IN THE CIRCUIT COURT

OF THE SECOND
JUDICIAL CIRCUIT IN
AND FOR LEON COUNTY,
FLORIDA

PLANNED PARENTHOOD OF

SOUTHWEST AND CENTRAL

FLORIDA, INC,,

Plaintiff,
V. Case No.

STATE OF FLORIDA, AGENCY
FOR HEALTH CARE ADMINISTRATION,

Pefendant.
/

VERIFIED COMPLAINT FOR DECLARATORY RELIEF AND
FOR EMERGENCY TEMPORARY INJUNCTION

COMES NOW, Planned Parenthood of Southwest and Central Florida, Inc. (“Plaintiff” or
| “Planned Parenthood™), by and through its undersigned counsel, and files this Complaint
For Declaratory And Injunctive Relief And For Temporary Injunction pursuant to
Chapter 86, Florida Statutes, against the State of Florida, Agency for Health Care
Administration (“Defendant” or “AHCA”) and, in support thereof states the following:

GENERAL ALLEGATIONS

1. This action concerns correspondence sent by Defendant to three of
Plaintiff’s affiliate facilities licensed to perform only first trimester pregnancy
terminations, in which Defendant informed Plaintiff it was operating in violation of an
unspecified law by performing second trimester abortion procedures. In making this

determination, Defendant imposed a new and unpublished definition of first trimester




procedures upon Plaintiff, despite having agreed to, and adopted by rule, the definition
used and followed by Plaintiff (in accordance with the agency’s rule) for nearly ten years

with Defendant’s explicit approval.

2. This Court has jurisdiction over this matter pursuant to Chapter 86, Florida
Statutes.
3. Venue is appropriate in Leon County because Defendant is headquartered
there.
THE PARTIES
4, Plaintiff is Planned Parenthood of Southwest and Central Florida, Inc., a

non-profit Florida corporation with headquarters in Sarasota, Florida. Plaintiff provides
broad reproductive health care services to women and men, including family planning
counseling and services, gynecological examinations and treatment for minor
oynecological disorders; testing and treatment for sexually transmitted infections;
pregnancy testing and counseling; male services, including vasectomies; and pregnancy
terminations. Petitioner owns and operates twelve affiliate facilities, or health care
centers, nine of which are licensed to perform pregnancy terminations. Of these, three
facilities are located in St. Petersburg, Ft. Myers and Naples, Florida and they are the
subject of this action. All of the facilities licensed to perform pregnancy terminations are
licensed by Defendant pursuant to Chapters 390 and 408, Florida Statutes. All pregnancy

terminations performed in the facilities are performed by licensed Florida physicians.




The three subject facilities are authorized to perform first trimester abortions in
accordance with the laws and rules governing licensed abortion clinics. '

5. Defendant is the Agency for Health Care Administration. AHCA is the
licensing and regulatory authority responsible for oversight of various health care
facilities in Florida, including abortion clinics. Applicable statutes and rules governing
the licensing and regulation of abortion clinics include Chapters 390 and 408, Part II,
Florida Statutes and Chapters 59A-9 and 59A-35, Fla. Admin. Code.

BACKGROUND

6. Prior to July 1, 2005, §390.012, F.S., did not differentiate between rules
for clinics providing abortions during the first trimester of pregnancy only and those
providing abortions after the first trimester of pregnancy. A 2005 amendment to the law
provided new authority for the adoption of rules for clinics providing abortions after the
first trimester of pregnancy. The 2005 amendment did not change the previously existing
authority to adopt rules regarding clinics that provide abortions during the first trimester
only. Neither Chapter 390, nor the 2005 amendment to it, contained a definition of
“trimester” or “.ﬁrst trimester”; likewise, neither term had been defined by rule.

7. AHCA undertook rulemaking and, in May 2006, published its proposed
Rule 59A-9.019, Fla. Admin. Code, which contained the following definitions of
trimester:

(25) “Trimester” means a 12-week period of pregnancy

(a) First Trimester. The first 12 weeks of pregnancy.

* There are a total of sixteen (16) facilities in Florida owned and operated by Plaintiff or another affiliated
entity. Only the three clinics listed herein are licensed to perform only first trimester non-medical
pregnancy terminations.




(b) Second Trimester. That portion of a pregnancy following the
12" week and extending through the 24" week of gestation.
(c) Third Trimester. That portion of pregnancy beginning with the
25" week of gestation.
8. Planned Parenthood challenged the validity of the proposed rule and,

specifically, the definition of the term “first trimester”. In Planned Parenthood of

Southwest and Central Florida, Inc. v. State of Florida, Agency for Health Care

Administration, DOAH Case No. 06-2342RP, Planned Parenthood alleged the proposed

definition of “first trimester” as simply as “the first 12 weeks of pregnancy’.’ failed to
provide a meaningful and unambiguous definition. Planned Parenthood cited medical
community standards that routinely defined the first trimester of pregnancy as extending
through the completion of 14 weeks of pregnancy as measured from the first day of the
woman’s last menstrual period (“LMP” or “menstrual weeks™). Because clinicians
typically date a pregnancy from the last menstrual period, which in a normal menstrual
cycle occurs approximately two weeks before fertilization, a pregnancy dated in
menstrual weeks is generally two weeks longer than a pregnancy dated in weeks from
likely fertilization. Thus, the medical community commonly defines the first trimester of
pregnancy as extending through the completion of 14 menstrual weeks or, put another
way, the passage of the first 14 weeks from the date of the last normal menstrual period.
9. Planned Parenthood alleged further in the rule challenge that AHICA’s
proposed definition of “first trimester” was contrary to—and ignored-- current medical

standards and conventions regarding the term and, as such, was vague and confusing by




not referring to weeks from LMP in the definition. See Exhibit A, Petition Challenging
the Validity of Proposed Rule,

10.  AHCA responded to these concerns and revised its proposed rule to
include language regarding the LMP. “First trimester” was defined in the revised
proposed rule as:

(15)(a) First Trimester. The first 12 weeks of pregnancy (the first 14

completed weeks from the last menstrual period).

Thus, AHCA revised its rule to include the language and clarification sought by
Planned Parenthood, to wit: that the first 12 weeks of pregnancy—the first trimester-- is
equivalent to the first 14 completed weeks from the last menstrual period.

11.  Indeed, when responding to questions from the Joint Administrative
Procedures Committee (JAPC) about the proposed rule revision, AHCA stated through its
counsel:

“It was clear from the medical professionals that the term ‘first
twelve weeks of pregnancy’ and 'first 14 completed weeks from the last
normal menstrual period’ are used interchangeably by physicians, and in
Jact describe the same time period with the same ending point.” See
Exhibit B, Letter from AHCA counsel to JAPC,

12. The final rule was adopted in September, 2006. The definition of “first
trimester” contained in the rule has not changed. See Exhibit C, Rule 59A-9.019, Fla.
Admin. Code.

13. Since promulgation of the rule, Planned Parenthood and other facilities

licensed to perform first trimester termination procedures have recorded gestational age




in accordance with LMP and recorded first trimester abortions as weeks from LMP. This
means patient records for first trimester abortions may reflect a gestational age of less
than 14 weeks LMP. These patients are still within the “first trimester” of pregnancy
because they are within the “first 12 weeks of pregnancy”, which is the first 14 completed
weeks since LMP.

14. For nearly ten years, since promulgation of the rule, AHCA has reviewed
patient records at the subject clinics during regular inspections and found no unlawful
procedures performed under the clinics’ “first trimester only™ licenses. AHCA officials
consistently recognized that a notation in a patient record of a number less than 14 weeks
LMP fell squarely within the definition of first trimester under AHCA’s rule.

15.  Additionally, pursuant to §390.0112, F.S., Plaintiff is required to report
monthly to AHCA the number of procedures it performs at each clinic and the number
within three categories of gestational age. The three subject clinics have always reported
the procedures by gestational age measured by LMP, in accordance with the rule.
AHCA, knowing this and understanding its own rule, never deemed any procedure
reported as between 12 and 14 weeks to be a second trimester procedure.

RECENT EVENTS

16.  On July 31, 2015, AHCA performed an unannounced “monitoring visit”

> Subsequently, on August 5™, AHCA advised Planned

of the three subject clinics.
Parenthood that the type of procedure previously deemed to be a lawful first trimester

procedure was, in retrospect, an unlawful second trimester procedure. AHCA reached

this conclusion by deeming procedures in seven sampled patient records, performed with

* All sixteen facilities licensed to perform pregnancy terminations affiliated with a Planned Parenthood
entity were visited by AHCA inspectors in a coordinated effort. Only the three clinics named herein were
cited for performing procedures beyond the scope of their licenses.
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gestational ages documented as greater than 12 weeks LMP but less than 14 LMP, and 25
procedures similarly reported on AHCA’s specified reporting form between June 2014
and June 2015, to have been second trimester procedures.” AHCA advised Plaintiff in a
“Notice Of Activity Without Proper Licensure” that it was operating without appropriate
licensure and would be subject to “penalties under Florida law.

17.  The correspondence provided by AHCA did not state which law was
violated or the specific penalties to be imposed. The correspondence did not provide any
due process rights, point of entry to initiate due process, or other avenue to challenge the
findings. The correspondence did state that any “entity that fails to immediately cease
operation of an unlicensed provider is subject to the penalties set forth under Florida law.
Each violation is a separate offense.” This suggests AHCA has now ordered Plaintiff to
cease providing what AHCA now considers illegal second trimester procedures. See
Exhibit D, Correspondence and Statements of Deficiencies from AHCA.

NATURE OF THE CONTROVERSY

18.  AHCA’s rule clearly defines first trimester abortions to include the first 14
completed weeks from the last menstrual period. The definition was specifically
included in the rule as a result of litigation between the parties in 2006. For nearly ten
years, both AHCA and Planned Parenthood have agreed that procedures noted by
gestational age of greater than 12 weeks LMP but less than the 14 weeks LMP
constituted first trimester abortions performed within the first 12 weeks of pregnancy,
which is the first 14 completed weeks since LMP. AIICA has never before alleged or

complained that any procedure with a gestational age recorded or reported as greater than

* The sampled patient records documented 13 weeks, 13.2 weeks, and 13.3 weeks, 13.4 weeks, and 13.5
weeks gestation.




12 weeks LMP and less than 14 weeks LMP was anything other than a first trimester
procedure.

19.  Now, in an unprecedented change of position, AHCA has decmed these
procedures to be second trimester abortions performed beyond the scope of the license
for each of the subject clinics. There is no legal basis for this change of position and it is
completely contrary to the language of the rule, AHCA’s previous stated position, and
AHCA’s own course of conduct during the past nearly ten years.

20.  Asaresult of AHCA’s abrupt change of position, Plaintiff is in doubt as to
its legal rights and responsibilities under its licen.se to perform first trimester abortions.
Plaintiff has conducted itself in accordance with all applicable state laws and rules and in
accordance with sound medical practice. However, AHCA has now said Plaintiff is
operating illegally. Plaintiff needs clarification that the procedures it has performed and
documented with a gestational age of up to 14 weeks from the last menstrual period were,
in fact, first trimester procedures as defined by Rule 59A-9.019, Fla. Admin. Code.

DEMAND FOR RELIEF, INCLUDING EMERGENCY
TEMPORARY INJUCTIVE RELIEF

21. Since being advised it was operating without appropriate licensure,
Plaintiff’s services to clients have been significantly disrupted. Rather than turn away
patients in need of services it 1s licensed to provide, Plaintiff has paid to transport some
women seeking first trimester termination services to other clinics licensed to perform
first and second trimester abortions. This has caused disruption in care, delayed care,
extended the time for care, and expanded Plaintiff’s costs to provide care. (The

additional transportation cost has not been passed on to the patients.) In addition,




Plaintiff and its physicians and staff are under a cloud of suspicion as a result of the very
public accusations of allegedly performing illegal abortion procedures.*

22.  Accordingly, Plaintiff requests a declaratory judgment that the procedures
documented or reported as having been performed on patients at a gestational age of up
to the first 14 completed weeks from the last menstrual period were first trimester
procedures as defined by AHCA’s rule and that, going forward, such procedures will
continue to constitute first trimester termination procedures so long as the rule remains in
place and in its current form,

23.  Plaintiff requests immediate temporary injunctive relief to prevent AHCA
from relying on its new and unpublished definition of “first trimester” as a basis for
action against Plaintiff or other similarly situated providers or as a basis for initiating or
causing the initiation of against such providers® physicians or other licensed staff by other
regulatory agencies.

24, Pursuant to Rule 1.610, Fla, R. Civ. P., Plaintiff is entitled to immediate
injunctive relief because (a) Plaintiff’s claims have a substantial likelihood of success on
the merits; (b) Plaintiff has no adequate remedy at law; (¢) irreparable harm will occur
unless immediate injunctive relief is granted; and (d) injunctive relief serves the public
interest.

25. Plaintiff has a substantial likelihood of success on the merits based on the

specific language of the definition of first trimester contained in the rule, AHCA’s own

* In an unusual turn of events, state officials released the results of the July 31 inspections to the press
before providing those same results to Planned Parenthood, the licensed provider which was the subject of
the inspections.

® AHCA has requested the names of the physicians “who performed second trimester procedures” so it can
refer them to the Department of Health for a disciplinary investigation against their licenses based on an
accusatjon of having performed illegal abortion procedures. There is nio basis for any such accusation.

]




explicit statement of the rheaning and purpose of the language used in the definition, and
AHCA’s own reliance and affirmation of the meaning of the language in the definition
during the past nearly 10 years since the rule was promulgated.

26. Plaintiff has no adequate remedy at law that can promptly return it to full
and normal operations and allow it immediately to resume providing uninterrupted and
readily accessible services to the women who seeck such services. As noted, since being
advised it was operating illegally, Plaintiff has been forced to inconvenience its patients
by redirecting them to other providers and been forced to pay the transportation costs for
such patients. Other patients have likely been intimidated by the very public claims of
state officials that Plaintiff is operating illegally and is an “unscrupulous provider”, and
may have foregone or postponed health care services (not just pregnancy terminations) at
risk to their personal health and well being. Physicians working for Plaintiff feel a
heightened threat to their security and safety due to the very public allegations that the
chinics are operating illegally. No adequate remedy at law exists to promptly address the
ramifications of AHCA’s illegal actions. See Exhibit E, Statement from AHCA
official.

27.  Plaintiff will suffer irreparable harm if immediate injunctive relief is not
provided. Plaintiff has been maligned in the press by state officials and irreparable
suffered harm to its reputation as a provider of competent and comprehensive care in
Southwest and Central Florida for nearly 50 years. AHCA’s misrepresentation of
Plaintiff to the public as having performed illegal abortions has had a deleterious effect
on the delivery of health care services by the clinics, intimated patients from coming to

the clinics for care, and forced other patients to endure significant inconvenience, delay
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and hardship in order to exercise their rights to care and services. Such consequences
cause irreparable damage to Plaintiff’s ability to provide lawful healthcare services
pursuant to its state issued licenses, its reputation, and its ability to serve the women who
need its services.

28. A temporary injunction serves the public interest by permitting the subject
facilities to return to their normal scope of lawful operations and fully serve the women
of their communities in the manner they have been doing for decades. In so doing,
women are permitted to fully exercise their right to accessible health care of their choice.
The public interest is also served by halting an ongoing abuse of power by AHCA, which
has used its regulatory authority to conduct “monitoring visits” —not provided for by
statute or rule—rather than “inspections”, which have procedures to be followed; and, in
so doing, has concocted allegations against Plaintiff that have no basis in Florida law and,
instead, serve only to defame and malign Plaintiff, disrupt and hinder the delivery of
health care services to women by Plaintiff, and have forced Plaintiff to incur significant
attorney’s fees and other costs.

WHEREFORE, for the forgoing reasons Plaintiff requests this court:

a) Grant Plaintiff’s request for temporary injunction and enjoin AHCA from
relying on its new definition of “first trimester” or current legal position as
a basis for action against Plaintiff, or other similarly situated licensed
providers®, or for initiating or causing to be initiated, any action by other
state regulatory agencies against such providers’ physicians and other

licensed staff;

®Plaintiff is aware of at least one other facility licensed to perform first trimester procedures only that has
been similarly cited by AHCA. There may be others,
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b) Issue a declaratory judgment that finds the “Notice of Operating Without
‘Appropriate Licensure” letters issued by AHCA were based on an illegal
interpretation or application of Rule 59A-9.019, Fla. Admin. Code and,
according]&, have no legal force or effect;

¢} Reserve jurisdiction and award a reasonable attorney’s fee and costs to
Plaintiff; and

d) Grant any other relief deemed appropriate and just.

Respectfully submitted this day of August, 2015.

ano/u @M

Gallagher (FBN 3332986/
llen R. Grossman (FBN 382388)

Grossman, Furlow & Bayo6, LLC
2022-2 Raymond Diehl Road
Tallahassee, Florida 32308
Phone: 850-385-1314
Fax: 850-385-3953
Email: j.gallagher@egfblawfirm.com

CERTIFICATE OF SERVICE

I HEREBY CERTIFY, that a true and correct copy of the foregoing was provided
to Ms. Elizabeth Dudek, Secretary, Agency for Health Care Administration, by email:
Elizabeth.Dudek@ahca.myflorida.com; Stuart Williams, General Counsel, Agency for
Health Care Administration by email: Stuart. Williams@ahca.myflorida.com; Thomas
Hocler, Assistant General Counsel, Agency for Health Care Administration by email:
Thomas.Hoeler@ahca.myflorida.com this 17" day of August, 2015 and that a copy of the
foregoing will be served by a duly authorized process server on the same individuals at
AHCA headquarters located at 2727 Mahan Drlve Tallahassee, FL 323017as soon as can
be accomplished.

le Gallagher
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VERIFICATION
I, Barbara Zdravecky, President & CEQ OF Planned Parenthood of Southwest and
Central Florida, Inc., under penalty of perjury under the laws of Florida, do declare that [
have read the foregoing Complaint for Declaratory Relief and Emergency Temporary
Injunction and the facls alleged therein are true and correct to the best of my knowledge
and belief. [ understand a false statement in this Verification could subject me to

penalties for perjury.

Signed this l 5 day of August, 2015,

Barb7/a Zdravecky, President & CEQ

STATE OF FLORIDA
COUNTY OF Goaxaot™

1S 046 Som M\u[
Being duly sworn, Ms. Barbara Zdravecky, who i

Uviow A 19 wme for-identifieation, affirmed that the foregoing facts alleged are true

and correct to the best of her knowledge and belief.

Signed before me on the \'7;\/\:\ day of August, 2015.

Notary Public

¥k, MICHELLE STROUSE
i G T MY COMMISSION ¥ EEBT4346
B N EXPIRES February 12, 2017
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Petitioner, l@ 70
Vs Case No. D(D—?? SN
STATE OF FLORIDA, |
AGENCY FOR HEALTH CARE
ADMINISTRATION,.
Respondent.

/

PETITION CHALLENGING

THE VALIDITY OF PROPQOSED RULE

Petitioner, Planned Parenthoad of Southwest and Central Florida {(heretnafier
“Planmed Parenthood™), by and through the undersigned aftorney and pursuant to
§120.56(2), F.S., and Chapter 59A—9, rFlorida Administrative Code, hereby pefitions the
State of Florida, Division of Administrative Hearings ("DOAH”) for a formal
administrative hearing to contest the validity of a proposed rule by the Respondent,
Agency for Health Care Adminisiration (“AHCA” or “Agency”) and as grounds therefore
states:

NATURE OF THE PETITION

1. This Petition is filed pursuant to §12-0‘56(2), F.S., for the purpose of
seeking an administrative determination that a proposed rule by AHCA, which would
provide for adoption of rules for regulation of clinics providing abortions after the first

trimester of pregoancy constitutes an “invalid exercise of delegated legislative authority”




as that term is defined in §120.52(8), F.8. {2005), and is otherwise invalid under the

terms and provisiops of Chapter 120, 7.S.

B)ENTIE‘ICATION OF THE PARTIES
2. The name and addresg of the agency affecteq by this Petition is the State
of Florida, Agency for Health Care Administration, Fort Knox Executive Center,
Building #3, 2727 Mahan Drive, Tallahdssee, Florida 32308,

3. The name and address of the Petitioner ig Planned Parenthood of

and treatment for minoy Synecological disorders; testing and treatment for sexually

- ransmitted infections; Pregnancy testing and counseling; male services, including
vasectomies; and firgt trimester abortions. All abortion Procedures performed at
Petitioner's clinics are provided by Flerida licensed physicians, For Ppurposes of this
proceeding, the address of the Petitioner is that of undersigned counsel. Petitioner is a
fully licensed provider of abortion services with clinics in Southwest and Ceniral Florida,
Pursuant to Chapter 390, F 5., Petitioner ig authorized to terminate first trimester

Pregnancies in accordance with Taw.

BACKGROUND FACTS




law' provides new authority specifically for adoption of rules for the regulation of clinics
providing abortions after the first semester of pregnancy. The 2005 amendment did not
alter the previously existing authority to adopt rules regarding clinics that provide
abortions during the first trimester only, except to emphasize that such rules shall be in
accordance with §797.03, F.8.* and may not impose an unconstifutional burden on a
woman's freedom to decide whether to terminate her pregnancy. -

5 The terms “irimester” and "first rimester” are not defined in Chapter 390,
F.S., 2005 and have not previously been defined in AHCA adiinistrative roles.

6. The term “reasonable proximity” is not defined in Chapter 390, F.S., 2005
and has not previously been defined in AHCA adminisirative rules.

7. Chapter 390, F.S., 2005 does not specifically authorize wunammounced
inspections of licensed abortion clinics and AHCA has not previously interpreted existing
agency adminisirative rules te require or permit unannounced inspections of licensed
abortion clinics,

| 8. Traditionally, AHCA has scheduled inspections of abortion clinics n
order to avoid distuption of activities at the clim'c§ and to permit the clinic personnel an
opportunity 1o redact and otherwise protect the confidentiality of medical records that
may be reviewed in the inspection process.

9. Chapter 390, F.S., 2005 does not specifically awthorize the review of
personnel records matntained by the state's abortion climics and AFICA has not previously

required access to such records during routine pre-ficensure or post-licensure inspections.

! Ch. 2005-95 §2, Laws of Florida.

* Section 797,03, F.S. Timits the performance of abortions, other than in smergency situations, fo a validly
licensed hospital or aboriion clinic and physician offices; requires licensure of abortion clinics; and limits
the performance of third trimester abortions to hospitais.
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10.  Chapter 59A-9, Florida Administrative Code, is entitled “Abortion
Clinics” and establishes rules and standards governing the service and operations of

abartion clinics to comply with the requirements of Chapter 390, F.S.

THE AGENCY’S PROPOSED RULE
11.  In Volume 32, Number 21 of the Florida Administrative Weekly (May 26,
2006) AHCA gave notice of proposed revision to Chapter 55A-9, Florida Administrative
Code, consistent with provisions of Chapter 2005-95, Laws of Florida, which revised
§390.012, F.S. The purpose and effect statement in the published notice specifically
statcs that the amendment to the law "pmﬁdes for adoption of rules for regulation of

clinics providing abortions after the first trimester of pregnancy.” (emphasis added) A

copy of the published notice of proposed rulemalcing, including the text of the proposed
rule, is gttached as Exhibit *“A™ to this Pefition.

12.  Previously, §350.012, F.S. did not differentiate between rules for clinics
providing abortions only during the first trimester of pregnancy and those providing
- abortions after the first trimester of pregnancy.  The 2005 amendment to the law provides
new authority specifically for adoption of rules for the fegulaiion of plinics providing
abortions after the first trimester of preguancy’. The 2005 amendment did not alter the
previously existing authority to adopt rules regarding clinics that provide abortions only
during the first h—imestér, except to emphasize that such rules shall be in accordance with
§797.03, F.S..* and may not impose an unconstitutional burden on a woman's freedom to

decide whether to ferminate her pregnancy.

* Section 390.612(3), F.S.
* Section 797.03, F.8. linaits the performance of abertions, other than n emergency sitations, to 2 validly
licensed hospital or 2bortion clinic and physician offices; requires lcensure of abortion clinics; and limits
the performance of third trimester sbortions to hospitals,
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13. On June 22, 2006, as set forth in the published notice of proposed

rulemaking, AHCA held the last public hearing on the proposed rule.

ULTIMATE FACTS RELATING TO PROPOSED RULE
AND BASIS FOR RULE INVALIDITY

14.  The Agency’s proposed rule constitrtes an “invalid exercise of delegated
legislative authority” as defined in §120.52 (8), .S, 2005, The proposed definilion of
trimester, on which the Agency’s intended adoption of rules for regulation of certain
clinics 1s based is vague and fails to establish an adequate standard for agency decisions.
As such it vests unbridled discretion with the Agency. The Agency’s proposed rule
defines a Irimesters as follows: |

(25) "Trimester” means a 12-week period of pregnancy
{a) First Trimester. The first 12 weeks of

pregnancy.

(b} Second Trimester. That portion of a pregnancy

following the 12" week and extending through the

24™ week of gestation.

fc} Third Trimester, That portion of pregnancy

beginning with the 25" week of gestation.
In defining a "Trimester” as "a 12-week period of pregnancy” and the "First Trimester” as
“the first 12 weeks of pregnancy”, the proposed rule fails to provide 2 meaningful and
unambignous definition. Medical community standards routinely and generally define
the first trimester of pregnancy as extending through the completion of 14 weeks of
pregrancy as measured from the first day of the woman’s last mensirial period (“LMP”
or “menstrual weeks™). Williams Obstetrics, F. Gary Cunningham, et al. eds., 22d ed,
2005, p. 208. Clinicians typically date pregnancy from the first day of the last menstraal

peried (“LMP”) which iz a normal menstrnal cycle occurs approximately two weeks

before fertilization, Therefore, a pregnancy dated in menstroal weeks is generally two




weeks longer than a pregnancy dated in weeks since fertilization. The medical
community commeonly defines the first trimester of pregnancy as extending through the
completion of 14 menstrual weeks. The proposed rule definition of “First Trimester” is
contrary fo common understanding and practice and is vague and confiising and ignores
the currently existing medical conventions regarding this term. In light of the common
usage and understanding of this medieal term, the Agency’s proposed rule is confusing
and may even be misleading in its failure to reference menstrual weeks or LMP. Tt is
ambiguous and confusing not to define "First Trimester” consistently with current
medical conventions including menstrual weeks or LMD, In defining these terms,
AHCA should clearly and unambiguously adopt the standards commonly recogmized in
the medical community and define the first trimester as the completion of 14 menstrual
weeks. To the extent that the proposed rule changes adopt inconsistent definitions or
definitions not in keeping with the routine practice of medicine, the proposed rule
contains a vague and inconsistent standard and constitutes an invalid exercise of
delegated legislative authority_by th? Agency. The Agency’s proposed rule is arbitrary
and capricious because it is vague, féils to establish adequate standards for agency
decisions and vests unbridled discretion in the Agency.

15. The Agency’s proposed rule also constitutes an invalid exercise of
delegated legislative authority for reasans that include, but are not limited to, the
following:

a. The Age;ncy’s proposed rule’ goes beyond the powers, fanctions and
duties deiegated by the Legislature to the Agency. The proposed rule amendments
provide unfettered access by the Agency te confidential and private information that is

otherwise protected under law. The langnage of §390.012, F.S., provides the Agency




with authority to develop rules which provide for the “making, protection, and
preservation of patient records, which shall be treated as medical records under chapter
458.” Chapter 458, however, clearly provides limitations and protections for such
records that are not provided in the language of the proposed riles. Section 458.341 and
458.343, Florida Statutes specifically limit government access to situations where patient
consent, subpoena, or search warrant has been obtained and also provides confidentiality
protections for medical records obtained.® The proposed rule’s allowance for
uarestrained access to patient records would further violate the patient’s constitutional
right to informational privacy and the chilling affect of unfettered government access to
private medical information would impose an unconstitutional burden on the patients’
freedom to decide whether to terminate her pregnancy. Furthermore, unfettered access to
medical records would not allow the clinics to avoid disclosure of any more than the
information minimally necessary fo accomplish the intended purpose. Redaction of
readily identifiable personal health information in the records and documents retained by
the clinics is required by Federal law” prior to any disclosure.

b. The Agency’s proposed rule enlarges, modifies and contravenes §390.ﬁ12,
F.S., because it adopts regulatory rules which may govern first trimester.abortion clinics
as aresult of its proposed definitions of "trimester” and "first trimaster,“‘ in contravention
of the legislative language that directs the Agency to adopt mies for clinics that perform

or claim to perform abortions afier the first trimester of pregnancy. Clinicians typically

* Proposed ule 59A-9.021(1), F.A.C.
% Section 45 6.057(6), F.8., also applies to records maintained pursuant tg Chapter 458, F.8. and provides
additional Hmits to govemnmental access to such patient records by generally requiring patient consent or
subpoena as a condition of access and imposing specific and strict confidentiality requirements on all
medical records obtained by the government,
7 Although AHICA. aay be permitied under Federal law to obtain personal health information (PHI),
because of its health oversight achvities, see, 45 CF.R, §164.512(d)(1), the same Jaw requires Petitionier, as
a covered entity, to "make reasonable efforts to limit personal health information to the minimum necessary
to accomplish the intended purpose of the use, disclosure or report.” See, 45 C.F.R. §164.502(b)(1).
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date pregnancy from the first day of the last menstrual period (“"LMP"”) which in a normal
menstrual cycle occurs approximately two weeks before fertilization. Therefore, a
preguancy dated in menstrual weeks is generally two weeks longer than a pregnancy
dated in weels since fertilization. The medical comumunity commonly defines the first
trimester of pregnancy as extending thzough the completion of 14 menstrual weeks., The

proposed rule definition of “Trimester” as 12 weeks of pregnancy, together with the

... proposed definition of “First Trimester” as the first 12 weeks of pregnancy, are therefore,

vague and confusing and ignore the currently existing medical conventions regarding
these terms.

c. The Agency’s proposed rule is without specific statutory authority for the
adoption of rales regulating clinics that provide abortion services during the first
trimester of pregnancy. As noted above, the problems associated with the proposed rule
definttion of "First Trimester creates a situation where the rules statutorily authorized to
be applicable to second ﬁ'imester climics might be applied equally to first trimester climics
in apparent contradiction to statute.

d. The Agency’s proposed rule is with.out specific statutory authority to
Tequire unannounced inspections of the premises of first trimester clinics. The proposed
change is a radical departure from enrrent licensure requirements and would effectively
diminish privacy and confidentiality protections. Unannounced nspections would create
an unwarranted chilling effect upon the women who might be present in the clinic during
an unannounced inspection by creating fear of being recognized by local inspectors and
by compromising patient confidentiality. Unannounced inspections also risk possible
distuption or delay of scheduled medical procedures while personnel respond to the

inspection requirements and inspectors occupy areas required for continued service to




patients. This amendment is also counter to the longstanding provision of §390.012(2),
F.S., which directs that regulations governing first trimester providers be Vequivalent to
those regulations governing other providers of comparable services. The proposed rules
requiring unannounced inspections are more burdensoms fhag the rules applicable to
similarly sitnated providers with fewer privacy and confidentiality concerns. Ambulatory
surgical centers and hospitals, as examples, may be routinely inspected only upon
scheduled appointment, and unannonnced ipspecﬁons are prohibited unless founded upon
a reporfed complaint. See, Rule 59A-5.004, F.A.C. and Rule 59A-3.253, F.AC.

8. In addition, the Agency’s proposed rule is arbitrary and capricious. The
proposed rule requires that the clinic “Medical Di_rector” have admitting privileges or a
transfer agreement with a licensed hospital within “reasonable proximity” of the abortion
clinic. The proposed rule® farther defines “reasonable proximity” as being a distance not
to exceed thirty minutes transport time by emergency vehicle. Such a definition is
arbitrary and capricious on its face and clearly fails to account for the geographic
distribution of hospitals around the state, the distinctions between riral and urban
settings, and such other variables as may impact travel time in various areas of the state.

f. The Agency has improperly noticed all materially affscted parties of the
nature of the proposed rule to be implemented. The language published in the Florida
| Administrative Weekly, Volume 32, Number 21, May 26, 2006 states 2s follows:
PWOSE AND EFFECT: The Agency proposes io revise
Chapter 594-9, Florida Administrative Code, consistent
with provisions of Chapter 2005-95, Laws of Florida,

which revised Section 390.012, F.S. The law provides for
adontion _of_rules _for resulation of clinics providing

¥ Petitioner has been a provider of only frst trimester abortions, however, as discussed above, if the
currently proposed definitions become part of the rule, Petitioner's activities may be converted into second
trimester abortions as well and they would then be required to comply with the medical director provisions
of the rule.

9




abortions after the first trimester of pregnancy. (emphasis

added).

The clinics affected by this proposed rule are purported to be those providing
abortions after the first trimester of pregnancy, yet mder the Agency’s proposed
definition of "First Trimester,"” such rules might equally apply to clinics performing
abortions during what is generally recognized and accepted in the medical community as
the first trimester of pregnancy. In addition, by amending the provisions of Rule 59A-
9.021,F.A.C,, to provide for AHCA's access io all medical records and personnel records
during inspections and creating a requirement that all inspections be unannounced, even
as to clinics that perform abortions only in the first trimester, the actual purpose and
effect of the rule go significantly beyond the limitations set forth in the published notice
of proposed rulemaking and the rulemaking anthority set forth in §390.012(2), F.S.

SUBSTANTIAL INTERESTS AFFECTED

16.  Petitioner is substantially affected and its substantial interests are subject
to a determination in this proceeding for reasons which include, but are not limited to the
following:

a. Petitioner owns and operates abortion clinics in Southwest and Central
Florida that offer and perform first trimester abortions. At all times relevant to this
proceeding, Petitioner has operated under the definition of first trimester commonly used
by the medical community which allows that the first trimester of 2 woman’s pregnancy
extends over 14 weeks as measured from the first day of the woman’s last menstrual
period. Petitioner was unaware that the proposed rule published by the Agency may have
- regulatory impact upon first trimester abortion clinies relying upon the Agency’s
published statement of purpose and effect that limited the scope and effect of the

proposed rule amendments to “adoption of rules for regulation of clinies providing
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abortions after the first tn:mester of pregnancy." Petitioner further relied upon the
statutory provisions restricting Agency rulemaking as to clinics that provide abortions
only during the first trimester and limiting the imposition of the terms set forth in
§390.012(3), F.S. to thoss clinics that perform or claim to perform abortions after the first
trimiester.

b. Until such time as the Agency clarifies the proposed definition of "First
Trimester”" and specifies whether the amendments to Rule 59A-9.012, F.A.C. apply to all -
abortion clinics or just those providing abortions after the first trimester, Petitioner may
be forcec} to comply with the proposed rule that is the subject of this challenge, the
provisions of which were clearly intended by the Legislature to apply only to clinics

providing abortions after the first irimester,

DISPUTED ISSUES OF LAW

17. Disputed issues of law include, but are not limited to:

a. Whether the Agency has exceeded its grant of rulemaking authority;

b. Whether the Agency’s proposed rule enlarges, modifies or contravenes the
specific provisions of Chapter 390.012, Florida Statutes.

c. Whether the Agency’s proposed rule is without statutory anthority.

d. Whether the Agency’s proposed rule is unclear, vague, and sets forth
inadequate standards by which a provider can have knowledge as to whether a certain act
constitutes a violation under the rule, |

e Whether the Agency failed to publish proper notice of the proposed rule to

all affected parties as required by law.

1




£ Whether the Agency’s proposed mle imposes an unconstitutional burden

on a woman’s freedom to decide whether to terminate her pregnancy.

DISPUTED ISSUES OF MATERIAT FACT
18.  Disputed issves of fact include, but are not limited to:
a, Whether the Agency’s proposed rule is vague, fails to establish adequate
standards for agency decision, and vests unbridled authority in the Agency; and
b. Whether the Agency’s proposed rule is arbitvary and capricious.
c. Wheth;er the Agency’s proposed rule imposes an unconstitutional burden

on a woman’s freedom to decide whether to terminate her pregnancy.

NOTICE
19.  Petitioner received notice of the proposed rule from a review of Volume
32, Number 21 of the Florida Adminisirative Weeldy (May 20, 2006). Although
Petitioner did not participate in the workshop and public hearing on the proposed rule
amendments held by AHCA, this petition is fimely filed within 10 days following the last

public hearing as required pursuant to §120.56(2)(a), F.S.

RELIEF REQUESTED
WHEREFCORE, Petitioner respectfully requests as follows:
a. That this matter be assigned to an Administrative Law Judge in
accordance with the provisions of Chapter 120, F.S.;
b. That the proposed rute be declared an invalid exercise of delegated

legisiative anthority;
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c. That Petitioner be granted reasonable costs and attomeys fees as set forth
in §120.595,F.S,; and
d. That Petitioner be granted such other relief as is deemed just and proper.

Respectfully submitted this 3 day of July, 2006.

p 1978

ALLEN R. GROSSMAN

Florida Bar Number 0382388

Gray Robinson, P.A.

Suite 600

301 South Bronough Street (32301)
Post Office Box 11189

Tallahassee, K1, 32302-3189

(850) 577-9090 Tel.

(850) 577-3311 Fax.

Attorney for Petitioner

CERTIFICATE OF SERVICE
1 HEREBY CERTIFY that on this 3™ day of Tuly, 2006, the original and one copy
of the foregoing have been filed with the Division of Administrative Hearings and a true
and correct copy of the foregoing has been provided by Hana Delivery to Richard Shoop,

Agency Clerk, Agency for Health Care Administration, 2727 Mahan Drive, Mail Stop #3,

/%/jm

ALLEN R. GROSSMAN

Tallahassee, F1. 32308.
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officer lientenant or above, who will be responsible for hearing
diseiplinary reporls. The correctional officer chief shall

designaie a correctinnel officer sergeant as a substitute team
member only if neither s lieutenant nor captain is gyailghle and
anly when such substitution is shsolutely necessary.

(9) Hearing Officer — An employee, swhe-is-of-the-renk-of
Heutensnt—or—higher who will be responsible for hearing
diseiplinary reports designated as minor.

{10) through (16) No change.

Specific Authority 944.69 FS. Law lmplemented 20,315, 944,09 F8.

History-New 3-12-84, Formedy 33-22.02, Amended 12-30-85,
10-01-95, Formerly 33-22.002, Amended 5-21-00, 2-11-01, 5-16-14,

NAME OF PERSOW ORIGINATING PROPOSED RULE:
Franchatts Barber, Deputy Assistant Secretary of Insiitulions —
Programs

NAME OF SUPERVISOR OR PERSON WHO APPROVED
THE PROPOSED RULE: George Sapp, Assistant Secretary of
lnstitutions

DATE PROPOSED RULE APPROVED BY AGENCY
HEAD: May 15, 2006

DATE NOTICE OF PROPOSED RULE DEVELOPMENT
PUBLISHED IN FAW:; May 7, 2006

- AGENCY FOR HEALTH CARE ADMINISTRATION

Division of Health Quality Assurance
RULE CHAPTER NO.: RULE CHAPTER TITLE:

594-9 Aboriien Clinics

RULE NOS.: " RULE TITLES:

39A-5.018 Purpose

59A.9.119 Definitions

59A-9.020 Licensure Procedures

394-9.021 Investigations and License and
Validation Inspections

39A-0.022 Physical Plant Requirements for
Abortion Clinics When Providing
Second Trimester Abortions

50A-5.0225 " Clinic Supplies and Equipment
Standards for Second Trimester
Abortions

39A-9.023 Clinic Personnel

39A-9.024 Clinic Policies and Procedures for
Second Trimester Abortions

39A-9.025 Medical Screening and Evaluation of
Patients Receiving Second
Trimester Aborlions

59A-9.024 Second Trimester Abortion
Procedure

59A-9.027 Recovery Room Standerds for

Second Trimesier Aborlions

2406 Section II - Proposed Rules

S9A-9.028 Post Procedure Follow-up Care for
Patlents Receiving Second
Trimester Abortions

59A-9.029 Ahoriion Clinic Incident Reporting
for Second Trimester Abortions

59A4-9.030 Disposal of Fetal Remains

59A-9.031 Clinical Records

59A-9.034 Reports

PURPOSE AND EFFECT: The Apency proposes o revise
Chapter 39A-9, Floride Administrative Code, consistent with
pravisions of Chapler 2003-93, Laws of Florida, which revised
Section 390.012, F.S. The law provides for adoption of rules
for regulation of clinics providing esbortions after the first .
trimester of pregnancy, )
SUMMARY; The proposed mnile revisions establish criteria for
ebortion clinic’s physical facilities, supplies end equipment,
clinic personnel, medical screening end evaluation, abortion
procedures, recovery room standards, follow up care and

‘incident reporiing.

SPECIFIC AUTHORITY: 5%0.012 8,

- LAW IMPLEMENTED: 350.012 FS.

IF REQUESTED WITHIN 21 DAYS OF THE DATE OF
THIS NOTICE, A HEARING WILL BE HELD AT THE
DATE, TIME AND PLACE SHOWN BELOW (IF NOT
REQUESTED, THIS HEARING WILL NOT BE HELD):
DATE AND TIME: June 22, 2006, 1:00 p.m. - 5:00 p.m.
PLACE: Agency for Health Care Administration, 2727 Mehan
Drive, Building #3, Conference Ropm A, Tallahassee, FL
32308 )

THE PERSON TO BE CONTACTED REGARDING THE
PROPOSED RULES IS; M. Riley Gibson, Bureau of Health
Facility Regulaticn, 2727 Mahan Drive, Tallahassee, Florida,
or call {850)922-7752

THE FULL TEXT OF THE PROPOSED RULES 18:

59A-9.018 Purpose.
The agency adopts the following minimum rules and standards
governing services in the first and second trimesters provided
in an abortion clinic to comply with the requirements of
Chapters 381 and 390, F.S.

Specifie Authority 350,812 F5. Law Implemented 3810012, 382,

390,011, 390012, 390.013 FS. History-New 6-13-90, Formedy
10D-72.018, Repromulzpled N

39A-9.019 Definitions.
The following definitions shall apply specifically to abortion
clinics.

(1) “Abortion” means the tenmination of human pregnancy
with the intention other than to produce e live birth or to
remove a deed Jetus.
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{2} “Abortion Clinit” or “Clinic® mesns & Tacility,
institution, or place in which aborlions are performed other
than a hospitel or a physician’s office that is not used primarily
for the performance of abortions.

(3) “Anestheslologist” meons a perspn currently licensed

to practice medicine or osteopathy pursuant to Chapter 438 or
459, F8_ snd cetified by the American Board of

- Anesthesiolopy. “Censulisnt” —neans—an—inaividual—whe

33 |
HESEReE—eHther-Bpon-Fegus pr-Gfi-the

{4) “Advanced Repistered Nurse Practitioner, (ARNP)®

IeRns 8 jcensed pursnant 1o Chapter 464,
ES.

(568 “Apency” “AHCA® means the Agency for Health
Care Administration. ,

(6) “Certified Repistered Nurse Anesthetist. (CRNA)”
megns & person currently Heensed pursuant to Chapter 464,
ES.. and eertified by the Cooneil on Certification of Nurse
Anesthetists.

(7) “Clinical staff* means the jndividusls employed full or
part time by an abortion clinic who are licensed or certified to
provide care prior to, during, or after an ahortion.

(8) “Depertment™ means the Depariment of Health,

{9} “F.A.C." means the Floride Administrative Code.

(10¥6) “Facility” means those objects, including physical
plant, equipment, and supplies necessary for providing

- required services, o
(118 “Hospital™ means a facility licensed under Chapter
. 395,F.8.
{12)¢%) “License™ menns the certificate issued by the
agency for tic operetion of the fecility. This document

{3an

constitutes the authority to receive patients and to perform the

services included within the scope of this rule and as specified
on the license.

{13)5} “Licensed™ means that person or facility to which
the term is applied has a current or valid license, certificate or
registration issued by the State of Florida ¢ follow his
profession ar vocation within the State of Florida, and when
applied to a health care fecility means thet the Tacility has a
cuszent ficense issued by the soeney AHCA,

(14138} “Licensee” means the person who hss been
granted a license to operate an sborifon clinie and who hes
sliimate authorfty ond responsibility for the operstion,
management, control, condact, and functioning of the aborlion
clinic.

(15041 “Licensure” mesns the process of oblaining
official or legal permission 1o aperate an abortion clinic.

; ::--:.- i :..-. eEpis
ia pialide CHTE FEiEi EEJ dm-ﬁig! & aiEEI a5 &bai B.ai“

{16) “Licensed Practical Nuyse. (I.PN.}" means 8 person
currently licensed as an L.PN. pursnant to Chapler 464. F.S,

{17y Medical Director™ means a physician licensed under
Chapter 458 or Chapter 4359, ES.. and who admiiti
privileges st a Hoensed hospital in this state or bas o transfer
apreement with a lieensed hospital within reasonable proximity
of the abortion clinic,

{18} “Patient” means any women receiving serviees in
an abortéon clinic.

(1934} “Person™ meens eny individuai, firm, parinership,
corporation, or association,

200 “Physician _Assistant. AJ" mesns 8 _ person
carrently licensed ss g PA, purssant to Chapter 458 or 459
ES.

{21)15) "Physician” means & person currently physisian
licensed 1o practice medicine or osteopathy pursusnt te
Chapter 458 or 439, F.8, snder-Chapter458-or-Chepter 459

! £ibo United S i

(22636} “Premises” means those buildings, beds, and
facilities of the clinic snd all other buildings, beds, and
facilities for the performance of abortions located in such
reasoneble proximity to the mein address of the licensee and
appesr to the public to be under the domain and the control of
the licensee,

{23} “Ressonshle proximity” means 8 distance not {o
exceed thirty (30) minutes irensport time by emergency
vehicle.

24) “Repjstered Professional MNurse, (R.N.Y® means g

person currently licensed as B RN, pursusnt 1o Chapter 464,
ES.

25) “Trimester” 5.8 12-week period of pregnancy.

{a) First Trimester. The first 12 weeks of pregnancy,

{b) Second Trimester. Thot portion of 8 pregmency
follgwing the 12th week and extending through the 24¢h week
of gestation.

{c) Third Trimester. That portion of pregnancy beginning
with the 25th week of gestation.

{26) “Volunteer” means a person who is nol emploved by
the facility who interects with patients on beha!f of the shortion

elinic.

Specific Authority 390.012 FS. Law Implemented 390,011, 390.012,
390.033 FS. History—New 6-13-90, Amended 4-17-93, Formerly
10D-72.015, Amended 8-24-94

39A-9.020 Licensure Procedures.

(1) All persons plapning zentersplating the operation ofan
abortien clinic under the provisions of Chapler 390, F.5., shall
make epplication for a licenss to the Agency for Healih Care
Administration, Office of Health Facility Regulstion,

Section II - Proposed Rules 2407
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Tallahassee, Florida, on Agency Form 3130-1000-revised July,
2005 MAR—94, “Abortion Clinic Licensure Applicaton”,
hereby incorporated by reference, which con be obiained from
the Apency for Health Care Administration, Bureau ©ftes of
Health Facifity Repuletion, Tallahassee, Floride, or on the

egency website, and must shal} receive a license prior to the
acceptance of patients for care and treatment. The application
shall be made under oath and shel) contain such information as
the agency AdHEA reasonably requires, which may include
evidence of the applicant’s ability to comply with applicable
[aws and rules.

(2) A license fee of $250 shall accompany the application
for a lcense or a license renewal, The license fee shall be made
payable to the ageney and Is not refundable.

(3) Each license shail be valid only for the persons to
whom it is issued and shall not be subject to sele, assigament,
or other transfer, voluntary or involuntary, nor shall & license
be valid for any premises other than for which it wes originally
issued,

{4} A cument license shall be posied in a conspicusus
place within en the licensed premises where if can be viewed
by patiepts.

(5) A license, uniess sooner suspended or revoked, shall
automatically expire one year from the date of issuance, and
shall be renewable annually upon applicetion for renewal and
payment of the fee prescribed by these rules, provided that the
gpplicant and shortion clinic meet the requirements establishad
under Chapter 390, FS, and Chepler 55A-8, FAL
Application for renewat of a license shall be made not less than
&0 days prior to expirstion of a license on apency Form
3130-1000-revised July 2005 MAR—D4, provided by the
Apency for Heallh Care Administration Ad3E#4, Office of
Heplth Facility Regulalion, Tallahassee, Florida. The
rpnlication is also aveilable on-line at the apency wehsile,

{6) Where the agency finds that there has been a fatlure to
comply with the requirements esteblished under this part or in
rules promulgated hereunder, the agency is autharized to deny,
medify, suspend, or revoke a Ticense,

Specific Authority 390012 FS. Low Implemented 20, 42(2)(8),
390 011, 390.012, 350.014, 390.815, 330.016, 390.017, 390.018,
390.019, 350.021 FS. History-New $6-13-90, Amended 4-17-01,
10.9.91, Formerly 10D-72.020, Amended 8-24-94, -

59A-9.021 Investipations and License and Validalion
Inspections.

(1) The agency AL}EA has ihe right to enler an aboriion
clinic 10 make or ceuse to be made such inspections and
investigations, inchiding the review of all medical records,
policies. procedures. personnel records and training yecords, as
gre necessary to:

(a) Assure compliance with the licensure requirements;
and standards as speeified in statute and mle;

(b) Respond to complaints; and

2408 Section 11 - Proppsed Rules

(c) Protect the public health and safety.

{2} The agency shall conduct am anowal pnannownced
licensure inspection of all abortion clinics facifities.

(3) The fee for the renewal license shall be $250.

(4) Representatives of the agency shall have the vight to
enter upon the premises of any facility licensed or applying for
license, pursuant to this Chapter, at any reasoneble time in
arder 1o determine the state of complignce with the provisions
of Chapter 390, F.8., and these sules, providing thet such eniry
and inspection shall be made with the least pogsible disruption
to clinic activities and in & manner considerate of the privacy
and confidentiality of any patient who is present therein. Al

inspections shall be unannounced. .
Specific Authority 390,812 FS, Law Implemented 381.0012, 382,
390.011, 396.012, 390.014, 350.019 FS. History-New %5-13-90,

Amended 4-17-91, 10-9-91, Formerly 16D-72.621,
Amended . :

594.9.022 Physical Plam Requirements for Aborion
Clinics When Providing Second Trimester Abortions.
The foliowing sre minimum _standards of construction and
specified minimum _essential ical plant requirements
which must be met when providine second trimester abortions.
These,_rgquirements shall apply to_all new abbrtion clinic
construction and_shall apply to any abortion clinies receivin
an_initia] license afier the effective date of these mles when the
sbottion_clinic provides second trimester sbortions, Any
shortion clinic whieh provides second trimester abortions and
is in pperation st the time of adoption of thig rale shall be given
one year within which to comply with the physical plant
requirgments.
1} Consultation roomfs) with adeguate private space
specifically designated for iplerviewing, counsefing, _and
medical evaluations:
mmmmm
(3) Handwashinp station(s) equipped with a mixing valve
and wrist blades and located in each patient exam/procedure
!:.OQ![! 0T area !
{4) Privete procedure_room(s) with adequate Beht and
venlilation for abortion procedures; :
{5) Pos\ procedure recovery room(s) equipped to meet the
patient’s neees;
{6) Emereency exits. wide engugh lo sccommodale 8
slanderd stretcher or gurneys
{7} Clegning_snd slerilizing areafs) adequate for the
cleaning and sterilizing of instruments:
{R) Adequaie and secure slorage area(s) for the slorage ol
migdical records and necessary equipment and supplies; and
{9} If not otherwise required by the Florida Bueilding Code.
ot lesst ppe peneral use toilet room equipped with g hand
washing station.

Specific Authority 390.012(1) 8. Law !mg]emegted 390.01 203 ),
380013 FS. History-New
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50A:9.0225 Clinic Suppifes and Equipment Standatds for
Second Trimester Abortions,
(1)} Each_ sbortion elinic providing second irimester

. abortions shail provide egsentinl clinic supplies snd equipment
gz required_in subsections (1) throw when_performi

second frimester ahortions. Any such shortion clinic which is
in operation ai the time of adoption of this e and providing
cecond_trimester abortions shell be given one yesr within
which 1o meet these standards as follows:

a3 A surpica] or pynecelogicsl expmination table{s):

(h) A bed or recliner(s) suitable for recovery:

{c} Oxygen with flow meters and masks or equivalent;

{d)} Mechenical suction;

() Resnscitation equipment to include. 8t 8 minimum,

resuscitation bags and oral airways;

(f) Emergency medications, intravenous fiutds, and related

{g) Sierile sutpring eqgtipment and supplies:

) Adiustable examination light:

(i} Contaipers for soiled linen_and waste maleriels with
cavers: and

(X Appropriate equipment for the administering of genersl
snesthesia, if spplicable.

2 ency equipment shall be provided for immediate
usg, mteintained in functional_condition, and capable of
providing at least the following services: :

{2) Inhalation therapy:

() Defibrillation;

(c) Cardize monitoring:

{d} Suctioping: and

{£) Maintenance of patient airway.
(3).Anesthesia,

{a) ‘The clinic shell have apesthesie equipment maintained
in_proper working order for the appropriate administering of

peneral end focat angsthesia, snalpesia. and sedation if ordered

by the physician.
() Al reusable anesthesiz eguipment in_direct contact
with the patient shall be eleaned_or sterilized as_appro riate

aficr each use and such clesning and_sterifization shail be
documented.

{4) Resnscitative Medications Required. The clinic shall
have 8 erash cart al the location the snesthelizing is being
carded gut. The crash cart must include. ata minimum,_those

emerpency medications to support, the progedures performed as
determined by the medical divector.
5y Stedlization Eouipment. Sterilzing equipment o

anpropriate tvpe shall be available and of adequate ca acity o
properly_sterilize instruments and materials. The sterilizing
gquipmeni shall have approved control and safety fentures.

(6) Ultrasound eguipment shall be located in the elinic.

(7) Equipmeni Maintenance.

{8} When patient monitoring equipment is uitlized. 2
writtey preventive maintenance pProgram shall he developed
and implemented. This equipment shall be checked and/or
tested in sccordance with menufacturer’s specifications ai

iodic intervals, ot less than annustly, to insure proper
opemmtion, and g state of good vepair, After repairs_andfor
alterations are mede to any equipment. the equipment shall be
thoronghly lested for proper calibration before returning il to
service. Records shall be maintaingd on ench piece of
gquipment to indicate its history of testing end maintenance,

fb) All gnesthesia and surpjesl equipment shall have 8
wiitlen preventive maintenance gl develg, and
implemented. Equipment shall be checked gnd tested in
sccordance with _the menufacturer’s  specifications gt
designated intervals, not less than annually. to ensure proper
operation snd a state of good repais.

{3 All surgieal instryments shall have s written preventive
maintensnce propram developed and impl ted, Surgical
instruments, shall be eleaned end ehecked for function afteruse
1o ensure proper operation and a state of geod repair.

Speei uthority 320.032(1) FS. Law lemented 390.0
300.613 FS. History-MNew .

59A-9 023 Clinic Personnel Elinie-Siafand-Consultonts,
Abortions shall be performed only by @ licensed physician.

_ Ench ghortion elinic providing second trimester abortions shell

have a staff that is sdequately trained and capable of providing
appropriate seyvice and supervision to the patients, The clinic
will heye a position description for each position delineating
duties and yesponsibilities and meintain w' rsonngl_records for
gl employees performing or monitering patients receiving a
second irimester sborlion. Any sbodion clinic which is in
operation &t the time of pdoption of this rule and performing,
cecond timester shortions shall be given six months within
which to comply with these elinical staff’ requirements as
foliows; '

{1)_Physicians. The clinic shall desienate 8 licensed
physician to serve as g medigal director.

{2} Nursing Personnel. Nursing personnet in the clinie
shall be poverned by written policies and proeedures relating to
patient care, establishment of standards for oursine care and
mechanisms for eygluating such care, and musing SETViCes.

(3) Allied hepith professionals. working under sppropriate
direction_gnd supervision, may be emploved to work anty
within areas where their competency has been established.

{4)_Orientation. ¥ach facility shall have end_execule a
written_grientation propram to familiarize each new staff
member, including volunteers, with the facility and its policies
pnd procedures, to include, as 8 minimum, fire safety and other
sefety measures, medical emergencies, snd infection control.

5] In-service Training. In-service iraining programs shall
be planned and provided for all employees inciuding full time,
pert time apd contreel employees. At the begjnping of

Section 11 - Proposed Rules 2409
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emplovment and at least annuelly thereaRter and will also apply
1o all voluptesrs to insure and meintain their understanding of
their duties and responsibilities. Records shall be maintained to
reflect propram conient and individoal attendance. The
following taining shall be provided gt least annvally, and for
surpical assistants and volunteers, mwust inchide treining in

" connseling, petient advocacy and specific responsibilities
associaled with the services they provide:

{8) Infection gontrol. to inclpde as a minimum, universal
precautions ggainst blood-borne diseases, genersl senitstion,
persongl_hypiene such as hand washinp. use of masks and
ploves. and ipstruction to steff 3f there is s likelihood of
transmitting & disease to patients or other staff members.

{h} Fise protection. to include evacuating patients. proper
use of fire extingwishers, and procedures for reporting fires:

{c) Confidentiality of patient information and records. and

{0) Licensinp repulations: apd

{e) Incident reporting.

Specific Authority 390.012 FS. Law Implemented 381.0012, 382,

390011, 390.012, 350.013 FS. History-New 6-13-50, Amended
4.17.91, Farmerly10D-72,023, Amended R

59A-0.024 Clinic Policies and Procedures for Second
Trimester Abortions,

An gbortion clinic providing second trimester abortions shall
hay itten policies end procedures ic im ent polieies end
1o assure that quality patient care shell refate specificelly to the
fupctional _activities of clinic serviees. Thess wuitten

rmcedures shall eppiy 1o second trimester abortions and shall

he available and sccessible to clinic personnel and sheli_be

reviewed and opproved smpually by the clinic’s medical

director. _Any sborticn clinic which is in operation at the time
of pdoption of this rule and providing second  trimester

shartions shall be given six months within which to comply
with these clinic policies_and procedure requirements which

shall include but not be limited to the following:
{1) Patigpt sdmission;
{2} Pre- and post-operative carg;
{3) Physician’s orders;
{4) Stending orders with required signatures:
{5) Medications, storage and administration:
{6) Treatments;
{8} Medial asepsis;
{9) Sterilization and disinfection;
(10} Docymentation: Medical records and facility records;
(11) Patient discharge:
{12} Patient wransfer;
(13) Emergency measures;
{14) Incident reparts:
{13) Personngl ardentation:
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{16) Inservice education record;
{17) Anesthegia:
18 uipment  and
mainlenance;
1 ears: and
(20) Visitors.
Specific Authority 300.012(1) F5. Law imuolemented 300.012(3)c)

3 ew .

fes:  aveilability  and

59A-9.025 Medical Sereening and Evalustion of Patients
Receiving Second Trimester Abortions.

(1) Ench sbortion clinic that provides second trimester
gbortions shali formulate and_adhere to written pabient care
policies snd procedures designed to ensure professionat and
sufe care for patients undergoing second frimester aborions
and_shejl maintain o medical record for erch such patient that
records history, care snd services.  Any abortion clinic that
perfoms second, trimester sbortions which is in_eperation at
the time of adoplion of this tule chatl be given six months
within which to comply with these patient care policies and
procedures for patients undergging second trimester shortions,
to include but not limited to the following: :

{g) Admission criterin and procednres; ,

Identiffeation in the medical recowd of phivsician(s) and
purse(s) involved in providing the services offered for patients
undereping second trimester shortions;

{c) Specific delgits mparding the pre-operstive procedures

1. Hisiorv__end ghysical examination, to inclede
verification of pregnancy, estimation of gestational age,
identification of any preexisting conditions or complications:
inghuding_aliersies to medications, entiteptic zolutions, or
latex: and a comgplete obstetric and gynecological histery.

2. Special examinations, lab procedures. andfor
consultations required, to inciude ulirasonopraphy to confirm
gesiafional see and a_physical exsmination inclnding a
himanusl examination estimating uterine size and palpation o
the adnexa. The physician shall keep original prints of each
ultrasonnd_examination of a patient in_the patient’s medical
history file. For _sn ohoriion in which an ulivacound
examingtion is not performed before the abortion procedure,
urine_or blood lests for prepnancy shall be performed before
the abortion proceduse. '

(2) Lahoratory Services.

(8)_ Laboratory. services shall he provided on-site or
through  srrengement  with = Jsboratory thet holds the
aporoprigle  federal  Clinical  Leboraiory  Improvement
Amendments (C1]A) certificate and state of Floride clinical
Jeboratory license issued pursuant to Chapter 483, Parl .
Floride Statuies.

{b).. Al laboratory services provided on-site shell be
perfosmed _in _compliance with state of Florida clinical
laboratory licensure gpd federl CLIA provisions.
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(3)_Laboratory Equipment end Supplies.
~ {8) All equinment and supplies for the collection, storage,
and testing of sperimens sheil meet the provisions of Chapter

59A-7. FA.C. and shall be mainisined according _to
manufacturer’s instructions and in_a_mpanner thet ensures
" poourate test results,

(h)__Tempsrature controlled spaces for the_storage of
snecimens or testing suopfies shal! be monitored and recorded
1o ensure that the proper storage temperature is meiniained,

{c}_All dnted supplies and maierials shall not be used
beyond their expiration daie,

uate faciliies end supplies for the col
storage apd transportation of laboratory specimens shall he
available on site.

4y Rh factor. Rh testing for Rh nepative patients shall be
copducted, uniess refiable written documentation of blgod type

"< aveilable,

(5} Allrlabnramg,: tesl reports shall be placed in the
patient’s medicel record.

{6) Al igborstory test and siornge argps. recovds and
reports shall be aveileble for inspection by the apency.

if J1e) is not & sician_performs an
1 und exsmination. that person shall have docnmented
evidence that he or she has completed s course in the pperation
of uitrpsound eqnipment. The physician, repistered purse,
lice ractical nurse, advanced registered nurse practitioner
or physician assistapt shall, at the request of the tient &
before . the shortion Esocadure is performed. review ihe
uitrasound eygluation results with the patient. inciudipg an
estimate of the probable gestational age of the fetus,
{8) A test for apemia shall be performed.

Specific Anthority 390.012{1) FS. Law Jmplemented 390.012¢3%(d),
300,013 FS, History-New

30A-0.026 Second Trimester Abortion Procedure,

309A-0.036 Second 1rimester A borlion : IMOCEIUTE,
Anv abortion clinic which is providing second trimester
abortions must be in compliance with the following standards

Iative lo second Bimester abortion procedures. ortion

¢linic in_operation a1 the time of adoption of this rule. when

performing_second trimester_ghortions shall be siven six

months within which to comply.

(1) A physician, registered purse. licensed practical nurse,
advenced repislered nursg practitioner, or physician gesistant
shall be evsilable to afl patientc {hroughout the sboriion
progedure,

(2} _The abortion procedure  will be performed _in
accordance with obstetric standards and in keeping_with
ectablished standavds of care reparding the estimation of
pestational age of the fetus, ‘

{3) Anesthesia_service shall be orpenized wnder written

policies and proceduges relating to anesthesia staff privileges.
the administration of anesthesia. and the maintengnge of strict

e B0 S ) s e A e

safety contyols,

{4) Prior to the edministration of enesthesia, patients shalf
have a.history end physical examination the individual

administering_anesthesia, including laboratory analysis when
mdicated.

(3) Appropriate precantions, such s the establishment of
intrevenous sccess at least for patients underpoing posi-first
irimestes nhortions. '

(6) Appropriate monitoring of the patient’s vital sipns by
professiopals licensed and qualified to assess the patient’s
condition will oceur throughout the sbortion procedure and
during_the recovery pericd until the patient’s condition as
specified b e_of ahorlion cedure nerform:
geemed to be stnble in the recovery reom.

EBClﬁ(: Autherity 390.013(1) FS. Law Imglemenled 390 612[3He),
300.013 FS. Hislory—New

59A—9.D2’l Recovery  Roonm  Standards
Trimester Abortions.

Fech_nbortion_clinic which is providing second trimester
abortigns  shell comply with the following recovery woom
standa oviding_seconc ester_pbortions.  An
ghortion_clinic_providing second trimester ghortions and in
operation et the time of adoption of this mle shall be siven one
yesr within which to comply with these standards,

(1) Following the procedure. post procedure recovery
rooms will be supervised snd staffed to meet the patient’s
peeds. A physician or physicien assistant, a ligensed registered
nurse, g licensed practical muse or sn advenced repistered
nurse practitioner who_is treined in_the menagemert of the
recovery aren shall be ovailgble 1o monitor the patient in the
recovery room tntil the patient is disgharged. The individual
must be certified in basic cardippulmonary resnscitation. A
paiient in the posi-operative or recovery yoom shalt_be
observed for s long os the patient’s condition warrants.

{7} The clinic_shell armnge hospitelizetion if any
complication beyond the medical eapability of the stefi cceurs
or_is suspected. The clinic shall ensure that afl_sppropriate
equipment and services are readily sccessible to providg
appropriate emergen resuscitative gnd_life  support
procedures pending the transfer of the patient or a visble fetus
to the hospital. A physicien shall sipn the discharoe order and
he readily accessible and syailsble until the lsst patient is
discharped to facilitate the transfer of emerpency cases if
hospitalization of the petient or visble fetus is necessary. The
clinic medical records_ documenting earg _provided shall
sccompany the patient. These reg will inctude the contac
information for the physician who performed the procedure ai
the clinic.

{3).A physicien shall discuss Jobulin
with each patient for whom it is indicated and witl_ensure that
it Is offered to the patiept in the immediate postoperniive
period or that it will be available to the patieat within 72 hours
follawine completion of the ahortion procedure. Tf the palient

for _Second

immune
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‘refises the Rho (D) immune globelin, refisal  Form

the time of adontion of this rule shall be given six months

3130-1002, herein incorporated by reference. shall be sizned
by the patient erd & witness. snd shall be included in the
patient’s medical record,

{4) Written instructions with regard to post abortion coitus,
siens of possible medieat complications. and seneral afiereare
shall be given to each patient, Each patiem) shall have specific
viritten _instructions reparding access 1g medical care for
complicetions, including s_tel ne_number to call for
medical emernencies, The physician will ensure that either 8
registered murse. Jiegnsed practesl nurse, advanced repisigred
nurse practitioner. or physician sssistant from the sbortion
clinic makes # oood faith effort 1o _contact the patient b
- teiephone, with the patient’s consent, within 24 hours afler
surpery 1o as5ess the ient’s recovery. A contact for
post-operative care from the facility shall be gvailable o the
patient oo & 24-hour hasis.

5} Facili cedures must specify the minimum length
of time _for recovery AS warranted by the pracedure tvpe gad
gesiation peciod, )

Specific Authorty 390.012(1 Law Implemented 390.012

59A-9.028 Post Procedure Follow-up Care for Patients

Receivipg Second Trime: rHonS.
abortion_clinic_which s providing second rimester

phortions_shall comnt the following post procedure

follow-u nirements  when B _SECOn

trimester sbortion, Any shortion clinie eperating at the ime of
adoption of this rule sheil be siven stx months within which to
comply.

[1) The glinic shall offer & post shortion medical visit thal
includes a medical examination end a Teview of the results of

1] aboratory tests, '

{2} A urine prepngncy test will be gbtained at the time of
the_foliow-up_visit to rule out continuing pregnancy. Ifa
continuing__pregogncy is suspected, the patient shall he

gvalunted and = physicien who performs abortions shall he
conguited,

{3) The dlinic shall provide for the education of the patient
in_post-procedure care. inclading specific_instructions in case
of emergency. -

Spacific Aunthority 398.012{1} £S, Law I
308013 F3. History-New .

ented 39

504-9,029 Abortion Clinic Incident Reporting for Second
Trimester Abortions.
This section_shell apply to incidepts involving palients
receiving second trimester abortions in_sny aboriion elinic
praviding second trimester_ abortions. _Those abortion_clinics
providing second trimester sbortions which are in pperation at
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within_which o comply with the following clinic ineident
reporling requirements.

(1) At 2 minimum an shortion clinic shall record eagh
incident that resulis in serious injury te a patiept ss defined in
Section 390.012(3)(h)1., FS.. or a vieble fefus st sn ahortion
clinic_snd_shall report en incident in writing to the psency
within 10 days after the incident sceurs.

(2) I a patient desth occurs the abortion clinic shall repon
the death 10 the deptrtment and the spproprigte regulslocy
board not later than the nexi worlcday. The report to the
department shell be filed as_required Rule 64V-1.6061
EALC

Specific_ Authority 390 012{1) FS. Law Implemen!ed 3090.012{3Y(h).
390.013 FS, Hist .

594-9.030 Disposal of Fetal Remains.
Felal remains shall be disposed of in a senitary and appropriate
manner and in accordence with standard health practices and
Chapless 381 and 390, F.S. and Chapter 64E-16 15D-164,
FAC.

Specific Authority 390.012 F5. Lew Implemented 381.0012, 382,
396,011, 398.012 FS. History-New 6-13-90, Amended 4-17-91,
Fonn&rlylll]}~72.03ﬂ Amended .

59A.9.031 Clinicel Records.

(1) A permaneni individual clinical record shail be kept on
each clinic patient.

{s)_Clinieal _vecords shell be completc- accurately
documented, and systematicaily orpanized to facililate storape
and retrieval.

{b)_Clinica] records invelving second trimester shortion
progedures shall be kept confidential end secure. '

{c) Operativg regorts signed by the physician performing
the second trimester abortion shall be recorded in the clinieal
record _immediately following_the procedure or thet san
operative progress nole is entered in the glinical record to
provide pertinent information.

(2) Clinical records shall be kept on file fm' a minimum of
five years from the date of the last entry.

Specific Audhority 390.012 FS. Low Implemented 381.0012, 383,

390311 390512, 390.013 FS. History-New 6-13-50, Amended
4-1791, annerlleD-?lﬂB] Amended

59A-6.034 Reports.
Pursuant to Chapters 382 and 320, F.8., an abortion clinic must
submit a report each month to the Office of Vitel Statistics of
the Department of Heslth and—TRehsbilitative—Serviees,
separdless of the number of terminations of pregnancy.
Monthly reporls must be received by the depariment within 30
drys following the preceding month using DOH HRS Form
1578, November 1999 May—594, ‘Report of Induced
Termirations of Pregnancy™, hereby incorporaled by reference,
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and which can be obtained from the Department of Health ead
Rehabilitative Serviees, Office of Viiel Stalistics, Jacksonville,
Florida,

Specific Awhority 390,012 F5. Low Implemented 20.42(2)(a),

382,002, 390002, 390.011, 380.012 Fs. Hislory-New 6-13-90,
Formerly 10D-72.034, Amended §-24-04

NAME OF PERSON ORIGINATRYG PROPOSED RULE: M.
Riley Gibson, Buresu of Healih Facility Regulation, Division
of Health Quality Assurance

NAME OF SUPERVISOR OR PERSON WHO APPROVED
THE PROPOSED RULE: Elizebeth Dudek, Deputy Secretary,
Health Quslity Assurance, Agency for Heallh Cuare
Administration

DATE PROPOSEDR RULE APPROVED BY AGENCY
HEAD: May 15, 2006

DATE NOTICE OF PROPOSED RULE DEVELOPMENT
PUBLISHED IN FAW: Qctober 21,2005

DEPARTMENT OF BUSINESS AND PROFESSIONAL
REGULATION

Division of Hotels and Restaurants

RULE CHAPTER NO.: RULE CHAPTER TITLE:

61C-5 Florida Elevator Safety Code

RULENG. RULE TITLE:

61C-5.007 Fees; Certificates of Competency,
Renewai

PURPOSE AND EFFECT: The purpose of this rule
amendment is to implement the statutory requirements of
Section 399.01(14)-(13), Florida Statutes, throngh the
adoption of the insurance requirements for independent
certified elevator inspectors and cerified elevator
technicians.

SUMMARY: This proposed mle amendment provides
insurence requirements to be earried by cenified elevator

inspectors and certified elevator technicians working
independent of a registered elevator company.
SUMMARY OF STATEMENT OF ESTIMATED

REGULATORY COST: No Statement of Estimated Regulatery
Caosis has been prepared.

Any person who wishes 10 provide information regarding the
stelement of estimeted regulatory costs, or o provide a
proposal for 8 lower cost regulatary alternative must do so in
wiiting within 21 days of this notice.
SPECIFIC AUTHORITY: 399.001,
399.10 F8.

LAW IMPLEMENTEL: 399.01(14), (15) FS,

IF REQUESTED WITHIN 21 DAYS OF THE DATE OF
THIS NOTICE, A HEARING WILL BE SCHEDULED AND
ANNOUNCED IN THE FAW:

399.01{14), (15),

THE PERSON TO BE CONTACTED REGARDING THE
PROPQSED RULE 1S: John Calpini, Buresu Chief]
Department of Business and Professional Regulation, Division
of Hotels and Restaurants, 1940 North Monoe Street,
Tallahassee, FL 32399-1012; telephone: (850)488-1133

THE FULL TEXT OF THE PROPOSED RULE I8:

61C-5,007 Feas; Certificates of Competency, Renewal.

(1) through {5} No change,

{6} Each elevetor company employing g person or persons
to_construet, install, inspect. maintain, o repeir any vertical
conveyence resulated by the bureay, must register and have on
file with the division 2 valid Certificete of Comprehensive
General Liability Insurance evidencing coverage limits in the
minimum amounts of $100,000 per person and 300,000 per
occurrence and the name of at Teast one employee who hoids a
current Certificate of Competency issued pursuant to Seclion
399.01(17) 399:645, F.8.

{7)No chanpe.

_ (B) Each cerified elevater inspector and esch certiffed
glevator technician who, independent of » repisters
com us defined in Section 399.01(13), F.S., performs
services on any vertical conveysnce regulated by the hureay
must have on file with the division_a valid Certificete of
Comprehensive Cenergt  Lishility Insurance evidencing
coverage limits in the minimum amounts of $100.000 per
person and $300,000_per occurrenee prior to performing any
serviees independent of a repistered elevator company.

Specific Authority 392.081, 399.043, 389.02¢548) 399.10,
199,105(2) FS. Lew Implemented 395.01(13), 399 01(14]&
300.6H15),_399.01(17) 399:-0HSKL) FS. History-New 10-8-81,
Amended 11-27-83, 2-19-84, Formerly 7C-5.07, Amended 4-11-91,
Formerly 7C-5.007, Amended 2-2-94,

NAME OF PERSON ORIGINATING PROPOSED RULE:
Jobn Calpini, Bureau Chief, Division of Hotels and
Restaurants, Department of Business and Professional
Regulation )

NAME OF SUPERVISOR OR PERSON WHO APPROVED
THE PROPOSED RULE: Simone Marstiller, Secretary,
Department of Business and Professional Regulation

DATE PROPOSED RULE APPROVED BY AGENCY.
HEAD: May 3, 2005 ’

DATE NOTICE OF PROPOSED RULE DEVELOPMENT
PUBLISHED IN FAW: Februery 24, 2006

DEPARTMENT OF BUSINESS AND PROFESSIONAL
REGULATION

Board of Cesmetology
RULE NO.: RULE TITLE:
61G5-24.020 Special Assessment Fee

PURPOSE AND EFFECT: The rule will impose a one-lime fee
assessment on all license and registration holders.
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officer lieutenant or above, who will be responsible for hearing

disciplinary reports. . The_comrectional officer chief shall
desipnate a correctional officer serpeant as 8 substitute team
member only if nefther a lieutenant nor captain is avajlable and
only when such substitition is absolutely necessary.

{9) Hearing Officer — An employee, who-is-of therank-of
Lieutensnt—or—highes who will be responsible for hearing
disciplinary reports designated as minar.

(10) through (16) No ehange,

Specific Authority 944,09 F8. Law Implemented 20,315, 944.02 F5.

History-New 3-12-84, Formerly 33-22.02, Amended 12-30-86,
10-01-95, Fommerly 33-22.802, Amended 5-21-00, 2-11-01, 9-16-04,

NAME OF PERSON ORIGINATING PROPOSED RULE:
Franehattn Barber, Depuly Assistant Secretary of Instiiutions —
Programs .

NAME OF SUPERVISOR OR PERSON WHO APPROVED
THE PROPOSED RULE: George Sapp, Assisiant Secretary of
Institutions

DATE PROPOSED RULE APPROVED BY AGENCY
HEAD: May 15, 2006

DATE NOTICE OF PROPOSED RULE DEVELOPMENT
PUBLISHED IN FAW: May 7, 2006

AGENCY FOR HEALTH CARE ADMINISTRATION
Division of Health Quality Assurance
RULE CHAPTER NO.: RULE CHAPTER TITLE:

59A-9 Abortion Clinics

RULE NOS.: RULE TITLES:

504-9.018 Purpose

59A-0.019 Definitions

39A-.020 Licensure Procedures

59A-9.021 Investigations and License and
Validation Inspections

39A-9.022 Physical Plant Requirements for
Abortion Clinics When Providing
Second Trimester Abortions

50A-9.6225 " Clinie Supplies and Equipment
Standards for Second Trimester
Abortions

594-9.623 Clinic Personnet

59A-9.074 Clinic Policies and Procedures for
Second Trimester Abortions

394-9.025 Medical Screening and Evaluation of
Patients Receiving Second
Trimesler Abortions

594-9.026 Second Trimester Abortion
Procedure

59A-9.027 Reecovery Room Standards for

Secend Trimester Abortions
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33A-9.028 Post Procedure Follow-up Care for
Patienis Receiving Second
‘Trimester Ahortions '

59A-5.029 Abortion Clinic Incident Reporting
for Second Trimester Abortions

59A-5 030 Disposal of Fetal Remains

59A-6.031 Clinical Records

59A-9.034 Reports :

PURFOSE AND EFFECT: The Agency proposes io revise
Chapter 59A-2, Florida- Administiative Code, consistent with
provisions of Chapter 2005-95, Laws of Floride, which revised
Section 390.012, F.S. The law provides for adoption of rules
for regulation of clinics providing abortions efter the first
trimester of pregnancy.

SUMMARY: The proposed rule revisiong establish criterln for
sbortion clinfe’s physical fucilities, supplies and equipment,
clinic personnel, medical sereening and evaluation, abortion
procedures, recovery room stundards, follow up care and
incident reporting.

SPECIFIC AUTHORITY: 390.012 FS.

LAW IMPLEMENTED: 390,012 FS.

IF REQUESTED WITHIN 21 DAYS OF THE DATE OF
THIS NOTICE, A HEARING WILL BE HELD AT THE
DATE, TIME AND PLACE SHOWN BELOW (IF NOT
REQUESTED, TEIS HEARING WILL NOT BE HELD):
DATE AND TIME: June 22, 2006, 1:00 p.m, — 5:00 p.m.
PLACE: Ageney for Heslth Care Administretion, 2727 Mahen
Drive, Building #3, Conference Room A, Tallahassee, FL
32308

THE PERSON TQ BE CONTACTED REGARDING THE
PROPOSED RULES IS: M. Riley Gibson, Bureau of Health
Facllity Regulation, 2727 Maehan Drive, Tallahassce, Florida,
or cail (850)922-7752

THE FULL TEXT OF THE PROPOSED RULES IS:

59A-9.018 Purpose.

The agency adopts the following minimum niles and standards
Eoveriting services in the first and second trimesters provided
in an aborion clinic to comply with the requirements of
Chapters 381 and 390, F.5.

Specific Authority 399512 FS. Law Implemented 3810012, 382,
350.011, 390,012, 390,013 FS. Ristory-New 6-13-90, Formerly
18D-72.018, Repromulgated .

39A-9.019 Definitions.
The following definitions shall apply specifically to abortion
climics.

(1) “Abaorlion™ means the termination of human pregrancy
with the intention other then o produce a live birth or to
remove & dead fetus.
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(2) - “Aboriion Clinic™ or “Clinic” means & facility,
institution, or place in which abortions sre performed other
than & hospita! or & physician’s office that is not used primerily
for the performanee of abortions.

(3) “Anssthesiolopist™ mesns 3 person curreptly licensed
1o practice medicine or gsieapathy pursuant 1o Chapler 458 or
4595, F.B.. and certified by the Americen Bosrd of
Angsthesiology, “Coensultat —mesns—an—individunl—nhe

2}
. 1.

effilinfennpreement:
{4) “Advanced Registered Nurse Peactitioner. (ARND)®

mesns 8 person currently licensed purswent o Chapler 464,
ES.

{5)64} “Agency” AHEA™ means the Agency for Health
Care Administration. ,

(6) “Certified Repistered Nurse Anesthetisi, (CRNAY!
means a person curently licensed pursoant to Chapter 464,
ES. and cerified by the Council gy Certification of Murse
Anesthelists. :

{7} *Clinica] stafT™ menns the individeals employed full or
pagt time by an sbortion clinic who are Hicensed or eertified to
pravide gars prior 10, duving, or after an gbortion.

- [8) *Depariment™ means the Department of Health,  w:

- (9} 5F.A.C.° means the Florida Administmative Code,

{106} “Facility™ meens those objects, including physical
plent, cquipment, and supplies necessary for providing

‘required services,

(11}% “Hospital” means s facility licensed under Chapter
395,FS,

(12%&) “License” means the certificate issued by the
agency for the operation of the facility, This document
constitutes the authority to receive patients and to perform the
services included within the scope of this rule and as specified
on the license,

(13}9} “Licensed™ means that person or facility to which
the term is applied has a eurrent or valid license, certificate or
repistration issued by the Stale of Florida to {ollow his
profession or vocation within the State of Floride, and when
applied to a health care facility means that the facility hus a
cursent license issued by the sgency AHGA.

{14303 “Licensee™ means the person who hes been
granted a license o operate an abortion clinic and who has
ultimate suthority and responsibility for the operation,
manggement, conirol, conduct, and functioning of the sbortion
clinic.

(15} “Licensure” means the process of oblaining
official or leggl permission 1o operate an abortion clinic.

Fe-5Eg =y

{16) “Licensed Practical Murse. (L PN.)” means a person
currently licensed es an L.PN. pursnant to Chapter 464. F.S.

(17}’ Medical Direcior™ means a physicien licensed under
Chapter 458 or Chapier 459. FS_ and who has admiiting
privileges at a licensed hospital in this state or has a tmnsfer

epreement with & licensed hnspital within regsonable proximity

(18)¢33) “Patient™ means any weoman receiving serviess in
an sbortion clinic.
(19)¢34) “Person™ means any individual, firm, partership,
corporation, or association.
20) “Physician Assigtant. (P.AY' meaps a

cumently licensed as a P.A. purspant to Chapler 458 or 459,

ES.
{21135} "Physician” means a person currently physieian
licensed fo praetice medicing or_osteopathy pursuant to

Chapter 458 or 459, F.S, under-Chepter458-os-Chapter450,
B8 19* P *‘F‘e]””; f*.ﬁe*;es**‘g "’*é‘f.“’a er-asteoprihy-in-the

(2206} “Premises™ means those buildings, beds, and
facilities of the clinic and all other buildings, beds, and
faeilities for the performance of abortions located in such
reasonable proximity to the main address of the licensee and
appear lo the public to be under the domain and the control of
the licensee.

23) “Reasoneble proximity” mesns 8 distanee not to

exceed thirty (30} minstes tramsport time by emerpetcy

vehiele,
(24} “Repistered Professional Nerse, (R.N.)® means a

person currently licensed 28 a R N. pursnant to Chapter 464,
ES.

{25} "Trimester” means a 1 2-week period of DIegnency.
(a} First Trimester. The first 12 weeks of pregnancy.

(b} Second ‘Ivimester. Thet porion of a pregnancy

following the 121h week gnd extending thrpueh the 24th week
of gestation,

¢) Third Trimester. That portion of prepnenev beejnni
with the 25th week of gestation,
26} “Volunteer™ menns a person who s not emploved

the facility who interacts with patients on behalf of the sbortion

clinig.

Specific Authority 390.012 FS, Law Implemented 390.011, 390,812,
390.013 FS. History-New 6-13-90, Amended 4-17-91, Farmerly
10D-72.019, Amended 8-24-94, .

55A-9.020 Licensure Procedures.

(1) All persons planning esatempletizg the operation of an
abartion clinic under the provisions of Chapter 350, F.S., shall
make application for g license to the Agency for Health Care
Administration, Office of Health Facility Regulation,
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Tallahassee, Florida, on Agency Form 3130-1000-revised July,
2005 MAR-D4, “Abonion Clinic Licensure Application™,
hereby incorporated by reference, which can be cbiained from
the Agency for Health Care Administration, Burean Offiee of
Heskh Facility Repulation, Tallahassee, Florida, or_on the
sgency website, end must shall receive a license prior to the
acceptance of patients for eare and treaiment. The application
shall be made under oath and shall contain such informstion as
the agency AMEA reasanably requires, whick may incleds
evidence of the applicant’s ability to comply with applicable
isws and rules. . )

(2) A license fee of $250 shall accompany the application
for e license or a license renewal. The license fee shall be made
payable 1o the agency and Is not refundable.

{3) Each license shall be valid only for the persens to
whoimn it is issued and shall not be subject o sale, ussignment,
ar other transfer, voluntary or involuntery, nor shall & license
be valid for any premises other than for which it was origineily
issued.

{4} A current license shall be posied in & conspicsous

place within en the licensed premises ,ﬁmﬁﬂﬂw&_
by patients.

{5) A license, unless sooner suspended or revoked, shatl
attomaticatly expire une yesr from the date of issuanre, and
sha}l be renewable annually upon application for renewal and
peymeént of the fee preseribed by these rules, provided that the
appiicant and aborfion clinic meel the requirements esiablished
under Chapter 390, F.5.,, and Chapter 5948, FA.C.
Application for renewal of a license shall be made not less than
60 days prior to expiration of a license en agency Form
3130-1000-revised Iufy 2805 MAR-94, provided by the
Agency for Health Care Administration AHCA, Office of
Health Faeility Regulation, Tallehassee, Florida, The
application is also avsilsble on-ling at the apency website.

{6) Where the apency finds that there has been a failure to
comply with the requirements esteblished under this part or in
rules promulgated hereunder, the apency is authorized (o deny,
modify, suspend, or :e.vcke e license.

Specific Authodty 390.012 FS. Law lwplemented 20.42(2n),
350.011, 350.012, 350.014, 390.015, 390.016, 390.017, 390.01%,
390, 019 350.621 FS. HWistoryNew 6-13-90, Amended 4-17-51,
10-9-9], Formerly H0D-72.020, Amended 8-24-913, .

59A-9.021 Investigations and License and Vilidation
Inspections,

{1} The agency AHCA has the right to enter an abortion
clinic 1o make or cause lo be made such inspections and
investigations, jneteding_the review of all_medieal yvecords,
policies, procedures. personnel records and training records, as

are necessary to:
(r) Assuve compliance with the licensure requirements:

and standards as specified in statule and rule;
(b) Respand to complaints; and

2408 Section II - Proppsed Rules

{c) Protect the public health and safety.

(2) The apency shall conduct en annual unennounced
licensure inspection of all shortion elinics freflities,

(3} The fee for the renewal license shall be §250,

{4) Representatives of the sgency shall have the right to
enter upon the premises of any facility licensed or applying for
license, pursuant to this Chapler, at any reasonable time in
order to determine the state of complisnce with the provisions
of Chapter 350, F.8., and these rules, providing thet such entry
and inspection shall be made with the least possible dismph'un
to clinic activities and in & manner considerste of the privacy
and confidentislity of any patient who is presmt therein, Al
inspections shall be unannounced.

Specific Autherity 390.012 FS. Law Implemented 381.0012, 382,
350.611, 320012, 390.014, 350019 FS. History-New 6-13-90,

Amended  4.17-91, 10-2-81,  Formerly 16D-72.621,
Amended .

S9A-8.822 Physical Plant Regniremients for Abortion
Clinics When Providing Second Trimester Abortions,

The followine are minimun_standards of copsimction and
specified minimom essentinl _physical plent requi ts
which must be el when providing second trimester phortions.
These requirements shall apply to all pew abortion clinic
construction and shall apply {o apy sbortion elipics recaiving
an inftial license afier the effective date of these rules when the
abortion_clinic _provides second trimester sbortio An
gboution clinfc which provides second trimester shortions ahd
is in operaiing at the time of adoption aof this mile shall be siven
one yesr within which 1o comply with the physical plant
requirements. -

{1) Copsulistion room{s) with adequate private spece
specifically desipnaied for interviewing, counseling, _and
medical evaluations; ‘

{2} Dressing rooms designated for staff and patients;

(3} Hendwashing station(s) equipped with s mixing valve
and wrist biades and lngated in_each_patient exam/procedure
1'00!!! Or Area .

(4) Privete procedure room(s) with adequate Jight snd
venlitation for sbortion procedures;

3) Past_procedure reco room{s) eawi
patient’s needs:

{6} Emergency exits wide enouph to accommaodate a
slandard streteher or pumey:

7} Clesning snd slerilizing ares(s} adeguate for the
clenning and sigrilizing of Instnuments:

(8) Adequate and secure storage prea(s) for the storage of
medical records and necessary equipment and supplies: and

{9} If not othenwise required by the Florids Building Code,
at_lesst one peneral use foilet room equipped with a hand

Specific Authorjty 390.013(1) FS. Law Implemented 3906.012{3¥(a),
350.013 F5, History-ew .

ed to meet 1he
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59A:9.0235 Clinie Supplies and Equipment Stendards for

" Beonnd Trimester Abortions. :
" {1)___Each_sboriion ciinic providing second trimester
- abortions shall provide essential elinic supplies and equipment
. &5 required in subsections 1) throush (7) when_performing

secontd_trimester abortions. Any such abortion clinic which is -

in operation st the fime of adoption of this rule and providing
sgoond trimester sbortions shell be piven one year within
which 1o meet these standards as {ollows:

{2} A surpical or gynecolopical examination table(s):

b} A bed or recliner(x) suitable for recovery:

) Oxysen with fo gters and masks or equivalent;

{d) Mechanical syetion: -

(&) Resuscitation cquipment 1o include. ot 2 minimum,
resuscitation bags and oral airways:

{D Emergency medications, intravenons fluids, snd related
supplies and equipment;

Sterile sutwring eghipment gnd ies;

(h} Adjugtable cxaminafion Heht;

{i)_Contsiners for soiled linen and wesle matesdals with
govers: end

A iste equi] t for the administering of general
anesthesia, if applicable
2} Emergenc winment shall be provided for immediate
-use, maintained _in_functional condition, and _capeble of
providing at least the following services:

() Inhalation therapy;

{b) Defibrillation;

{c) Cardiac monitoring;

{0) Suctioning: and

() Meintenance of patient ajrway.

(3} Anesthesia,

{2} The clinic shall have anesthesia equipment maintuined
in_proper working order for the gppropriate administering of
penera) and local anesthesia, snalgesia. and sedation if ordered
by the physician.

(0) Al reusable anesthesia eguipment in direct gontact
with the patient shall be clesned or sterilized 8s appropriate
after sach use and such cleaning mnd sterilization shall be
documented.

{4) Resuscitative Medications Required. The clinic shall
have @ _crash cart at the focetion the anesthetizine is being
carried oul. The crash carl must include. at g minimum, those
gmerpency medications o support the procedures performed ag
determined by the medical director.

(5)_Sterilization Eaquwipment. Sterilizing eguipment of
eppropriate type shall be avaiiable and of adequate cepacity to
properly sterilize instenments and materisls, The sterilizing
equipment shall bave approved control and safety features.

(6) Ultrasgund equipment shall be loeated in the clinic.

(7) Equipment Maintenance.

(s} When patient monitoring equipment is uiilized. a
written preventive maintenance progrem shall be developed
and_jmplerpented. This equipment shall be checked andior
jested in accordance with manufacturer’s specifications st

rindic_intervals, not Jess than annuallv. to insure proper
operation. and a state of pood repair. After yepairs and/or
alierations are made to sny equipment, the equipment shall be
thorpuphly dested for proper ealibration hefore refurning it in
service. Records shell he maintsined on esch piece of
eguipment to indicate #s history of testing and majntenence,

() All anesthesia snd surpica] eguipment shall have g
writfen__preventive  mainignance program _developed and
implemented. Bonipment shall be checked snd tested in
sccordance  with  the  manufactirer’s  specifications- st
desienated intervals, not less than annuelly, 10 ensure proper
operation gnd g state of pood repair,

{c} AH surgical instriments shall have a writlen preventive
mainilepance propram developed and_implemented. Surpical
instruments shall be eleaned and ehecked for function efter use
lo ensure proper opgration and s state of good repair,

Specific Authority 380.012(1) FS. Low Implemented 396.012(3)n),
390.013 FS, History—New .

59A-9.023 Clinic Personnel Clinie Stoff and Consultasts,

Abortions shall be performed only by a lcensed physician.
Each shortion clinic providing second trimester abortions shall
have g steff thet is sdequately trained and capable of providing
appropriate service and sy iston to the patients. The elinic
will have 8 position description for each position delineating
duties snd responsibilities and maintain personnel records for
all employees performing or moniloring_patients receiving 8
second _trimester aborlion. Any abortion clinic which is_in
operation at the time of adoption of this rule and performing
second trimester sbortions shall be piven six_months within
which_to_comply with these clinical staff requirements as
follows:

{1} Physiclans. The clinic shell desipnate a licensed
physician to serve as g medical director.

{2) Nuzing Personpel. Mursing personnel in the clinic
shell be povemed by written nolicies and procedures relating to
patient care, gstablishment of standerds for nursing care and
mechanisms for evaluating such care. and nursing services.

{3) Allied heglth professionals, working under approprinte
direction snd supervision. mav be employed to work only
within areas where their compelency has been sstablished.

{4} Orjentation. Each facility shall have and execule g
written orientation program t¢ familiarize each new swnff
member. including volunteers, with the facility and its policies
and procedures. to include. rs a minimum, fire safety and other
safety measures, medical emerpencies, and infection control.

{5) In-serviee Traininge. In-service training programs shall
be plenned and provided for all employees including full time,
parl time snd coplract emplovees. at the bepinpine of
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employment and st legst annnally thererfier and will also apply
1o 21l volunteers to insure and maintain their ynderstanding of
their duties and responsibilities. Records shall be maintained io
reflect propram eontent and_individne! attendance. The
fnllowing treining shall be provided sl least anonally. and for
surmical_sssistents snd volunteers. must jnclude training in
conmnselin stient sdvocacy snd_svecific onsibiliti
associgted with the services they provide;
(s) Infection copirel. to inclede 2s g minimum. vniversal
precentions aprinst blood-bome disesses. peneral_sanitation,
ersonal h
gloves, and instruction to siafl if there is s likelihood of
transmiiting a disease 1o patients or other siaff members.
Fire protection. to inciude evacustine patients. proper
use of fire extinguishers, and procedures for reporting fires:
¢} Confidentiality of patient information end records. and
roleeling patient rights: '
d) Licensing repulations: and

() Incident reporling.
Specifie Authority 390.012 F8. Law Implemented 3810012, 382,
3820.011, 390.012, 390.013 FS. History-New 6-13-90, Amended
4-17-91, Formm‘lylﬂD-?Z 023, Amended

594-9.024 Clinic Policies and Procedures for Secend
Trlmester Abortions.
An_sbortion clipic praviding second timester aborlions shall
have writien policies and progedures to implement policies and

to assure that quality patient care shait refate specifically to the .

functional _getivities of clinic__services. These -writien

rocedu ] I econd trimester aboriions and _sha]
be availeble snd accessible to clinje personnel and shall be

reviewed mnd approved snpusily by the clinic’s medical

director. _Anv abortion clinie which is in operation at the time

of adoption_of this rule and providing second trimester

abortions shall_be piven six months within which to comply

with these clinic policies and_procedure requirements which
shell inctude but not be limited to the followinp:

{1} Patient admission;

{2) Pre- und post-operative care:

{3) Physician’s orders:

{4) Standing orders with yequired sipnatures;

(3) Medications. storape and administraljon;

{6} Treatments;

{7} Surpical asepsis;

{8) Medial ssepsis;

(%) Sterilization and disinfection;

{10) Documentation: Medical reeords and fecility records:

£11) Patient discharpe:

{12) Patiept trensier;

{13} Emergency mepsures:

{14} Incident reporis;

{15) Personne! arientation;

2410 Section I1 - Proposed Rules

fene sueh gg hand washing. use of masks and |

{16 Inservice educetion record:;
{17) Anesthesia:

(18) FEquipment and supplies:  availability and -
200 Visitors,

Specific Authority, 300.012(1) FS. Law Inplemented 390.812(3)(c),
390,013 FS. History-New i

594-9.025 Medical Sereening and Evalgnﬁnn of Patients

- Recelving Second Trimester Abortions.

(1) Each_shortion clinic that provides second frimester
sborlions shall formulnte and adhere to_written patiept care -
policies and procedures designed to ensurs professional and
safe care for patients underpoing_second trimester abortions

and shall majntain a medieal record for each such patient thal

" records history, cere and services. Any abortion clinie that

orms second trimester abortions which_is in operation at

the time of adoption of this rule shall be given'six months
within which to comply with these patieni care policies and
praredures for patients underpoing second trimester abortions,
1o include but not limited to the following:

{8) Admission criterin and procedives:

Identification in the medical
rse(s) involved in providine the servie
undergping second trimester sbortions:

() Specific deteils reparding the pre-operative gmcadureg

Mfgmwm

1. Hist hysical _examinstion, to  include

verification of greggagcg, estimation of gestsiional_ape,
identification of any preexisting eonditfons or eomplieatinps:
including_allerpies to medications, sntiseptic solutiops. er
latex: and a complete obstetric and gynecolopiont history.

2. Special exeminations. Iab  procedures, and/or
consuliations required. to include uitrasonosraphy to confirm
gestationel gge and s physical examination including a
himanual examination estimating uterine size and palpation of
the adnexn. The physician shall keep origingl prints of each
ulirasound examination of g patient in the petient’s medicel
bistory fife. For en_sbortion fn which gn  wltresonnd
mmmmm

urine or blood tests for prepnancy shall he performed before
the gboriion procedure.

{2} Lahorglory Services,

{a} Laboratory services shall be provided onsite or
through amangement with = _Jshoratory thet holds ke
appropriste _federal Clinical Taboratory  Improvement
Amendments (CLIA) certificate gnd state of Floride clinjcal

lahoratory license issued pursuspt to Chapter 483. Part L

Florida Steiutes,

All_lshoratory services wrovided on-sile shajl

performed in complignce  with state of Floridg clinical
lgboratory licensure snd federal CLIA provisions.

veician(s} and
for patie;
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3 Labnrato Equipment and Supplies,
a) All ent and supplies for the coilection, sterape

and testing of sgeclmens shall meet the provisions of Chapter
58a-7. FALC. and shall be maiplained sccording o
manufaeturer’s instritctions and in = menner thal gnsyres
acenrate test resulis,

(b) Temperatre controlled spaces for the stomse of
speeimeny or testing supplies shall be monilored and recorded
in ensure that the proper storape temperature is maintained.

(e} _All dated snpplies and materials shall not be used
beyond their expiation date.

d)__Ademate faciliies and suppliss for the ect

storage and fransporiation of lahomtory specimens shall be

gvailable ou site

(4)_R% factor. Rh testing for Rh negative patients shall be
_conducted. unless reliable written documentation of blood
is available.

(5)__AD Inboratary test reports shall be placed in the
patient’s medieal record.

(6} _All labpratory test and storape areas, records end
venotts shall be availeble for inspection by the apency,

{7)_If 8 person who is not a physician performs_ep

ultrasound_examination, thet person shall have documented

evidence that he or she hag t:ompletad 8 course m Lhe operation

of uiltrasound tfait istered nurse

wipment, an
Heensed practice] nurse, advane istered nurse praclitioner.
or physician sssistant shell, st the request of the patient and
before the sbortion procedure is performed. review the
ultrasound eveluation results with the patfent, including an
estimate of the probable pestational age of the fetus,

{81 A test for enemia shall be performed.

Sggc)ﬁc Authority 390.612(1) F8, Lew lmplemented 390 M 203(d)
300,013 FS, History—New

59A-9.026 Second Trimesier Abortion Procedure,

Any_sborijon_clinic which is_providing seeond wrimester
ghortions mus! ke in compliance the following standards
relative to second trimester shorlion progedures. Any abortion
clinic in operstion at the time of adoplion of this rule. when
performing second_trimester abortions, shell be piven six
months within which to comply.

1) A physician, registered nusse. icensed praclical mirse
adyanced registered murse practitioner, or physician assistam
shall be available 1o all patients ibhrovghont the sbortion
procedure, )

{2)_The sbortion procgdure will be performed in
accordence with obstetric stendards_and in keepino with
established standerds of care reperding the estimation of
pestations] ape of the fetus

(3} Anesthesig service shall be organized under written
policies rnd procedures relating to snesihesia staff privilepes,
the administration eof anesthesia, and the maintepance of sirict

safety contrgls,

4) Prior to the administration of anesthesia_patients shatl

have a_hislory and physical examination by the indivigua)
administering anesthesja. including [sboratory anatysis when
indicated. '

{5) Approprigte precautions, such as the establishment of
intravencus mccess at Jenst for patients undergoing post-first
trimmester sbortions,

6} Appropriate monitoring of the patieat’s vital signs b

professionals_licensed and gualified to sssess the patient’s
condition will oecur thypughout the shoriion procedive mnd

during _the recove o H] the patient’s condition as
ecified b e of sbortion procedure perfi

degmed to be smble in the recovery room.

Specific Authorjty 390.012(1) FS. Law Implemented 390.012
390.013 F, —New

59A-5.027 Recovery Room _Stenderds for  Second
Trimester Abortipns. '
Each shortion clinic which_is_providing second trimester
abortions shall comply with the following recovery room

siandards when providing _second trimester shortions. _Anmy
ghortion clinic providing second trimester aborti d in

operation at the time of adoption of this rule shall be given one
year within which tg comply with these siandards.

1) Folluwin rogedure. post_procednre resv
ropms will he supervised and staffed to meet the patient’s
needs. A physician or physician assistant, e liceased resistered
nurse, 8 licensed prctical nurse or sn sdvanced repistered
nurse practitioner whe is trained in_the menacement of the
recovery area shall be sveilable to mopitor the petient in the
recovery room until the patient is dischprped. The individuat
must be gertified in basic cardiopulmonary resuscitation. A
patient in the post-opersiive or recovery room shell be
ohserved for as long s the patient’s condition warrants.

The clinie shall arrange  hospitalization if an
complication beyond the medical capability of the staff ocenrs

or is syspecled. The clinic shall ensurg that all approprinte
equipmenl and services are readily accessible lo. provide
approprigle _emergency  resuscitetive  and  life _support
procedures pending the teansfer of the patient or a viable fems

1o the hospital. A physician shall sipn the discharpe order and
be readily gecessible mnd available until the last paiienl is

discharped o facilitate the transfer of emergency cases if

hospitslization of the petient or vieble fetus is pecessary. The
clinic medical records dopumenting, _care provided shall

accompany the patient. These records will inglude the conisct
ormation for the physician who ormed the procedure at

the clinic.

(3} A physician ghall discuss Rho (D) immune globulin
with each patient for whom it s indicated spd will ensure that
it is affered to the patient in the immediate postoperstive

period or that it will be available to the palient within 72 hours

following completion of the sbortion procedure. If the patient
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refuses the Rho immu Jobulin, refissl Form
3130-1002. herein incorporated by reference, shall be signed
by_the patient and s witness, and shall be included in_the
patient’s medical record.

{4) Written instruetipns with regard 1o post abortion eojtus,
siens of possible medical complications. and genersl aflsrcare
shall be given io each patient. Eech patient shall have specifie
written _instructions regerding sccess to medical care for
complications. including & telephone number to cull for

medical emerpencies. The physiciag will ensure thet either a

repislered nurse, licensed practical nurse. advanced repistered .

nurse practitioner. or physician pssistant fiom the shortion
clinic makes 8 ppod faith effort o contact the patient by
lelephone. with the petient®s consent. within 24 hours after
swreery o sssess the patient’s recovery. A contact for
posi-operative care from the facility shall be available to the
patient on 8 24-hour hasjs.
5Y Facility proced ust the minimuom lepeth
of time for reeovery es_warranted by the gmcedure type snd
gesiation perdad.

Specific Awthority 390.012(1) FS. Law Implemented 300.002{3}f),
350.013 FS. History—-New .

39A.-9.028 Post Procedure Follow-up Care for Putients
Receiving Second Trimester Aborlions.

Each abortion elinic which' ig providin i
ghoriions shall comply with followin: rocedu
follow-up care regnivements when providinpg a  seeo

trimester abortion. _Any abortion elinic operating at the time of
adoplion ef this rule shall be piven six months within which to

the_time of adoption of this mie shell be given six maonths
within_which 1o comply with the follovnmz clinic mmdent
reporting requirements.

1) Al 2 minimum #n shortion elinie shall_record each
incident that results in serious injury to a patient as defined in
Secti 50.012(3 F.S.. or a vighle fetus af an shortion
clinic and shall veport ko incident in_writing to the apency
within 10 days pfier the incident ocours.

{2} if = patient death poours the abortion clinic shell repart
the death o the depa nt anid the snpropriste lato:
bnard not later than the next workdsy. The report to the

depariment shall be filed 'as yequired by Rule 64V~1 0051
EFAC

Specific Anthority 390.612(1) FS. Low Implemented 390.012(3)(h).
390,013 FS. History-New . :

59A-9.030 Disposal of Fetal Remains,
Fetal remains shall be disposed of in & sanitary and appropriate
maenner and in accordence with standard hentth practices and
Chapters 381 and 390, F.S. and Chapter B4E-15 +0D-184,
FAC

Specific Amhosity 390.012 FS. Law Implemented 381.0012, 382,
390011, 390.0i2 FS. History-MNew 6-13-90, Amended 4-17.91,
Formerly 10D-72.030, Amended .

59A.-5.031 Clinical Records.

(1) A peimanent individual clinieal recnrd shall be kept on
each clinic patient,

{8) Clinicgl records shall be cumplete, accurately
docemented and systematically orpanized to facthtate storage

comply. ]
(1) The clinic shall offer a post abortion medical visit that

includes a medical examination and a review of the resnits of
all leboratory tests,
{2) A vrine pregnency test will be ghtained at the iime of

the follow-up visit to rule oul conlinuine pregnancy. 1f e

and retrieval. )

{b}._Clinical records involving second birnester shorlion
procedures shall be kept confidentisl and secure.

(c) Operative reports sipned by the physician performing

the second trimesier pbortion shall be regorded ir the clinical
record immediately following the procedere or thal an

continuing_preppancy. is suspecled, the patient shall be

gvaluated and a physician whe performs_aborions shali be
consulted.

(3} The clinic shell provide for the education pf the patient
in_post-procedure care. fnchading specific instructions in case
of emergency.

Speeific Authority 390.013(1} FS. Law Implemented 390.012(3)(p),
390,013 FS. Histo: ew

59A-9.029 Abortion Clinic Incident Reporting for Second
Trimester Abortions.

This_section shall apply 1o incidents involving patients
recelving second trimester abortions in any sbortion clinie

proyiding second trimester abogrtipns. Those ahortion clinies
providing second trimester aborlions which are in operation at

2412 Section i - Proposed Rules

operalive_proeress note is entered jn the clinical record to
provide pertinent informetion,

() Clinical records shall be kept on file for a minimum of
Tive years from the date of the 1ast entry.
Specific Authority 390.012 F5. Law Implemented 381.0012, 382,

390,011, 350.012, 390,013 FS. History—New 6-13-50, Amended
4-17-81, Formerly10D-72.03}, Amendad

594-9.034 Reports.

Pursusnt o Chapiers 382 and 390, F.S,, an abortion clinie must
submit & reporl each month to the Office of Vital Statistics of
the Depariment of Henlth snd—Rehebilitative Serviees,

repardless of the pumber of terminations of pregnancy.
Monthly reporis must be received by the department within 30
days following the preceding month vsing DQH HRS Form
1578, November 1999 May—94, “Report’ of Induced
Terminations of Pregnancy™, hereby incorporated by reference,
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and which can be obtained from the Depariment of Health and

Rehsbilitative Services, Oﬁ?ce of Vital Statistics, Jacksonville,
Florida.

Specific Authority 3%0.012 FS. Law Implemented 20.42(2)(n),
382,002, 390.00Z, 350.011, 390.012 FS, History-New 6-13-90,
Formerly 10D-72.034, Amended 8-24-94,

NAME OF PERSON ORIGINATING PROPOSED RULE: M.
Riley Gibson, Burean of Hesalth Fecility Regulation, Division
of Health Quaslity Assurance

NAME OF SUPERVISOR OR PERSON WHO APPROVED
THE PROPOSED RULE: Elizabeth Dudel, Deputy Secratary,
Health Quality Assurance, Agency for Health Care
Administration

DATE PROPOSED RULE APPROVED BY AGENCY
HEAD: May 15, 2006

DATE NOTICE OF PROPOSED RULE DEVELOPMENT
PUBLISHED IN FAW: OE:tubar 21,2005

DEPARTMENT OF BUSINESS ANP PROFESSIONAL
REGULATION

Division of Hotels gud Restanrants
RULE CHAPTER NO.. RULE CHAFTER TITLE:

61C-5 Florida Elevator Safety Code

RULENO.: RULE TITLE:

61C-5.007 - " Fees; Centtficates of Compeiency,
Renewai

PURPOSE AND EFFECT. The purpose of this rule
amendment is to implement the statutory requiremenis of
Section 399.01(14)-(15), Florida Statues, through the
adoption of the insurance requirements for independemnt
certified elevator inspectors and certified elevator
technicians.

SUMMARY: This proposed rule smendment provides
insurance reguirements 1o be ocarried by ceriified elevator
inspectors and cerlified eclevalor technicians working
independent of a registered elevator company.

SUMMARY OF STATEMENT OF ESTIMATED
REGULATORY CQST: No Statement of Estimated Repulatory
Casts hes been prepared.

Any person who wishes 1o provide information regarding the
siatement of estimated regulstory costs, or to provide a
propossal for a lower cost regolatory alternative must do so in
writing within 21 days of this notice.

SPECIFIC AUTHORITY: 399.001, 395.01(14)., (15),
395.10 F5.

LAW IMPLEMENTED: 399.01(14), (15) FS.

IF REQUESTED WITHIN 21 DAYS OF THE DATE OF
THIS NOTICE, A HEARING WILL BE SCHEDULED AND
AWNNOUNCED IN THE FAW:

THE PERSON TO BE CONTACTED REGARDING THE
PRCPOSED RULE IS: John Calpini, Bureau Chief,
Department of Business and Professiona! Regulation, Division
of Hotels ond Restourants, 1940 Monh Monroe Street,
Tallahassee, FL 32399-1012; tetephone: {§30)488-1133

THE FULL TEXT OF THE PROPOSED RULE I§:

61C-5.007 Fees; Cenificates of Competency, Renewsl,
(1) through {5} No change,
{6) Ench elevamr cumpany mploymg & perscn O DETSOUS

{o_constm It a1t r_Tenai vertical

conveyance re@lated by 1he buresy, must register and have on
file with the division 2 valid Certificate of Comprehensive

General Liability Insurance evidencing coverage limits in the
minimum amounis of $140,000 per person and $300,000 per
occurrence and the name of at least one employee who holds a
current Certificate of Competency issued pursuant to Seciion
399.01(17) 300.645 F.S.

{7} No change.

{8} Each cerfified elevator inspector and esch ecerified

glevator technician who, independent of s repisicred elevator
compeny as defined in Section 399.01(13). F.8. Drms

services on amy vertical conveyanee regulated by the burgan

must have on file with the division a valid Certificate of

Comprehensive Gene Liabili Insurance evidencing

coverape lmits in the minimum amounts of $100.000 per

erson and $300.000 per occurrence prior ta performing sn
services independent of p registered elevaior eompany.

Specific  Aulhority 390.001, 399.049, 399:02{5yd). 399.10,
399.105(2) FS. Low Implemented 399.01(13) _339.01(14).
390.03(15), 399.01(17) 385BHS5HE) FS. Hislory-New I[0-B-81,
Amended 11-27-83, 2-19-84, Formerly 7C-5.07, Amended 4-11-91,

Formerly 7C-5.007, Amended 2-2-94, .

NAME OF PERSON ORIGINATING PROPCSED RULE:
John Calpini, Bures: Chief, Division of Hotels wnd
Restaurants, Depariment of Business and Prolessional
Regulation

NAME OF SUPERVISCR OR PERSON WHO APPROVED
THE PROPOSED RULE: Simone Marstiller, Secretary,
Department of Business and Professional Regulation

DATE PROPOSED RULE APPROVED BY AGENCY
HEAD: May 3, 2006

DATE NOTICE OF PROPOSED RULE DEVELOPMENT
PUBLASHED IN FAW: February 24, 2006

DEPARTMENT OF BUSINESS AND PROFESSIONAL
REGULATION

Board ef Cosmetology
RULE NO.: RULE TITLE:
61G3-24.020 Special Assessment Fee

PURPOSE AND EFFECT: The rule will impose a one-time fee
assessment on ail license and regisiration holders.

Section II - Proposed Rules 2413
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RORIDA AGENCY FORHEALTH CARE ADMINGSTRATION
JEB BUSH, GOVERNOR ’ CHRISTA CALAMAS, SECRETARY

August 24, 2006

Brian T. Moore

Chief Attorney

Joint Administrative Procedures Committce
- 120 Holland Building

600 South Calhoun Street

-Tallahassee, Florida 32399-1300

Dear Mr. Moore:

 This letter is in 1esponse to your letter of August 22, 2006, wherein you commented on and had
questions about portions of the proposed changes to Chapter 594-9, F.A.C. The Agency
responds to each point as follows:

9.019(25) In the definition of “fixst trimester,” the parenthetical “(the first 14 completed
weeks from the last normal menstrual period)” is equivalent to “the first 12 weeks
of pregnancy.” As we discussed, the conclusion that ¢the parenthetical is the
equivalent of “the first 12 weeks of pregnancy” was reached after consultation
with Agency physicians as well as after review of wiitten comments and letters
the Agency received from other medical professionals during the rulemaking
process. It was clear from the medical professionals that the term *“first twelve
weeks of pregnancy” and “first 14 completed weeks from the last normal
menstrual period™ are used interchangeably by physicians, and in fact describe the
same time period with the same ending point,

9,020{1) The Agency has added the mailing address and complete website address for this
form. A copy of the revised rule was provided to you in our mesting today. I am
attaching another copy to this letter for your convenience.

9.020(5)  See9.020(1).

9023(4)  The Agency has corrected this f}rpographical error. Please see the attached
revised rule.

9.027(3) The form’s title, effective dats, and complefe address where it can be obtained are
inchuded in the attached revised rule.

9.034 A copy of the Department of Health form was provided to you at today’s meeting;
another copy is attached for your convenience. Also, the complete matling
address for obtaining the form has been added 1o the attached revised rule.

2727 Mahan Drive » Mail Stop #
Tallahassee. FLL 32308
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Having responded to these concerna and made the necessary corrections and additions, it is my
understanding that your office would certify the rule for the Department of State. The Agency

intends to file this rule for final adoption on September 5, 2006. Please let me know if there is
any further information I can provide to you as you prepare to certlfy this rufe.

Finally, T want to thank you again for meeting 2t our office foday. Your comments and questions
were very helpful, as we continuve in the rulemaking process.

Sincgrely,

rrdine M. Novak
Assistant General Counsel

Attachments
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CHAPTER 59A-9 ABORTION CLINICS
59A-9.018  Purpose.
59A-9.019 . Definitions.
© 59A-9.020  Licensure Procedures.
59A-0.021  Investigations and License and Validation Inspections.
594.-9.022
Trimester Abortions.
39A-9.0225 Clinic Supplies and Equipment Standards for Second Trimester Abortions.
59A-9.023  Clinic Personnel. Chine-Staffand Censultants

59A-9.024  Clinic Policies and Procedures for Second Trimester Abortions.

39A-9.025  Medical Screening and Evaluation of Patients Receiving Second Trimester

Abortions.

' 59A-9.026 Second Trimester Abortion Procedure,

59A-8.627 __Recovery Room Standards for Second Trimester Abortions,
59A-9.028  Post Procedure Follow-up Care for Patients Receiving Second Trimester

Abortions.

59A-9.029  Abortion Clinic Incident Reporting for Second Trimester Abortions.
594-9.030  Disposal of Fetal Remains.
59A-9.031 Clinical Records.

59A-5.034  Reporis.
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59A-9.018 Purpose.

The agency adopts the following minimum rules and standards govemning services in the

first and second tomesters provided in an abortion clinic to comply with the requirements
" of Chapters 381 and 390, F.S.

Specific Authority 390,012 F.8. Law Implemented 381.0012, 382, 390.011, 390.012,

390.013 FS. History—New 6-13-90, Formerly 10D-72.018.

59A-9.019 Definitions.

The following definitions shall api)]y speciﬁcally to abortion clinics.

{1} “Abortion” means the termination of human pregnancy with the intention other than
to produce a live birth or to remove a dead fetus.

{2) “Abortion Clinic™ or “Chmic” means a facility, institution, or place in which abortions
are perfbrmed other than a hospital or 2 physician’s office that is not used primarily for

the performance of abortions.

(3) “Anesthesiologist” means a person currently licensed to practice medicine or

osteopathy pursnant to Chapter 458 or 459, Florida Statutes, and certified by the

American Board of Anesthesiology.
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(4) “Advanced Registered Nursg Practitioner, (ARNPY” means a person currently

licensed pursuant to Chapter 464, Florida Statutes.

(5) €4 “Agency” “ABICAZ means the Agency for Health Care Administration.

(6) “Certified Registered Nurse Anesthetist, (CRNAY" means a person currently licensed

pursnant to Chauvter 464, Florida Statutes, and certified by the Council on Certification of

Nurse Ancsthetists.

L7) €2} “Clinical staff; means the individuals employed full or part time by an abortion
clinic who are licensed or certified to provide care prior to, during, or after an abortion.
(8) “Department’” means the Department of Health.

(9) ¢8) “F-A.C.” means the Florida Administrative Code,

(10) (&) “Facility” means those objects, including physical plant, equipment, and supplies
necessary for providing reguired services. '

(11) €A “Hospital” means a facility licensed under Chapter 395, F.S.

(12) €& “License” means the certificate issued by the agency for the operation of the
facility. This document constitates the authority to receive patients and to perform the
services included within the scope of this rule and as specified on the license.

(13} ) “Licensed” means that person or facility to whicﬁ the term is applied has a

current or valid heense, cerfificate or registration issued by the State of Florida to follow

" his profession or vocation within the State of Florida, and when applied to a health carc

facility means that the facility has a current license issued by the agency AHCA.
(14) &%) “Licensee” means the person who has been granted a license to operate an
abortion clinic and who has ultimate authority and responsibility for the operation,

management, control, conduct, and fimetoning of the abortion clinic.

P.B6
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(15) &8 “Licensure” means the process of obtaining official or legal permission to

operate an abortion clinic.

“Licensed Practical Nurse, (LP.N.Y” means 3 person currently licensed as an TLP.N.

pursnant to Chapter 464, Florida Statutes.

17YV"Medical Director” tneans a physician licensed under Chapier 458 ¢ ter 459

E.S.. and who has admitting privileges at a licensed hospital in this state or has a transfer

agreement with a licensed hospital within reasonable proximity of the sbortion clinic.

(18) (13) “Patient” means any woman receiving services in an abortion clinic.
(19) 44) “Person” means any individual, firm, partnership, corporation, or assaciation. .
20) “Physician Assistant, (P.A.Y means a person currently licensed as a P.A. pursuant to

Chapter 458 or 459, Florida Statutes.

(21) §5) "Physician"” means a person plysieias currently licensed to practice medicine or

osteopathy pursuant to Chapter 458 or 459, F.S, under Ghapter 458-or-Chapter450- RS

{22) &6) “Premises” means those buildings, beds, and facilities of the clinic and all other
buildings, beds, and facilities for the performence of abortions located in such reasonable
proximity to the main address of the licensec and appear to the public to be

under the domain and the control of the licensee.

(23) “Reascomable proximity” means a distance not to exceed thirty (30) minutes

transport time by emergency vehicle.
24) “Repistered Professional Nurs N.Y’ means a person currently Heensed as a RN,

pursuant to Chapter 464, Florida Statates.

P.@7
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{23) "Trimester" means a 12-week period of pregnancy.
(2) First Trimester. _ The first 12 weeks of prepnancy (the first 14 completed
weeks from the last normal menstrual period).

{v) Scoond Trimester. That portion of a pregnancy following the 12™ week and

extending throngh the 24% week of gestation,

(c) Third Trimester, That portion of pregnancy beginning with the 25" week of
gestation. |
26) “Volunteer” means a person who is not emplayed by the facility who interacts with
patients on bebalf of the abortion clinic.
Specific duthority 390.012 F.S. Law Implemented 390.011, 390.012, 390.013 FS.
History—New |

6-13-90, Amended 4-17-91, Formerly 10D-72.019, Amended 8-24-94,

59A-9.020 Licensure Procedures.

(1) All persons planning esntemplating the operation of an abortion clinic under the
provisions of Chapter 390, F.S., shall make application for a license to the Agency for
Health Care Administration, Office of Health Facility Regulation, Tallahassee, Florida,

on Agency Form 3130-1000-revised July, 2005 MAR-24, “Abortion Clinic Licensure

Application”, hereby incorporated by reference, which can be obtained from the Agency

for Health Care Administration, Hospital and Qutpatient Services Unit. Mail Stop 31,

2727 Mahan Drive, Office-ofHealh Racility Reguletion, Tallahasses, Florida, 32308 or

on the agency website at:

http://abea myflonda.com/MCHG/Health Facility Repulation/Hospital Quipatient/abort




fleceived: 8/24/06 12:45; 850 921 0158 -> JAPC; Page S

AUG-24-288c 13:52 AGENCY HEALTH CARE ADMIN 839 S2i @158

jon.shiml , and must shall receive a license prior to the acceptance of patients for care and
treatment. The application shall be made under oath and shall contain such information as
the agency AHGA reasonably requires, which may include evidence of ﬂlc'applicant’s
ability to comply with applicable laws and rules.
(2) A ticense fee of $250 shall accompany the application for a license or a license
renewal, The license fee shall be made payable to the agency and is not refundable.

(3) Each license shall be valid only for the persons to whoma it is issued and shall not be
subject to sale, assignment, or other transfer, voluntary or involuntary, nor shall a license
be valid for any premises other than for which it was originally issned.

(4) A. cusrent license shall be posted in a conspicnous place within e the licensed

premises where it can be viewed by patients. '

(5) A license, unless sooner suspended or revoked, shall automatically expire one year
from the date of issuance, and shall be renewable annually upon application for renewal
and payment of the fee prescribed by these rules, provided that the applicant and
abortion clinic meet the requirements established under Chapter 390, FS., and Chapter
59A.9, FA.C. Application for renewal of a license shall be made not less than 60 days
prior to expiration of a license on agency Form 3130-1000-revised July 2005 MARS4,
available from provided-by the Agency for Health Care Administeation, Hospital and

Outpatient Services Unit, Mail Stop 31, 2727 Mahan Drive, AHCA-Office-ofHealth

FaeiliopRegulation; Tallahassee, Florida 32308, The application is also available on-line

at the agency website at:

http://ahcamyflorida.com/MCHQ/MHealth Facihity Regulation/Hospital Outpatient/abort

ionshtml .

P.g9
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(6) Where the agency finds that there has been 2 failure to comply with the requircments

established under this part or in rules promulgated hereunder, the agency is authorized to
deny, modify, snspend, or revoke a license. |

Specific Authority 390.012, F.S. Law Implemented 20.42f2)(a), 390.011. 390.012,
390;01 4, 390.015, 390.016, 390.017, 390.018, 390.019, 390.021 FS. History-New 6-13-
90, Amended

4-17-91, 10-9-91, Formerly 10D-72.020, Amended 3-24-94,

59A-9.021 Investigations and License and Validation Inspections.

(1) The agency AFCA has the right to enter an abortion clinic to make or cause to be

made such inspections and investigations as are pecessary to:

(2) Assure compliance with the licensure requirements: and standards as specified in

statute and nile;

() Respond to complaints; and
(c) Protect the public health and safety.

{2} The agency shall conduct an annua) nnannounced licensure inspection of all abortion

- (3) The fee for the renewal hrense shall be $250.

{4) Representafives of the agency shall have the rght 1o enter upon the premises of any
facility licensed or applying for license, pursnant to this Chapter, at any reasonable time
in order to determine the state of compliznce with the provisions of Chapter 380, F.S.,
and these vules, providing that such entry and inspection shall be made with the least

possible disruption to clinic activities and in a manner considerate of the privacy and

P.18
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confidentiality of any patieat who is present therein. All inspections shall be
unannounced.

Specific Authority 390.012 F.5. Law Fmplemented 381.0012, 382, 390.011, 390.012,
390.014, 390.019 FS. History-New 6-13-30, Amended 4-17-91,10-9-91, Formerly 10D-

72.021, Amended .

59A-9.022 Physical Plant Requirements for Abortion Clirics When Providing

Second Trimester Abartions.

The following are mininmum standards of construction and specified sinimum essertial

physical plant requirements which must be met when providing second trimester

abortions. These requirements shall apply to all new abortion clinic construction and
shall aggix to any sbortion clinics Teceiving an initial license after the effective date of
these mles when the abortion clinic provides second irimester abortions. Any abortion

clinic which provides second fomester abortions and is in operation at the tire of

adoption of this rule shall be given one year within which to comply with the physical

plant requirements.
(1) Consultation room(s) with adeguate private space specifically designated for

interviewing. counseling, and medical evaluations;

(2) Dressing rooms designated for staff and patients:

(3) Hapdwashine station(s) equipped with a mixing valve and wrist blades and .

located in each patient exany/procedure Toom or arca;

(4) Private procedure room(s) with adeguate light and ventilation for abortion

proceduvres;
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(5) Post procedure recovery room(s) equipped to meet the patient’s needs;

(6) Emergency exits wide enongh to sccommeodate a standard stretcher or sumey;

(7) Cleaning and sterilizing area(s) adequate for the cleaning and sterilizing of

mstrments:
(R) Adeauate and secure storage area(s) for the storage of medical records and
necessary equipment and supnlies: and
(9) If not otherwise required by the Florida Building Code. at Jeast one general use
toilet room equipped with a hand washing station.
Specific Auéhog’gg: 390.012(1), F.8. Law Implemented 390.012(3)(a). 390.013 F.§..

Histogy;‘ New

59A-9.0225 Clinic Supplies and Equipment Standards for Second Trimester
Abortions,

(1) _Each abottion cliic providing second trimester abortions shall provide essential
¢clinic supplies and equipment as required in (1) through {7) when performing second
trimester abortions. Any such abortion ¢linic which is in operation at the fime of

adoption of this rule and providing second trimester abortions shall be given one year

within which to meet these standards as follows:

{2) A surgical or gynecological examinafion table(s):
(b)Y A bed or recliner(s) suitable for recovery:
(¢)_Oxygen with flow meters and masks or equivalent;

(d) Mechanicsl suction:
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{e) Resuscitation eguipiment to mclude. ata n_:inimm; resuscitation bags and oral
alrways;

) Emeseency medications, intravenous flids, and related supolies and equipment;
{g) Stgrile subiuring equipment and supplies;

(1) Adjusteble cxamination light;

{i} Containers for seiled linep and waste materials with covers: and

() _Avpropriate equipment for the administering of geners] anesthesia, if apphoable.
(2) Emersency equipment shall be provided for immediate nse, maintained in fonctional
condition_and capable of providing at least the foliov;ing services:

(2} Inhalation therapy;

(b) Defibrillation;

() Cardiac monitoring;

{d} Suctioning: and

{e) Maintepancs of patient airway,

(3} Anesthesia.

(a) The clinic shall have anesthesia equipment maintained in proper working order for
the appropriate administering of general and local anesthesia, analgesia, and sedation if
ordered by the physician.

(b} All reusable anesthesia equipment in direct contact with the patient shall be cleaned

or sterilized as appropriate after each nse and such cleaning and sterilization shall be

documented.

{(4) Resuscitative Medications Required.

10
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The clinic shall have a crash eart at the location the anesthetizing is heing canied out.
The crash cart must include, at 2 minimum, those emergency medications to support the
procedures performed as determined by the medical director.
(5) Sterilization Equipment.
Sterilizing equipment of appropriate type shall be availsble and of adequate capacity o
properly sterilize instruments and materials. The stéﬁlizing equiprent shall have
approved congrol and safety featuves.
{6) Ultrasopnd equipment shall be located in the clinic.
(D _Eouipment Maintenance.

- (a) When patient monitoring equipment is utilized, a written preventive maintenance
program shall be developed and implemented. This egnipﬁent shall be checked and/or

tested in accordance with manufacturer’s specifications at periodic intervals, not less than

annually, to insure proper operation, aud a state of good repair. After repairs and/or

alterations are made to any equipment, the equipmenr shall be thoroughly tested for

proper calibration before returning it to service. Records shall be maintained on eagh
piece of equipment to indicate its history of testing and mainfenance.

(b) All anesthesia and surgical equipment shall have a written prevenhive maintenance

program developed and implemented. Equipment shall be checked and tested in

accordance with the maoufacturer’s snecifications at designated intervals, not less than

annually. to ensure proper operation and a state of good repair.

{c) All surgical instruments shall have a written preventive maintenance program

developed and implemented. Surgical instruments shall be eleaned and checked for

function after use 1o ensure proper operation and a state of good repair,

11
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Specific Authority: 390.012(1), F.8. Law Implemented 390.012(3)(b), 390.013F.8

History

55A-9.023 Clinic Personnel Climic Staff and-Consuliants
Abortions shall be performed only by a licensed physician. Each abortion clinic

providing second trimester abortions shall have a staff that is adequately trained and

capable of praviding appropriate service and supervision to the patients. The clinic will

have a position description for each position delineating duties and responsibilities and

maintain personnel records for all employees performing or monitoring patients receiving
a second trimester gbortion. Any abortion clinic which is in operation at the time of

adoption of this rule and performing second trimester abortions shall be given gix months

within which to comply with these clinieal staff requirements as follows:
(1) Physicians.

The clinic shall designate a licensed physician to serve as a medical direstor.
(2) Nutsing Personnel.
Nursing personnel in the clinic shall be governed by written policies and procedures

relating to patient care, establishment of standards for mussing care and mechanisms for

gvaluating such care, and nursing services.

(3) Allied health grafessionals. worldne under appropriate direction and supervision,

may he emploved to work only within areas where theis competency has been

established.

(4) Orientation. Bach facility shall have and execute a written onientation program 1o

farniliarize each new staff member, including volunteers, with the facilit]{' and its policies

12
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and procedures, to ﬁclude, at 2 minimum, fire safety and other safety measures, medical
emereencies, and infection control.

(5) In-service T.raining. In-service training programs shall be planned and provided for
all employees inelnding fll time, part time and contract employees, 2t the beginning of

employment and at least annually thereafter and will also apply to all volunteers to insure

and maintain their understanding of their duties and responsibilities. Records shall be
maintained to reflect program content and individual attepdance. The following teaining
shall be provided at Jeast annually, and for surgical assistants and volunteers, must
include training in counseling, patient advocacy and specific responsibilities associated
with the services they provide:
(a) Infection control, 1o include at a minimum, universal precantions against blood-borne
diseases, general sanitation. personal hygiene such as hand washing, use of masks and
gloves, and ingtruction to staff if there is a likelihood of transmitting a disease to patients
or other staff members. -
{b) Fire protection, to include evacuating patients, proper use of fire extinguishers, and
procedures for reporting fires:

¢} Confidentiality of patient information and records, and protecting patient nghts;
(d) Licensing regulations; and

(&) cident reporting.

Specific Authority: 390.012, F.S. Law Implemented 381.0012, 382, 390.011, 390.012,
390.013F.8. History—New 6-13-90, Amended 4-17-91, Formerlyl10D-72.023,
Amended

13
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59A.-9.024 Clinic Policies and Procedures for Second Trimester Aboxtions.

An abortion clinic providing second trimester abortions shali have written poiicics and
procedures to implement policies and to assure that guality patient care shall refate
specifically to the functional activities of clinic services. These written procedures shall

apply to second trimester abortions and shall be avaflable and accessible to clinic

personpel and shall be reviewed and spproved annually by the clinic’s medical director.
Any abortion clinic which is in operation at the time of adoption of this rule and
providing second trimester abortions shail be given six months within which to comply

with these chmc policies and procedure requirements which shal] include but not be

lmited to the following:

1. Patient adrmission;

2. Pre- and post-operative care;

3. Physician’s orders;

4, Standing orders with required signatures;
5. Medications, storage and administration:

6. Treatments;

7. Surgical asepsis:

8. Medial asepsis;

8, Sterilization and disinfection:

10. Documentation: Medical records and facility records:

11. Patient discharge:

12. Patient transfer:

13. Bmergency measures:

14
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i4. Incident reports;

15. Personnel orientation;

16. Inservice education record:
17. Anesthesia;

18. Bquipment and supplies: availability and maintenance;

19. Volunteers: and

20. Visitors,

Specific Quthority: 390.012(1), F.S. Law Implemented 390.012(3){(c), 390.013F.8

" History-New

59A.9.025 Medical Screening and Evaluation of Patients Receiving Second

TYrimester Aboxtions.
{1) Bach abortion ¢linic that provides second trimester ahortions shall formulate and

adhere to written patient care policies and procedures designed to ensure professional and

safe care for patiepts undergoing second timester abortions and_shall maintain a medical
record for each such patient that records history, care and gervices. Any ahortion clinic
that performs second rimester abortions which is in operation at the time of adoption of

thie rule shall be given six months within which to comply with these patient care

policies and procedures for patients undergoing second trimester shortions, 1o include but

not limited to the foliowing;

{a} Admission criterig and procedures;

(b) Identification in the medical record of physician(s) and nurse(s} involved in providing

the services offered for patients underpoing second trimester abortions;

15
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{c) Specific details reparding the pre-operative procedures performed, to mclude:

1. History and physical examination, to include verification of pregnancy, estimation of

pestational age, identification of any preexisting conditions or complications; inclading

allergies to medications, anfisentic solutions, or latex; and a complete obstetric and
gynecological higtory.

2. Snecial examinations, lab procedures. and/or consultations required. o include

ul{rasono to confirm gestational age and a physical examination including a

bimanual examination estimating uterine size and palpation of the adnexa. The physician

ghall keep origt rmits of each ulirasound examinatioxi of a patient in the patient’s

medical history file, For an abortion in which an ultrasound examination is not

erformed before the abortion procedure, urine or blood tests for pregianey shalj be

performed before the abortion progedure,

(2) Laboratory Services.

{a} Laboratory services shall be provided on-site or through arrangement with a

laboratery that holds the appropriate federal Clinical Laboratory Improvement

" Amendments {CLIA) certificate and state of Florida clinical Iaboratory license issued

pursuant to Chapter 483, Part I, Florida Statutes.

All iaboratory services provided on-site shall be performed in comphance with state

of Florida chmcal laboratory Yicensure and federal CLIA provisions.

{3} Laboratory Egmgment and Supplies.
{2) All equipment and supplies for the collection, storage, and testing of specimens shall

meet the provisions of Rule 5%A-7 F.A.C. and shall be maintained according to

manufacturer’s instructions and in a manner that ensures socurate test results.

16
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(b) Temperature controlled spaces for the storage of specimens or testing supplies shall
be monitored and recorded to ensure that the proper storage temperature is maintained.

(¢) All dated supplies and materials shall not be used beyond their expiration date.

(d) Adeqnate facilities and supplies for the collection, storage and transportation of
laboratory specimens shali be available on site.
(4) Rh factor. Rh testing for Rh nepative patients shall be conducted, unless refiable

written documnentation of blood type is available.

(5)_All laboratory test reports shall be placed in the patient’s medical record.

(Q‘} All laboratory test and storage areas, records and reports shall be available for

in ggéction by the agency.

{7) If a person who is not a physician performs an uitrasound examination, that pezson,
shall have documented evidence that he or she has coxpleted a course in the operation of
ultrasonnd equipment. The physician, registered purse, licepsed practical nurse,
advanced registered nurse practitioner, or physician agsistant shall, at the request of the
patient and before the abortion procedure is performed, review the ultrasound evaluation
results with the patient, including an estimate of the probable gestational age of the fetus,

{8) A test for anemia shall be performed.

Specific Authority: 390.012(1), F.S. Law Implemented 390.012(3)(d), 390.013F.8.

History-New

594-9.026 Second Trimester Abortion Procedure .

Any abortion clinic which is providing second trimester abortions must be in compliance

with the following standards relative to second trimester abortion procedures. Aoy

17
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2bortion clinic in operation at the time of adoption of this rule, when verfooming second
trimester abortions, shall be given six months within which to comply.

(1) A physician, registered nurse, licensed pragtical nurse, advanced Tegistered nurse

practitioner, or physician gssistant shall be available to all patients throughout the
abortion procedure.

(2) The abortion procedure will be performed in accordance with ohstetric standards and

in keeping with established standards of care regatding the estimation of gestational age

of the fetus.

(3) Anesthesia service shall be orpanized under written policies and procedures relating

to anegthesia staff privileges. the administration of enesthesia, and the maintenance of
strict safety controls.

(4) Prior to the administration of anesthesia, patients shall have a bistory y and physical

examination by the individual administering anesthesia, including lsboratory analysis

when indicated.

(5) Apuropriate precautions, such as the establishment of intravenous access at least for

patients undergoing post-fixst trimester gbortions.

(6) Appropriate monitoring of the patient's vital siens by professionals licensed and

qualified to assess the patient's condition will oecur throughout the sbortion progedyre

and during the recovery period until the patient's condition as specified by the type of
abortion procedure performed. is deemed to be stable in the recovery room.
Snecific Autharity: 390.012(1), £8. Law Implemented 390.012(3, We), 390.013 F.S.

History—New

18
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59A-9.027 Recovery Room Standards for Sécond Trimester Abortions.
Each abortion clinic which is providing second trimester abortions shall comply with the

followme recovery room standards when providing second trimester abortions. Any

zbortion clinic providing second trimester abortions and in operation at the time of

adoption of this rule shall be given one year within which to cornply with these standards.
(1) Following the procedure, post procedure recovery rooms will be supervised and

- " staffed to meet the patient’s needs. A physician or physicisn assigtant, 3 licensed

registered nurse, 2 licensed. practical nurse or an advanced registered purss practitioner

who is frained in the management of the recovery area shall be ayailabie to monitor the
patient in the recovery room until the patient is discharged. The individual n;mst be
certified in basic cardiopulmonary resuscitation. A patient in the post-operative orr
recovery room shall be observed for as long as the patient’s condition warrans,

{2) The clinic shall arrange hospitalization if any complication beyond the medical
capability of the staff occurs or is suspected. The clinie shall ensure that all appropriate

equipment and services are readily accessible to provide appropriate emergency

resuscitative and life support procedures pending the transfer of the patient or a viable

fetus to the hospital. A physician shall siem the discharge order and be readily accessible

and avaijlable until the last patient is discharged o facilitate the transfer of emergency

cases if bospitalization of the patient or viable fetus is necessary. The clinic medical

records documenting care provided shali aci:bmpanv the patient. These records will

include the contact informnation for the physician who performed the progcedurs at the

19
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(31A physician shall discuss Rho (D)) immune globulin with each patient for whom it is
indicated and will ensure that it is offered to the patient in the imnediate postoperative
period or that it will be availsble to the patient within 72 hours following completion of
the abortion procedure. If the patient refuses the Rho (D) immune giobulin, refusal Form

3130-1002. Januvary 2008, “Refusal to Permit Administration of Rh(DD) Immunoglobulin”,

herein incorporated by reference, shall be signed by the patient and a witmess, and ghall
be included in the patient's medical record. The form can be obtained by written request
from the Apency for Health Care Administration, Hospital and Outpatient Services Unit,
Mail Stop 31, 2727 Mahan Drive, Tallahassee, Florida, 32308, or from the agency
website at:

http:/fahca myflorida com/MCHQ/Health Facility Regulation/Hospital Oufpatient/abort
ion shtml.

{4) Written instructions with repard to post abortion coitus, signs of possible medical

complications. and general aftercare shall be given to éach patient. Each patient shall

have specific written instructions regarding access to medicel care for complications,

including a telephone mumber to call for medical emergencies. The physician will ensurg

{hat either a registered nurse, licensed practical nurse, advanced registered nurse
practitioper, or physjcian assistant from the abortion clinic makes a pood faith effort to

contact the patient by telephone, with the patient's consent, within 24 hours after surgery

to assess the paticnt’s recovery. A contact for post-operative care from the facility shail
be available to the patient on a 24-hour basis.
(5) Facility procedures must specify the minimum leneth of time for recovery as)

warranted by the procedure type and gestation period.

20
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Specific Authority: 390.812(1), F.8. Law Implemented 390.012(3)(f), 390.013 F.S.

History-New

59A-9.028 Post Procedure Follow-up Care for Patients Receiving Second Trimester

Abortions,

Each abortion clinic which is providing second frimester abortions shall comply with the

t"ollowing post procedure follou:r—up carg yequirements when pi-oviding a second trimester
abortion. Any abortion clinic operating at the time of adoption of this mule shall be piven

six months within which to comply.

(1) The clinic shall offer a post ahortion medical visit that inctudes a medical examination

and a review of the results of all laboratory tests.

(2) A vrine pregnancy test will be obtained at the time of the follow-up visit io mule out

continuing pregnancy. If a contipuing pregnancy is suspected, the patient shall be

evaluated and a physician who performs abortions shall be consulted.

(3) The clini¢ shall provide for the education of the patient in post-procedure care,

including specific instructions in case of emerpency.
Specific Authority: 390.012(1), F.5. Law lemented 390.012(3 390.013 F.5.

History-New

59A-9.029 Abortion Clinic Jncident Reporting for Second Trimester Abortions,
This section shalt apply to incidents involving patients receiving second trimester

abortiops in any ebortion clini¢ providing second trimester ahortions, Those abortion

clinics providing second frimester ahortions which are in operation at the time of

21
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adoption of this rule shall be given six months within which to comply with the following
clini¢ incident reporting requirements. |
(1) At a minimum an abostion chmc shall record each incident that results in senons
injury to a patient as defined in s. 390.012(3)(b)1, F.S. or a visble fetus at an abortion
clini¢c and shall report an incident in writing to the agency within 10 days after the
incident ocenrs.
{2) 1f a patient death ocourg.the abortion clinic shall report the death fo the department
and the appropriate regulatory board not later than the next workday. The report to the
department shall be filed a required by Rule 64V-1.0061, F.A.C.

 Specific Authority: 390.012(1). F.S. Law Implemented 390.012¢3)(h),390.013 F.§.
History—New |

59A-9.030 Disposal of Fetal Remains,

Fetal remains shall be disposed of in aéanitzry and appropriate manner and in accordance
with standard health practices and Chapters 381, 390, F.S., and 64E-16 16D-104, FA.C.
Specific Authority 390.012 FS. Law I;nplemented 381.0012, 382, 390.011, 390.012 F.§.

History—-New 6-13-90, Amended 4-17-91, Formerlyl0D-72.030, Amended .

59A-9.031 Clinical Records,
(1) A permanent individual clinical record shall be kept on each clinic patient,
(a) Clinical records shali be complete, accurately documented, and systematically

organized to facilitate storage and refrieval,
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(b) Clinical records involving second trimester abortion procedures shall be kept
confidential and secure, -
{c) Operative reports signed by the physician performing the second trimester abortion .
shalt be recorded in the clinical record immediately following the procedure or that an
oberative progress note is entered in the clinical recgl 1d to provide pertinent information.
(2) Clinical records shall be kept on file for a minimum of five years from the date of the
last ehtry.
Specific Authority 390.012 FS. Law Implemented 381.0012, 382, 390.011, 390.012,
390.013 FS. History-New 6-13-90, Amended 4-17-91, Formerly10D- 3"2. 031,

| Amended ____

59A-9.034 Reports.

Pursuant to Chapters 382 and 390, F.S., an abortion clinic must submit a report each
month to the Office of Vital Statistics of the Déparhnent of Health and Rehabilitative
Serviees, reéaxdless of the number of terminations of pregnancy. Monthly reports must
be received by the department within 30 days following the preceding month using DOH
HRS Form 1578, May 2004 May-94, “Monthly Report of Induced Terminations of
Pregnancy”, hereby incorporated by reference, and which can be obtained by wrtten
request from the Department of Health end Rehabilitative-Services, Office of Vital ‘ /
Statistics, Public Health Statistics, P.O. Box 210, Jacksonville, Florida 32231-0042, or by
telephone request at (904) 359-6900, extension 1049.

Specific Authority 390.012 FS. Law Implemented 20.42(2)(2), 382.002, 390.002,

390.011, 390.012 FS. History-New 6-13-90, Formerly 10D-72.034,
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m— STATE OF FLORIDA
HEAL Department of Heaith

3. CITY OF FACILITY: 4, COUNTY:

2. FACILITY ADDRESS {Street Address).

P

7. OIREGT OR, PHYSICIAN OR AUTHORIZED REFRESENTAI’WE.

§. ZIP CODE:

8. TITLE

. TELEFHONE NUMBER AND AREA CODE:

9. SIGNATURE

10. DATE SIGNED

l FERSONAL CHOICE

I PHYSICAL CONDITION

l MENTAL CONDITION

| ] ARNORMAL FETUS

| _J_OTHER (Specliy):

PLEASE SEND THIS REPORT TO:

P.0. Box 210

BHEom 1578, May 0%, (Repiotes Noy 00, which May nol ba wsad)

DEPARTMENT OF REALTH
OFFICE OF VITAL SFATISTICS
PUBLIC HEALTH STATISTICS

JACKSONVILLE, FL 32231-0042

FLORIDA LAY REQUIRES THE DIRECTOR OF ANY MEDICAL FACILITY IN WHICH ANY PREGNANCY 13 TERMINATED, OR PHYSICIAN
PERFORMING THE PROCEDURE, TO SUBMIT A MONTHLY REPORT TO THE DEPARTMENT OF HEALTH, OFFICE OF VITAL STATISTICS
FOR RECEIPT WITHIN 30 DAYS FOLLOWING THE PRECEDING MONTH. ANY PERSON REQUIRED TO FILE A REPORT WHO WILLFULLY

FAILS TO FILE SUCHMAY BE SUBJECT TO A $200 FINE FOR EACH VIOLATION (SECTION 300.002(1) AND {4)), FLORIDA STATUTES, AND
CHAPTER §8-A-2.034, (FLORIDA ADMINISTRATIVE CODE).
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59A-9.019 Definitions.

The following definitions shall apply specifically to abortion clinics.

{1) “Anesthesiologist” means a person currently licensed to practice medicine or osteopathy pursuant to Chapters 458 or 459,
F.S., and certified by the American Board of Anesthesiology.

(2) “Certified Registered Nurse Anesthetist, (CRNA)” means a person currently licensed pursuant to Chapter 464, F.S., and
certified by the Council on Certification of Nurse Anesthetists.

(3) “Clinical staff” means the individuals employed full or part time by an abortion clinic who are licensed or certified to
provide care prior to, during, or after an abortion.

{4) “F.A C.” means the Florida Administrative Code.

(5) “Facility” means those objects, including physical plant, equipment, and supplies necessary for providing required services.

{6) “Licensed” means that person or facility to which the term is applied has a current or valid license, certificate or registration
issued by the State of Florida to follow his profession or vocation within the State of Florida, and when applied to a health care
facility means that the facility has a current license issued by the agency.

(7) “Licensure™ means the process of obtaining official or legal permission to operate an abortion clinic,

(8) “Medical Director” means a physician licensed under Chapters 458 or 459, F.S., and who has admitting privileges at a
licensed hospital in this state or has a transfer agreement with a licensed hospital within reasonable proximity of the abortion clinic.

(9) “Patient” means any woman receiving services in an abortion clinic. _

{10) “Person” means any individual, firm, partnership, corporation, or association.

{11) “Premises” means those buildings, beds, and facilities of the clinic and all other buildings, beds, and facilities for the
performance of abortions located in such reasonable proximity to the main address of the licensee and appear to the public to be
under the domain and the control of the licensee.

(12) “Reasonable proximity” means a distance not to exceed thirty (30) minutes transport time by emergency vehicle.

(13) “Registered Professional Nurse, (R.N.)” means a person currently licensed as a R.N. pursuant to Chapter 464, F.S.

{14) “Trimester” means a 12-week period of pregnancy.

~—— J(a) First Trimester. The first 12 weeks of pregnancy (the first 14 completed weeks from the last normal menstrual period).

(b) Second Trimester. That portion of a pregnancy following the 12th week and extending through the 24th week of gestation.

(¢} Third Trimester. That portion of pregnancy beginning with the 25th week of gestation.

(15) “Volunteer” means a person who is not employed by the facility who interacts with patients on behalf of the abortion
clinic.

Rulemaking Authority 390.012 FS. Law Implemented 390.011, 390.012 FS. History-New 6-13-90, Amended 4-17-91, Formerly 10D-72.019,
Amended 8-24-94, 9-25-06, 1-6-15.




RICK SCOTT
GOVERNOR

ELIZABETH DUDEK
SECRETARY

Notice of Activity without Proper Licensure
August 5, 2015

Planned Parenthood of SW & Central Florida
8950 Martin Luther King St.
St. Petersburg, FL. 33702

The Agency for Health Care Administration (Agency) has determined that
this facility is providing services beyond the scope of the license. This
notice will serve as the official notification from the agency substantiating
findings to support this facility is providing services beyond the scope of the
license.

Under Florida law, it is unlawful for any person or entity to: own, operate,
or maintain an unlicensed provider; or perform any services that require
Agency licensure without proper licensure; or offer or advertise services
that require Agency licensure to the public without first obtaining a valid
license from the Agency. An existing license holder may not advertise or
hold out to the public that he or she holds a license for other than that for
which he or she actually holds the license.

Any person and entity that fails to immediately cease operation of an
unlicensed provider is subject to the penalties set forth under Florida law.
Each violation is a separate offense.

If you have any questions regarding this Notice of Activity without Proper
Licensure, please contact Patricia Freed at 727-552-2000.

Sincerely,

Patricia Reid Caufman
Field Office Manager

2727 Mahan Drive  Mail Stop #
Taliahassee, FL 32308
AHCA _MyFlorida.com

Facebook.com/AHCAFIlorida
Youtube.com/AHCAFlorida
Twitter.com/AHCA_FL
SiideShare.net/AHCAFlorida
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INITIAL COMMENTS

An unannounced manktoring visit was completed
on 7/31/2015 at the facility. Additional information
was received on 8/5/2015. The following deficient
practice was found.

Licensure Procedures

All persons planning the operation of an abortion
clinic under the provisions of Chapter 390, F.S.,
shall make application for a license fo the
Agency for Health Care Administration and must
receive a license prior {o the acceptance of
patients for care and treatment.

Chapter 59A-9.020(1)

A current license shall be posied in a
conspicucus place within the licensed premises
where it can be viewed by patients.

Chapter 59A-8.020{4}, F.AC

This Standard is not met as evidenced by:

Based on observation, interview and record
review, the provider failed to apply for and receive
a license from the Agency prior to the acceptance
of 2 out of 13 (#12, #13} sampled patients for care
and treatment of second frimester procedures.
Further review of reports reveaied 25 out of 742
abortions performed between 7/1/14 and 6/30/15
were performed during the second trimester.
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Findinés .include:

Observation conducted on July 31, 2015 at
approximately 10:00 AM revealed the provider ' s
licerise was posted on the wall with an effective
date of 03/28/2015 and an expiration date of
03/27/2017. Further observation revealed the
provider was licensed for first imester abortion
only.

On July 31, 2015 at 12:30 PM, the clinic manager
stated that they provide 1st rimester abortion
procedures only. They consider first trimester fo
be up to 13.6 weeks (13weeks 6 days).

A review of sampled patient #12's file revealed an
aborlion procedure was conducted on 4/8/t5
when sampled patient #12's ultrasound
gestational age was 13.4 weeks. Sampled patient
#13's file revealed an abortion procedure was
conducted 471115 when sampled patient #13's
ultrasound gestational age was 13.3 weeks.

Based upon the finding of second trimester
abortions performed during onsite inspection,
reports were reviewed and identified 25 second
trimester abortions performed between 7/1/14 and
6/30/15. On 8/5/15 at 11:05 AM a telephone
interview was conducted with the Director of
Compliance Quality and Risk Managemeni for
Planned Parenthood in Florida. She confimed
that she submits the reports monthly in regards fo
the number of weels at which the abortion was
performed. The numbers of weeks are counted
from the client’ s last repiorted menstrual period
which is verified with ultra sound before the
abortion takes place. When asked what
gestational age is considerad the end of the first
trimester, she stated 13.6 weeks. She confirmed
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that the reporis she sends in monthly are the
accurate number of weeks and most thonths will
have numbers that fafl info the secend column
range. She further explained that she uses
Chapter 59A-9(14){a) which states the first 12
weeks of pregnancy is the first 14 completed
weeks from the last normat menstrual period.

408 813(3) FS Administrative Fines; Violations

(3) The agency may impose an administrative

| fine for a violation that is not designated as a

class I, ctass [1, class NI, or class [V violation.
Unless otherwise specified by law, the amount of
the fine may not exceed $500 for each violation.
Unclassified violations include: -

{a) Violating any term ar condition of a license.
(b} Violating any provision of this part, authorizing
statutes, or applicable rules.

(€) Exceeding licensed capacity.

{d) Providing services beyond the scope of the
license.

(e) Violating a moratorium imposed pursuant to
s, 408.814.

This Statute or Rule is not met as evidenced by:
Based upon the finding of second frimester
abortions performed during an on-site inspection,
reports were reviewed and identified 25 out of
742 abortions performed between 7/1/14 and
6/30/15 were performed during the second
trimester. The clinic provided services beyond the
scope of the license,

Findings included:
Observation conducted on July 31, 2015 at

approximately 10:00 AM revealed the provider 's
license which indicated the provider was licensed

A 050

CZg28

AHCA Form 3020-0001

" STATE FORM

Q2129

RIDP11

If continisaion sheet 3 of4




Agency for Health Care Administration

PRINTED: 08/05/2015

FORM APPROVED

STATEMENT OF DERCIENGIES 41y PROVIDER/SUPPLIER/CLIA

[AND PLAN OF CORRECTION IDENTIFICATEON NUMBER:

AC13960082

A BUILDING

B. WING

%2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
. COMPLETED

08105/2015 -

NAME OF PROVIDER OR SUPPLIER
PLANKED PARENTHOOD OF SW & CENTRAL INC

STREET ADDRESS, CITY, STATE, AP CODE

8950 DR MLK JR STREET NORTH
SAINT PETERSBURG, FL 33702

XA 1D
PREFIX
TAG

SUMMARY STATEMENT OF DEFICIENCIES
{EACH DEFICIENGY MUST BE PREGEDED BY FULL
REGULATORY OR LSC IDENTIFYING INFORMATION)

D PROVIDER'S PLAN OF CORRECTION
PREFIX (EACH CORRECTIVE ACTION SHOULD BE
TAG CROSS REFERENCED TO THE APPROPRIATE
DEFICIENCY)

X8
COMPLETE
DATE

CZ828.

Continued From Page 3
for first timester abortion: only.

Cin July 31, 2015 at 12:30 PM, the clinic manager
stated that thay provide 1st trimester abortion
procedures only. They consider first trimester to
be up to 13.6 weeks (13weeks 6 days).

A review of sampled patient #12's file revealed an
abortion procedure was conducted on 4/8/15
when sampled patient #12's ultrasound
gestational age was 13.4 weeks. Sampled patient

| #13's file revealed an abortion procedLre was

conducted 4/1/15 when sampled patient #13's
ultrasound gestational age was 13.3 weeks.

Based upon the finding of second irimester
abortions performed during onsite inspection,
reports were reviewed and identified 25 second

| wimester abortions performed between 7/1/14 and

6/30415. On 8/5/15 at 11:05 AM a telephone
interview was conducted with the Director of
Compliance Quality and Risk Management for
Planned Parenthood in Florida. She confirmed
that she submits the reporis monthly in regards to
the number of weeks at which the abortion was
performed. The numbers of weeks are counted
from the client's last reported menstrual pariod
which is verified with ultra sound before the
abortion takes place. When asked what
gestational age Is considered the end of the first
trimester, she stated 13.6 weeks. She confirmed
that the reports she sends in monthly are the
accurate number of weeks and most months will
have numbers that fall into the second column
range. She further explained that she uses
Chapter 59A-9(14)(a) which states the first 12
weeks of pregnancy is the first 14 completed
weeks from the last normal menstrual period.

CZ828

AHCA Forra 3020-0001

STATE FORM

RIDP11

If continuation sheel 4of 4




RICK SCOTT
GOVERNOR

ELIZABETH DUDEK
SECRETARY

NOTICE OF ACTIVITY WITHOUT PROPER LICENSURE

August 5, 2015

Administrator

Planned Parenthood of Southwest and Central Florida, inc.
8595 College Parkway, Suite 250

Fort Myers, Florida 33919

Dear Administrator:

The Agency for Health Care Administration (Agency} has determined that this facility is
providing services beyond the scope of the license. This notice will serve as the official
notification from the agency substantiating findings to support this facility is providing services
beyond the scope of the license.

Under Florida law, it is unlawful for any person or entity to: own, operate, or maintain an
unlicensed provider; or perform any services that require Agency licensure without proper
licensure; or offer or advertise services that require Agency licensure to the public without first
obtaining a valid license from the Agency. An existing license holder may not advertise or hold
out to the public that he or she holds a license for other than that for which he or she actuslly
holds the license.

Any person and entity that fails to immediately cease aperation of an unlicensed provider is
subject to the penalties set forth under Florida law. Each viclation is a separate offense.

If you have any questions regarding this Notice of Activity without Proper Licensure you may
contact me at (239) 335-13156.

Sincerely,

don Seehawer, RN

Field Office Manager

Division of Health Quality Assurance
Area 8 Field Opsrations

JS/cs

2727 Mahan Drive « Mail Stop #46
Talahassee, FL 32308
AHCA . MyFlorida.cam

Facebook.com/AHCAFlorida

Youtube.com/AHCAFlorida
Twitter.comfAHCA_FL
S}ideShare.net/AHCAFlorida
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INITIAL COMMENTS

An unannounced manitoring visit was conducted
on 7/31/2015 at the facility. Additional information
was received on 8/5/2015. The follawing
deficient praciice was found.

Licensure Procedures

All persans planning the operation of an abortion
clinic under the provisions of Chapter 380, F.5.,
shall make application for a license 1o the Agency
for Health Care Administration and must receive
a license prior to the acceptance of pafients for
care and treatment.

Chapter 50A-2.020(1)

A current license shall be posted in a
conspicuous place within the licensed premises
whare it can be viewed by patients.

Chapter 59A-9.020(4), F.A.C

This STANDARD is not met as evidenced by:
Based on ocbservation, interview and record
review, the clinic failed to apply for and receive a
license prior to the acceptance of 2 (#4, #5) of &
sampled patients for care and freatment of
second trimester procedures. Florida
Administrative Code 58A-9.019(14) definitions
specific to abortion clinics include "{b} Second
Trimestar. That portion of a pregnancy following
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the 12th week and extending through the 24th
week of gestation _."

Findings include:

Observation conducied on 7/31/15 at 12:20 p.m.
revealad the clinic's license was posted on the
bulletin board. Further observation revealed the
clinic was licensed for first trimester abortions.

On 731115 at 12:50 p.m., the clinic manager
stated that they provide first trimester surgical
procedures up to 13.6 weeks.

A review of sampled patient #4's file revealed an
abortion procedure was conducted when sampled
patient #4's gestational age was 13.2 weeks,
Sampled patient #5's file revealed an abortion
procedure was conducled when sampled patient
#5's gestational age was 13 weeks.

On 8/5/15 at 1:04 p.m. a telephone interview was
conducted with the Director of Compliance
Quality and Risk Management for Planned
Parenthood in Florida. She confirmed that she
submits the reports monthly in regards to the
number of wesks at which the abortion was
performed and that the numbers of weeks are
counted from the client's last reported menstrual
period. When asked what gestational age is
considered the end of the first trimester, she said
13 weeks, 6 days. She confirmed the reports she
sends in monthly are acourate to the number of
weeks and most months will have numbers that
fall into the second column range.
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{3) The agency may impose an administrative
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fine for a violation that is not designaied as &
class |, class i, class I, or class IV viclation.
Unless otherwise specified by law, the amount of
the fine may not exceed $500 for each violation.
Unclassified violations include:

{a) Violating any lerm or candition of a license.
{b} Violating any provision of this part, authorizing
statutes, or applicable rules.

(c) Exceeding licensed capacity.

(d) Providing services beyond the scope of the
jicense.

{e} Violating a moratorium imposed pursuant to s.
408.814.

This Statute or Rule is not met as evidencad by:
Based upon the finding of second trimester
abortions performed during an on-site inspection,
repors were reviewed and identified 21 second
trimester abortions performed between 7/1/14
and 6/30/15. The clinic provided services
beyond the scope of the license.

Findings inciuded:

Ohservation conducted on 7/31/15 at 12:20 p.m.
revealed the clinic’s license was posted on the
bulletin board. Further observation revealed the
clinic was licensed for first trimester abortions.

On 7/31/15 at 12:50 p.m., the clinic manager
stated that they provide first trimester surgical
procedures up to 13.6 weeks.

A review of sampled patient #4's file revealed an
abortion procedure was conducted when sampied
patient #4's gestational age was 13.2 weeks,
Sampled patient #5's file revealed an abortion
procedure was conducted when sampled patient
#5's gestational age was 13 weeks.
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Review of abortions reported to the state July
2014 through June 2015 revealed 21 second
frimester abortions.
On 81515 at 1:04 p.m. a telephone interview was
conducted with the Director of Compliance
Quality and Risk Management for Planned
Parenthood in Florida.  She confirmed that she
submits the reports monthly in regards to the
number of weeks at which the abortion was
performed, and that the number of weeks are
counted from the client's last reported menstrual
period, When asked what gestational age is
considered the end of the first trimester, she said
13 weeks, 6 days. She confirmed the reporis she
sends in monthly are accurate to the number of
weeks and most menths will have numbers that
fall into the second column range.
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RICK SCOTT
GOVERNOR

ELIZABETH DUDEK
SECRETARY

NOTICE OF ACTIVITY WITHOUT PROPER LICENSURE

August 5, 2015

Administrator

Plarnned Parenthood of Collier County, Inc.
1425 Creech Road

Naples, Fiorida 34103

Dear Administrator:

The Agency for Health Care Administration (Agency) has determined that this facility is
providing services beyond the scope of the license. This notice will serve as the official
notification from the agency substantiating findings to support this facility is providing services
beyond the scope of the license.

Under Florida law, it is untawful for any person or entity to; own, operate, or maintain an
unlicensed provider; or perform any services that require Agency licensure without proper
licensure; or offer or advertise services that require Agency licensure to the public without first
obtaining a valid license from the Agency. An existing license holder may not advertise or hold
out to the public that he or she holds a license for other than that for which he or she actually
holds the license. :

Any person and entity that fails to immediately cease operation of an unlicensed provider is
subject to the penalties set forth under Florida law. Each violation is a separate offense.

If you have any questions regarding this Notice of Activity without Proper Licensure you may
contact me at (239) 335-1315.

Sincerealy,

. ‘;;
dlin Seehawer, RN

Field Office Manager
Division of Health Quality Assurance
Area 8 Field Operations

JSics
2727 Mahan Drive + Mail Stop #46

Tallahassee, FL 32308
AHCA . MyFlorida.com

Facebook.com/AHCAFlorida

Youtvhe.com/AHCAFleorida
Twitter.com/AMCA_FL
SlideShare.net/AHCAFlorida
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An unannounced monitoring visit was conducted
on?/31/2015 at the facility. Additional information
was gathered on 8/5/15. The following deficient
practice was found.

A 050 Licensure Procedures A 080

All persons planning the cperation of an abortion
clinic under the provistons of Chapter 390, F.5.,
shali make application for & license to the
Agency for Health Care Administration and must
receive a license prior 1o the acceptance of
patients for care and freatment.

Chapter 59A-6.020(1)

A current license shall be posted in a
conspicuous place within the licensed premises
where it can be viewed by patients.

Chapter 56A-9.020{4), FAC

This Standard Is not met as evidenced by:

Based on cbservation, interview and record
review, the clinic failed to apply for and receive a
license from the Agency prior {6 the acceptance of
3 @1, #2, #3) of 3 sampled patients for care and
treatment of second trimester procedures. Florida
Adminisirative Code 594-8.019(14) definitions
specific t¢ abortion clinics include "(b) Second
Trimester. That portion of a preghancy following
the 12th week and extending through the 24th
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week of gestation ..."
Findings included:

Observation conducted on 7/31/16at 2:11 p.m.
revealed the clinic's license was posted on the
wall. Further observation revealed the clinic was
licensed for first trimaster abortions.

On 7/3115 at 211 p.m., the clinic manager stated
that they provide first timester procedures up to
13.6 weeks.

A review of sampled patient #1's file revealed an
abortion procedure was conducted when sampled
patient #1's gestational age was 13.2 weeks.
Sampled patient #2's file revealed an abortion
procedure was conducted when sampled patient
#2's gestational age was 13.3 weeks. Sampled
patient #3's file revealed an abartion procedure
was conducted when sampled patient £3's
gestational age was 13.5 weeks.

On 8/5/5 at 1:04 p.m. 2 telephone interview was
conducted with the Director of Compliance Quality
and Risk Management for Planned Parenthoed in
Florida. She confirmed that she submits the
reports monthly in regards to the number of weeks
at which the abortion was performed and that the
numbers of weeks are counted from the client's
last reported menstrual period. When asked what
gestational age is considered the end of the first
trimester, she said 13 weeks, 6 days. She
confirmed the reports she sends in monthly are
accurate to the number of weeks and most
moniths will have numbers that fal} inte the second
colurnn range.
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(3) The agency may impose an administrative
fine for a violation that is not designated as a
class 1, class I, class 111, or class IV violation,
Unless otherwise specified by law, the amount of
the fine may not exceed $500 for each violation.
Unclassified violations include:

{a) Violating any term or condition of a license.
(b} Viotating any provision of this part, authorizing
statutes, or applicable rules.

{c) Exceeding licensed capacity.

(d) Providing services bayond the scope of the
license.

{e) Violating a moratorium imposed pursuant to
5. 408.814.

This Statute or Rule is not met as evidenced by:
Based upon the finding of second timester
abortions perforrned during an on-site inspeciion,
reports were reviewed and identified 19 second
trimesier abortions performed between 7/1/14 and
6/30/15. The clinic provided services beyond the
scope of the license.

Findings included:

Observation conducted on 7/31/15 at 2: 11 p.m.
revealed the clinic's license was posted on the
wall. Further abservation revealed the clinic was
licensed for first trimester abortions.

Cn 7/31/15 at 2:11 p.m., the clinic manager stated
that they provide first timester procedures up to
13.6 weeks.

A review of sampled patient #1's file revealed an
ahortion procedure was conducted when sampled
patient #1 * s gestational age was 13.2 weeks.
Sampied patient #2's file revealed an abortion
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gestalional age was 13.5 weeks.

trimester abortions.

column range.

Review of abortions reported to the state July
2014 through June 2015 revealed 19 second

procedure was conducted when sampled paiient
#2's gestationat age was 13.3 weeks, Sampled
patient #3's file revealed an abortion procedure
was conducted when sampled patfient #3's

On 8/5/15 at 1:04 p.m. a telephone interview was
conducted with the Direcior of Compliance Quality
and Risk Management for Planned Parenthood In
Florida. She confirmed that she submits the
reports monthly in regards to the number of weeks
at which the abortion was performed and that the
nurmbers of weeks are countad from the client's
iast reported menstrual pericd. When asked what
gestational age is considered the end of the first
trimester, she said 13 weeks, 6 days. She
confirrmed the reports she sends in monthly are
accurate to the number of weeks and most
months will have numbers that fall into the second
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RICK SCOTT

GOVERNOR

ELIZABETH DUDEK

SECRETARY
FOR IMMEDIATE RELEASE Contact: AHCA Communications Office
August 5, 2015 AHCACommunications@ahca.myflorida.com,

850-412-3623

Planned Parenthood Inspections Find Deficiencies at Clinics
- Agency findings include issues with the record keeping of fetal remains at one clinic and
unlicensed procedures being performed at three clinics -

Tallahassee, FL — Our investigations last week into Planned Parenthood clinics
found three facilities performing procedures beyond their licensing authority, as well as one
facility not keeping proper logs relating to fetal remains.

We will take immediate actions against these three facilities for performing second
trimester abortions without a proper license. These facilities have been notified to
immediately cease performing second trimester abortions. The Agency may take additional
actions against these facilities including administrative sanctions.

These three clinics are only licensed to perform first trimester abortions. The law requires
clinics performing second trimester abortions meet additional requirements.

Licenses are in place to protect the patient from unscrupulous operators and the State of
Florida will ensure every facility is held accountable for its actions.

Please find attached reports for the clinics cited for deficiencies.

The Agency for Health Care Administration is committed to better health care for all
Floridians. The Agency administers Florida’s Medicaid program, licenses and requlates
more than 45,000 health care facilities and 34 health maintenance organizations, and
publishes health care data and statistics at www.FloridaHealthFinder.gov. Additional
information about Agency initiatives is available via Facebook (AHCAFlorida), Twitter
(@AHCA_FL) and YouTube (/AHCAFlorida).
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Facebook.com/AHCAFIlorida
Youtube.com/AHCAFIlorida
Twitter.com/AHCA_FL
SlideShare.net/AHCAFIlorida

2727 Mahan Drive « Mail Stop #2
Tallahassee, FL 32308
AHCA .MyFlorida.com




