serious event" and "infrastructure failure" per the MCARE statutory definitions
• Serious event - An event, occurrence or situation involving the clinical care of a patient in a
medical facility that results in death or compromises patient safety and results in an
unanticipated injury requiring the delivery of additional health care services to the patient.
The term does not include an incident.
• Infrastructure failure - An undesirable or unintended event, occurrence or situation involving
the infrastructure of a medical facility or the discontinuation or significant disruption of a
service which could seriously compromise patient safety.
• Facilities submit electronic reports to Patient Safety Authority.
• Electronic reports download to DAAC database.

After receiving these reports, they are reviewed and acted upon by DAAC surveyors when there is
reason to believe that statutory or regulatory requirements are not being met In addition, the
Department publishes an Annual Abortion Report and makes the Quarterly Abortion Reports of ABFs
receiving State-appropriated funds available for public review and inspection, as required by the
Abortion Control Act. In an effort to further protect the health and safety of patients, the Department
and the Department of State developed a system in 2011 to mutually share reports of complaints,
serious events, complications, deaths and any other matters that are within the purview of any of DOS's
health-related licensing boards.

.

While COVID-19 continues to be the greatest public health battle of our lifetime, the other critical
efforts of our Department have not faltered. The Department will continue efforts to ensure access to
safe and quality care for women. Thank you for the opportunity to offer this testimony and I am happy
to take any questions you may have.
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ADDENDUM:

ABF SURVEYS 2017-2020

YEAR

W of
ABFS

TOTAL
SURVEYS

ANNUAL

2017

17

49

19

2018

17

45

17

2019

15

39

17

2020

16

37

15

COMPLAINTS

INITIAL

2

1

OTHER
OCCUPANCY

OTHER SPECIAL
MONITORING

REVISIT

1

16

13

1

12

14

3

13

6

4

14

2

