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An unannounced complaint investigation survey
#2008003261 was conducted on 3-17-08. The
following deficiencies were iientified during the
investigation:

A 186| Clinic Suppliea/squip. Stand.-2nd Trimester A 156
Equipment Maintenance. '

(8) When patient monitoring equipment is
utilized, a written preventive maintenance
program shall be developed and implemented.
This equipment shall be checked and/or testad in
accordance with manufacturer's specifications at
periodic intervals, not less than annuadly, to
insure properoperation, and & state of good
repair. After repairs and/or alterations are made
to any equipment, the squipment shall be
thoroughly tested for proper calibration before
returning it to service, Records shall be
maintained on each piece of equipment to
indicate its history of testing and maintenance.

(b) All anesthesia and surgical ocuipment shall
have a written preventive maintenance program
developed and implemented. Equipment shall be
checked and tested in accordance with the
manufacturer ' 5 specifications at designated
intervals, not less than annually, to ensure proper
aperation and a state of good repair.

(c) All surgical instruments shall have a written
preventive maintenance program developed and
implemented. Surgical instruments shalf be
clesned and checked for function after use to
ensure proper operation and a state of good
repair.

Chapter 59A-9.0225(7), F.AC.
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A 158

A201

Continued From Page 1

L

This Standard is not met as evidenced by:
Based on record review and interview the facliity
failed to develop a written preventive
maintenance program and complie a -
maintenanca record indicating history of testing,
initiated annually, to insure proper operation, and
a state of good repair of the defibriiator used in
the care of patients receiving 1st and 2nd
trimester abortions in the faclity. The findings
included:

A tour of the facility was conducted on 3-17-08 at
1 pm. The defibrillator was hidden under other
equipment. There was no maintenance
documentation for the defibritlator in the fachity.
interview with the medical assistant on 3-17-08
at 1 pm revealed that he/she was untrained and

unable to use the equipment.
Cotrection Date: 4-17-08

Clinic Personnel-2nd Trimester

Each abortion clinic providing second trimester
abortions shall have a staff that is adequately
trained and capabie of providing appropriate
service and supervision to the patients. The clinic
will have & position description for each position
delineating duties and responsibiitties and
maintain personnel records for all employoes
performing or monitoring patients racelving 8
second trimester abortion. The clinical staff
requirements are as follows:

Physicians. The clinic shall designate a licensed
physician to serve as a maedical director.

Nuraing Personnel. Nursing péroonnel in the
clinic shall ba governed by written policies and

A 158
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Continued From Page 2

procedures relating to patient cars,
astablishment of standards for nursing care and
mechanisms for evaluating such care, and
nursing services,

Allied health professionats, working under
appropriate direction and supervision, may be.
employed to work only within areas whers their
competency has been estabilshed.

Chapter 58A-9.023(1),(2),and (3), F.AC.

This Standard is not met as evidenced by
Based on record review and interview the facility
failed to provide adequately trained personnel
capable of providing appropriate service and
supervision to the patients including a position
description fof sach delineating duties
and responsibilities and maintaining parsonnel
records for ail employees performing or
monitoring patients receiving 1st and 2nd
trimester abortions in the facility. The findings
included:

Review of the employee file for the medical
assistant revealed that the medical assistant had
worked in the facility for 5 years. There was no
evidence in the file of training of assistance with
2nd trimester abortions, no job description, and
no orientation to the facility. :

Interview with the medical assistant on 3-1 7-08
at 1 pm revealed that he/she was untrained and
unable to use any of the equipment in the

procedure room. There was no nurse available to |

assist the physician with the procedure.
Correction Date: 4-17-08
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(d) Licensing regulations; and |
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Chapter 59A-9.023,(4) and (5), FAC. |
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This Standard is not met as evidenced by:

Based on record review and interview the facility
failed to provide a written crientation program for
the staff at the beginning of employment and at
jeaat annually thereafter o ineure and maintain
their understanding of their duties and
responsibilities, infection control precautions,
general sanitation, personal hygiene such as
hand washing, use of masks and gloves, fire
protection, to inciude evacusting patients pnd
proper use of fire extinguishers, confidentiality of
patient information and Incident reporting. The
findings included:

Review of the employes file for the medical
assistant revesied that the medical assistant had
worked In the facility for 5 years. There was no
evidence in tle file of annual in-service training
of the employee to insure and maintain their
understanding of their duties and responsibilities,
infaction control precautions, general sanitation,
personal hygiene auch as hand washing, use of
masks and gioves, fire prot.ctlono't: include
evacuating patients, proper use of fire
extinguishers, confidentiality of patient
information and incident reporting.

Review of the documentation in the tacility failed
to produce a policy and procedure manual for 1st
and 2nd trimester abortions, infaction control
precautions, general sanitation, personal hygiene
suohuhandvmhlng.molmukamdgbvn.
fire , to Include evacuating patients and
proper use of fire extinguishers, confidentiality of
patient information and incident reporting.

interview with the medical assistant on 3-17-08
at 1 pm revealed that he/she was not given any
in-service in the facility.

Corraction Date: 4-17-08
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An abortion clinic providing second trimester
abortions shall have written policies and
procedures to implernent policies and to assure
that quality patient care shall relate specifically to
the functional activities of clinic services. Thase
writter: procedures shali apply to second
trimester abortions and shel be avalable and
accessible to clinic personnel and shall be
reviewed and approved annually by the clinic's
medical director. These clinic policies and
procedures shall include but not be limited to the
following: :

(1) Patient admission;

(2) Pre- and post-operative care;

(3) Physician ' 8 orders;

(4) Standing orders with required signatures;
(5) Medications, storage and adminiatration,

{6) Treatments;

(7) Surgical asepsis;

(8) Medial asepsis;

(9) Sterilization and disinfection; )
(10) Documentation: Medical racords and facility
recornds;

(11) Patient discharge;

(12) Patient transter,

(13) Emergency measures,

(14) Incident reports;

(15) Personne| orientation;

(18) Inservice educstion record;

(17) Anesthesia; -

(18) Equipment and supplies: avaliability and
maintenance;

(19) Volunteers; and

(20) Visitors.

Chapter 59A-9.024, F.A.C.
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This Standard s not met as evidenced by:
Based on record review and interview the facility
providing 1st and 2nd trimester abortions failed |
to provide written and procedures that !
were available and accessible to clinic personnel |
and were reviewed and approved annuaily by the i
clinic's medicai director. The findings included: |
Review of the documentation in the facility failed
to reveal a poficy and procedure baok for the ;
staff to use, Interview with the Receptionist and |
the medical assistant on 3-17-08 at 1:30 pm i
confirmed that there was no policy book |
available in the facility. : . g
Correction Date: 4-17-08 |
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procedures performed, to inchide:

1. History and physical examination, to include
verification of pregnancy, estimation of
gestational age, identification of any preexisting
conditions or complications, including allergies to
medications, antisaptic sofutions, or latex; and &
complete obstetric and gynecological history. -

2, Special sxaminations, lab procedures, and/or
consultations required, to include
ultrasonography to confirm gestational age and &
physical examination a bimanual
examinstion astimating uterine size and
palpstion of the adnexa. The physician shall
koep original prints of each ultrasound
examination of a patient in the patient's medical
history file. For an abortion in which an

vitrasound axamination is not performed before -

the abortion procedure, urine or blood tests for
pregnancy shall be performed before the
abortion procedure.

Chapter 59A-9.025(1), F.A.C.

This Standard is not met as evidenced by:

Based on record review and interview the facility
providing 1st and 2nd trimester abortions failed
to maintsin & complete medical record for each
patient that records history and physical
examination, estimstion of gestational age based
on & bimanual and ultrasound examination,
coples of ultrasounds, and laboratory tests to
prove pragnancy before the procedures are
completad for @ of @ sampled patients. The
findings included:

Review of the clinical record of sample patient #1
(16 wesks) reveaisd that thers was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination or lab work to prove
pregnancy before the procedure on 1-24-08.

A 300
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Continued From Page 8

-

Review of the clinical record of sample patient #2
(17 weeks) revealed that there was no evidence
In the record of history and physical examination,
estimation of gestationsl age based on &
bimanual examination or iab work to prove
pregnancy before the procedure on 1-30-08. -

Review of the clinical record of sample patient #3
(15 weeks) revealed that there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination or lab work to prove
pregnancy before the procedure on 2-8-08.

Review of the clinical record of sample patient #4
(22 weeks) revealed thet there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination bafore the procedure on
2-12-08. '

Review of the clinical record of sample patient #5
(22 weeks) reveaied that thers was o evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination or lab work to prove
pregnancy before the procedure on 2-27-08,

Review of the ciinical record of sample patient #6
(20 weeks) revealed that there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual axamination or iab work to prove
pregnancy before the procedure on 1-24-08,

Review of the clinical record of sample patient
#7, #5, #9 revesled that there was no evidence in
the record of an ultrasound examination or lab
work to prove pregnancy before the procedure

on 3-.12-08,

A 300
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*

Interview with the medical assistant and the
receptionist on 3-17-08 at 1 pm confirmed that
the physicians conducted the visits before the
procedures and wrote in the charts.

Correction Date: 4-17-08

Medical Scfooninglcval.&nd Trimester

Laboratory Services.

(a) Laboratory services shall be provided on-site
or through amangement with a laboratory that
hoids the appropriste federal Clinical Laboratory
improvement Amendments (CLIA) certificate and
state of Florida clinical laboratory licensa iasued
pursuant to Chapter 483, Part |, F.S.

(b} All laboratory services provided on-site shall
be performed in compliance with state of Florida
clinical laboratory icensure and fedaral CLIA
provisions,

Rh factor. Rh testing for Rh negative patients
shall be conducted, unieas reliable written
documentation of biood type is avaitable.

All Iaboratory test reports shall be placad in the
patient ' 3 medical record.

All laboratory test and storage areas, records
and reports shall be available for inspection by
the agency.

if a person who is not a physician performs an
ultrasound examination, that person shait have
documentad avidence that he or she has
completed a course in the operation of
ultrasound equipment. The physician, registerad
nurse, licansed practical nurse, advanced
registered nurse practitioner, or physician

A 300

A 301

R 4t Freroe,

|y APPLrGT 70 ok 7 7ML

ASEALo ?édé/‘o(lli A0
rIve Dreguovey TEST U/ 4L Be
CORNDICTED Prron TT TECAUATIOH)
OF Pregusney gul 7HeE Les ot>s
et Be Fpetvded Tx) THE
New T ren)7” Recod, |
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agsistant shall, at the request of the patient and i
before the abortion procedure is performed, : !
review the ultrasound evaluation results with the !
patient, inciuding an estimate of the probable A ;
gestational age of the fetus.

A test for anemia shall be performed.

Chapter 59A-9.025(2), (4), (5). (6), (7), and (B) |
FAC. | f
i

|

This Standard Is not met as evidenced by:

Based on record review and interview the facility

providing 1st and 2nd trimester abortions failed

to maintain a gomplete medical record for each

patient that reGords Rh factor testing and anemia - i
testing before procadures were pcrfomd for 8

of 9 (all except #4) §

Review of the clinical records of sampied :
patients #1, #2, #3, #5, #6, ¥7, #8, #9 revealed . !
that there was no evidence of isboratory tests to
indicate the Rh factor, if necessary or anemia
testing in the records. Interview with the medical
assistant on 3-17-08 at 1 pm confirmed that the
physicians’conducted the visits before the
procedures and wrote in the charts.

Correction Date: 4-17-08

A 400 | Recovery Rm Stand.-2nd Trimester A 400 D)

Each abortion clinic which is providing second THE Recoveny Zoond il .e'
trimester abortions shall comply with the SUbeR L/ SEd 87 Ml TTRIES
following recovery room standards when TRAE MLyt ASid 157HTE 7,
providing second trimester abortions: HEdrens Qroecrom L2l Bwovide

(1) Following the procedure, post procedure -f": 4::1”” € TRAIIVD Iﬂf)? S
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recovery rooms will be supervised and staffed to TIFE FHYSI2 /A0 AL DE M Lh)inbee
meet the patient's needs. A physician or 7O Drscalwags ewen DATrel7]
physician assistant, a licensed registered nurse, ATMID Phl EMIDCoipre's Mokl EoDieTa
a licensed practical nurse or an advanced EPR CovnsSs |
registered nurse practitioner who is trained in the , ' ?
management of the recovery araa shall be R /705 ;7rtszarron aorel /B e ﬂ/:e.m;sA
available to monitor the patient in the recovery By THE Fne y2/7yy ) E ARy CorpLiryTIoNd
room until the patient is discharged. The OCCUR, Beyow) 7HE Mt ey | ]
indivlduall must be oerﬁﬁlod in basic OIPRE sty 77 5 DS TrteS 797K
cardiopulmonary resuscitation. A patient in the D02 St e —_— i
post-operative or recovery room shall be U er0 b Oy AKITI R REMY Ly
observed for as long as the patient's condition pay € T COSE 0L 9 KeEDyerpy
warrants. y 2P i
3 e ‘ - '
(2) The clinic shall arrange hospitalization if any w% Py Srer80 21268 D rsepes
complication beyond the medical capability of the EHEY PATTO7 Tl Rpro (D)
staff occurs or is suspected. The clinic shall Zat 1008 D Lo bere am) GAIA 2/4d ENSORE
ensure that all appropriate equipment and TG )7~ /S OF o wed Pl
:erv;ces are readily accessible to provide PRTIEIT JU) 7204 T mtrerady rz Sosh
ppropriate emergency resuscitative and life OPews P : ﬂ
support procedures pending the transfer of the = TIE PERUD O T S vses
patient or a viable fetus to the hospltal. A € ARG e T2 Saomey
physician shall sign the discharge order and be FolcowrtD rije o, KD LETFO S
readily accessible and available untll the last THE Toantionrrpn, of Dee
AR A ERALIB A &
patient is discharged to facllitate the transfer of S e D .
emergency cases If hospitaiization of the patient ENBTIONT M hvse sy T
or viable fetus is necessary. The clinic medical RIO (D) Tttt e &20duers Tiie
msdocumanﬁngmpmvldpd shall (ﬂ}/‘:ﬁ ReliSmi Lrmat) 3 130000
pany the patient. These récords will o Be % _ > )
include the contact Information for the physician (rres Kok S0 Dy THE PaTrenT
who performed the procedure at the clinic. AR L/l Ramers snd TN Fobnt KEDrewd
' econlds
(3) A 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 immediate postoperstive period or that it will ‘
be avallable to the patient within 72 hours
following completion of the abortion procedure. If
the patient refuses tha Rho (D) immune globulin,
refusal Form 3130-1002, January 2008, "
Refusal to Permit Administration of Rh(D)
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Immunoglobulin *, hemin incorporated by ‘
reference, shail be signed by the patient and a ‘;j A reas Ao T RRERATIVE Fpm ikt O+ 2d
witness, and shall be inciuded in the patient' s 7Be Debediped HANO Ziyhlomess red
medical record. |70 Be grrens T anes P&)‘%ﬂl“
—_ Fr Lageds 75 Tosr-OPexsITye
(4) Wiritten instructions with regard to post e e
abortion coitus, signs of possible medical FUSTRITIY 5 5 DY Aoox
compiications, and general aftercare shall be A/:’_aﬂ.éu /S Providded Zx) TVANS
given to each patient. Each patient shall have et T ‘
specific written instructions regarding access to CASe OF erlencenc os ,
medical care for complications, including a
telephone number to call for medical ‘
emergencies. The physician will ensure that 5, ‘
either a registered nurse, licensed practical oL E""ﬁf“’;té AR boo b 200D
nurse, advanced registered nurse practitioner, or sy AS Puccedynars diplne
physician assistant from the abortion clinic Wit Shecs By ik~ aip /nmqvay
makoaagoodfaltheffortwoonuctthop:ﬂqnt LENGT R 90 & Foe Loco 5‘
by telephone,"with the patient's consent, within AS oneensres EOMER Y
24 hours after surgery to assess the patient's . By THe Prtewd v
recovery. A contact for post-operative care from .W""“’é FESTRIIOA
the facility shall ba available to the patient on a :
24-hour basis. o j
() Facility procedures must specify the minimum :
length of time for recovery ss warranted by the :
procedure type and gestation period. _
Chapter 56A-9.027, F.A.C.
This Standard is not met as evidenced by: 5’
Based on record review and interview the facility ;
staff failed to provide vitel signs and patient :
condition before and after the procedures in the :
faciiity for 11 of 11 sampled patients. The :
findings included: ' ;
Review of 11 clinical records from 3.10-08 (1
procedure), 3-14-08 (1 procedure), 3-15-08 (9 - %
procedures), revealed that none had any |
documentation of the pre-procedure or recovery i
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Each abortion clinic which is providing second
trimester abortions shall comply with the
following post procedure follow-up care
requirements when providing a second trimester
abortion:

{1) The dlinic shall offer a post abortion medical
visit that includes a medical examinstion and a
review of the results of all laboratory tests.

{2) A urine pregnancy test will be obtained at the
time of the follow-up visit to ruie out continuing

pregnancy. if a continuing pregnancy is
suspected, the patient shall be evaluated and a
physician who performs abortions shall be

consulted. -

(3) The clinic shall provide for the education of
the patient in post-procedure care, inchiding
specific instructions in case of smergency.

Chapter 58A-9.028, FA.C,

This Standard is not met as evidenced by:
Based on racord review and interviaw the facility

' FORM APPROVED
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AND PLAN OF CORRECTION IDENTWICATION NUMBER: A BUILDING COMPLETED
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A 400 | Continued From Page 13 A 400 -
period following the procedures. There was no
documentation of the discherge time, the
patients condition, the accompanying family
member or post procadure medication given.
Interview with the medical asgistant on 3-17-0
at 4 pm confirmad that the physician was due to
come in at 3:30 pm on the day of the complaint
investigation to complete the records. v
’ i
Correction Date: 4-17-08 @
"A 480 | Post Proc. F/up Care-2nd Trimester A 450
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Continued From Page 14

providing 1st and 2nd trimester abortions failed
to maintain a compiete medical record for sach
patient that records a post abortion medical visit
that includes a medical examination and a review
of the results of all iaboratory tests and a urine
pregnancy test obtained at the time of the
follow-up visit to rule out continuing pregnancy
for 4 of 4 sampiad patients. The findings
included: o

Review of the clinical records of sampled
patients #1, #2, #3, #4 revesied that there was
no evidence of a follow-up visit in the record.
Interview with the medical assistant on 3-17-08
at 1 pm confirmed that the patients were not
encouraged to retumn to the facility.

Corraction Date: 4-17-08

A 450

|
i
e

31

OHAW

F9vd

IGR211 it continuation sheet 15 of 15

O Y-O% &

25.B69550E 15:¢1 B8BBZ/rB/pa




FLORIDA AGENCY FOR HEALTH CARE ADMINISTRATION
CHARLIE CRIST HOLLY BENSON

GOVERNOCR ‘ SECRETARY

March 25, 2008

Dora Hernandez, Administrator
Alba Medical Center

4210 Palm Avenue

Hialeah, FL 33012

Dear Ms. Hernandez,

On 3-17-08, Arlene Schweitzer, RNC representing this office conducted an unannounced
survey to investigate complaint # 2008003261 filed against Alba Medical Center.

The allegation that the facility failed to operate within the scope of practice was unable to be
confirmed. However, the Medical Center must operate within the regulations set forth by the
legislature.

Enclosed is your “Statement of Deficiencies and Plan of Correction” (State Form) listing the
Deficiencies discussed with you and/or your representatives upon the completion of the survey.

Please complete a “Plan of Correction” (PoC) for the deficiencies shown on the “Statement of
Deficiencies and Plan of Correction,” including the date corrective action was accomplished or is
anticipated to be accomplished. Also, please sign and date all forms on the bottom and
return them to this office within ten (10) calendar days of receipt of this letter. Failure to
submit a reply within this time may jeopardize your licensure/certification status. All corrections
must be made by 4-17-08.

Plan of Correction (PoC)

A PoC for the deficiencies must be submitted on the State Form enclosed.  Your PoC must
contain the following:

What corrective action(s) will be implemented to correct the deficient practice;
Who will correct the deficient practice and when the deficient practice will be

corrected;

o What systemic changes/measures will be put into place to ensure that the
deficient practice does not recur; and,

. What on-going monitoring/quality assurance will be conducted to ensure the
deficient practice will not recur, who will be responsible for the on going
monitoring.

Please send all your correspondence to the Miami Address located at the bottom right
hand corner of this letter.

Area Office 11

8355 NW 53™ Street
Manchester Building
Miami, FL 33166

Headquarters

2727 Mahan Drive
Tallahassee, FL 32308
http://ahca.myflorida.com




Please mail the plan of correction to:

R. Steve Emling, Field Office Manager, Area 11
Agency for Health Care Administration, HQA
8355 NW 53" Street Miami, FL 33166
Phone: (305) 499-2165 Fax: (305) 499-2190

Certain documents may be made available for public disclosure as required by law.

In order to obtain feedback regarding your survey, a web-based interactive survey satisfaction
questionnaire has been placed on the Agency’s website at www.fdhc.state.fl.us/Publications.
You may access the “Quality Assurance Survey Satisfaction Questionnaire” through the link
under the Forms heading on this webpage. Your feedback is encouraged and valued, as our
goal is to ensure a satisfactory and professional survey process.

Thank you for the assistance provided to the surveyor at the time of the survey. Should you
have any questions, please contact me at 305-499-2165.

Sincerely,

ling
Office Manager, Area 11
Division of Health Quality Assurance

Enclosures: State Form
Cc: Hospital Unit



FLORIDA AGENCY FOR HEALTH CARE ADMINISTRATION

HOLLY BENSON
SECRETARY

CHARLIE CRIST
GOVERNOR

AREA OFFICE 11

Guidelines for the Development of Plans of Correction (POC)

The Plan of Correction (POC) is intended to correct any systemic regulatory non-
compliance found during the survey process and remediate any specific non-
compliance that may have been identified for the individuals receiving services from the

facility.

A POC for the deficiencies must be submitted by 10 days after the facility receives its
State Form and CMS-2567. Failure to submit an acceptable Plan of Correction within
the required time frame may result in the imposition of remedies 20 days after due date
for submission.

Your Plan of Correction must contain the following:

1. What corrective action(s) will be accomplished for those patients found to
have been affected by the deficient practice;

2. How you will identify other patients having the potential to be affected by
the same deficient practice and what corrective action will be taken;

3. What measures will be put into place or what systemic changes you will
make to ensure that the deficient practice does not recur; and,

4. How the corrective action(s) will be monitored to ensure the deficient
practice will not recur, i.e., what quality assurance program will be put into
place.

Area Office 11

8355 NW 53" Street
Manchester Building
Miami, Fl. 33166

Headquarters

2727 Mahan Drive
Tallahassee, FL 32308
http://ahca.myflorida.com
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INITIAL COMMENTS

An unannounced complaint investigation survey
#2008003261 was conducted on 3-17-08. The

following deficiencies were identified during the

investigation:

Clinic Supplies/equip. Stand.-2nd Trimester
Equipment Maintenance.

(a) When patient monitoring equipment is
utilized, a written preventive maintenance
program shall be developed and implemented.
This equipment shall be checked and/or tested in
accordance with manufacturer's specifications at
periodic intervals, not less than annually, to
insure proper operation, and a state of good
repair. After repairs and/or alterations are made
to any equipment, the equipment shall be
thoroughly tested for proper calibration before
returning it to service. Records shall be
maintained on each piece of equipment to
indicate its history of testing and maintenance.

(b) All anesthesia and surgical equipment shall
have a written preventive maintenance program
developed and implemented. Equipment shall be
checked and tested in accordance with the
manufacturer ' s specifications at designated
intervals, not less than annually, to ensure proper l
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 ‘
cleaned and checked for function after use to
ensure proper operation and. a state of good
repair. ‘

Chapter 59A-9.0225(7), F.A.C.

A 000

A 156
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Continued From Page 1

This Standard is not met as evidenced by:

Based on record review and interview the facility
failed to develop a written preventive
maintenance program and compile a
maintenance record indicating history of testing,
initiated annually, to insure proper operation, and
a state of good repair of the defibrillator used in
the care of patients receiving 1st and 2nd
trimester abortions in the faclity. The findings
included:

A tour of the facility was conducted on 3-17-08 at
1 pm. The defibrillator was hidden under other
equipment. There was no maintenance

. documentation for the defibrillator in the facility.

Interview with the medical assistant on 3-17-08
at 1 pm revealed that he/she was untrained and
unable to use the equipment.

Correction Date: 4-17-08

Clinic Personnel-2nd Trimester

Each abortion clinic providing second trimester
abortions shall have a staff that is adequately
trained and capable of providing 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 abortion. The clinical staff
requirements are as follows:

Physicians. The clinic shall designate a licensed
physician to serve as a medical director.

Nursing Personnel. Nursing personnel in the
clinic shall be governed by written policies and

A 156

A 201
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procedures relating to patient care,
establishment of standards for nursing care and
mechanisms for evaluating such care, and
nursing services.

Allied health professionals, working under
appropriate direction and supervision, may be
employed to work only within areas where their
competency has been established.

Chapter 59A-9.023(1),(2),and (3), F.A.C.

This Standard is not met as evidenced by:

Based on record review and interview the facility
failed to provide adequately trained personnel
capable of providing appropriate service and
supervision to the patients including a position
description for each position delineating duties
and responsibilities and maintaining personnel
records for all employees performing or
monitoring patients receiving 1st and 2nd
trimester abortions in the facility. The findings
included:

Review of the employee file for the medical
assistant revealed that the medical assistant had
worked in the facility for 5 years. There was no
evidence in the file of training of assistance with
2nd trimester abortions, no job description, and
no orientation to the facility.

. Interview with the medical assistant on 3-17-08

at 1 pm revealed that he/she was untrained and
unable to use any of the equipment in the
procedure room. There was no nurse available to

. assist the physician with the procedure.

Correction Date: 4-17-08
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Clinic Personnel-2nd Trimester

Orientation. Each facility shall have and execute
a written orientation program to familiarize each
new staff member, including volunteers, with the
facility and its policies and procedures, to
include, at a minimum, fire safety and other
safety measures, medical emergencies, and
infection control.

in-service Training. In-service training programs
shall be planned and provided for all employees
including full time, part time and contract
employees, at 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 attendance. The following
training shall be provided at least 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, to include at a minimum,
universal precautions against blood-borne
diseases, general sanitation, personal hygiene
such as hand washing, use of masks and gloves,
and instruction 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;

(c) Confidentiality of patient information and
records, and protecting patient rights;

(d) Licensing regulations; and

' (e) Incident reporting.

Chapter 59A-9.023,(4) and (5), F.A.C.

A 202

A 202
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This Standard is not met as evidenced by:

Based on record review and interview the facility
failed to provide a written orientation program for
the staff at the beginning of employment and at
least annually thereafter to insure and maintain
their understanding of their duties and
responsibilities, infection control precautions,
general sanitation, personal hygiene such as
hand washing, use of masks and gloves, fire
protection, to include evacuating patients and
proper use of fire extinguishers, confidentiality of
patient information and incident reporting. The
findings inciuded:

Review of the employee file for the medical
assistant revealed that the medical assistant had
worked in the facility for 5 years. There was no
evidence in the file of annual in-service training
of the employee to insure and maintain their
understanding of their duties and responsibilities,
infection control precautions, general sanitation,
personal hygiene such as hand washing, use of
masks and gloves, fire protection, to include
evacuating patients, proper use of fire
extinguishers, confidentiality of patient
information and incident reporting.

Review of the documentation in the facility failed

 to produce a policy and procedure manual for 1st ‘

and 2nd trimester abortions, infection control
precautions, general sanitation, personal hyglene
such as hand washing, use of masks and gloves,
fire protection, to include evacuating patients and
proper use of fire extinguishers, confidentiality of
patient information and incident reporting.

i Interview with the medical assistant on 3-17-08

at 1 pm revealed that he/she was not given any
in-service in the facility.

Correction Date: 4-17-08
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A 250 | Clinic Policies/Procedures-2nd Trimester A 250

An abortion clinic providing second trimester

abortions shall have written policies and

procedures to implement policies and to assure

that quality patient care shall relate specifically to

the functional activities of clinic services. These

written procedures shall apply to second

trimester abortions and shalil be available and

accessible to clinic personnel and shall be

reviewed and approved annually by the clinic's

medical director. These clinic policies and

procedures shall include but not be limited to the ‘

following:

(1) Patient admission;

(2) Pre- and post-operative care;

(3) Physician ' s orders;

(4) Standing orders with required signatures;

(5) Medications, storage and administration;

(8) Treatments;

(7) Surgical asepsis;

(8) Medial asepsis;

(9) Sterilization and disinfection;

(10) Documentation; Medical records and facility

records; ‘

(11) Patient discharge;

(12) Patient transfer; i

(13) Emergency measures;

(14) Incident reports;

(15) Personnel orientation,;

(18) Inservice education record;

(17) Anesthesia;

(18) Equipment and supplies: availability and

maintenance,

' (19) Volunteers; and ‘ }

(20) Visitors. | .
|

" Chapter 59A-9.024, F.A.C.
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This Standard is not met as evidenced by:

Based on record review and interview the facility
providing 1st and 2nd trimester abortions failed
to provide written policies and procedures that
were available and accessible to clinic personnel
and were reviewed and approved annually by the
clinic's medical director. The findings included:

Review of the documentation in the facility failed
to reveal a policy and procedure book for the
staff to use. Interview with the Receptionist and
the medical assistant on 3-17-08 at 1:30 pm
confirmed that there was no policy book
available in the facility.

Correction Date: 4-17-08

A 300 ' Medical Screening/Eval.-2nd Trimester A 300

Each abortion clinic that provides second
trimester abortions shall formulate and adhere to
written patient care policies and procedures
designed to ensure professional and safe care
for patients undergoing second trimester
abortions and shall maintain a medical record for
each such patient that records history, care and
services. These patient care policies and
procedures, for patients undergoing second j
trimester abortions, shall include but not be i
limited to the following: f

(a) Admission criteria and procedures;

(b) Identification in the medical record of
physician(s) and nurse(s) involved in providing
the services offered for patients undergoing
second trimester abortions;

. (c) Specific details regarding the pre-operative
|
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procedures performed, to include:

1. History and physical examination, to include
verification of pregnancy, estimation of
gestational age, identification of any preexisting
conditions or complications; including allergies to
medications, antiseptic solutions, or latex; and a
complete obstetric and gynecological history.

2. Special examinations, lab procedures, and/or
consultations required, to include
ultrasonography to confirm gestational age and a
physical examination including a bimanual
examination estimating uterine size and
palpation of the adnexa. The physician shall
keep original prints of each ultrasound
examination of a patient in the patient's medical
history file. For an abortion in which an
ultrasound examination is not performed before
the abortion procedure, urine or blood tests for
pregnancy shall be performed before the
abortion procedure.

Chapter 50A-9.025(1), F.A.C.

This Standard is not met as evidenced by:

Based on record review and interview the facility
providing 1st and 2nd trimester abortions failed
to maintain a complete medical record for each
patient that records history and physical
examination, estimation of gestational age based !
on a bimanual and ultrasound examination,
copies of ultrasounds, and laboratory tests to
prove pregnancy before the procedures are
completed for 9 of 9 sampled patients. The
findings included:

Review of the clinical record of sample patient #1
(16 weeks) revealed that there was no evidence
- in the record of history and physical examination,
estimation of gestational age based on a
' bimanual examination or lab work to prove
- pregnancy before the procedure on 1-24-08.

A 300
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Review of the clinical record of sample patient #2
(17 weeks) revealed that there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination or lab work to prove
pregnancy before the procedure on 1-30-08.

Review of the clinical record of sample patient #3
(15 weeks) revealed that there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination or lab work to prove
pregnancy before the procedure on 2-8-08.

Review of the clinical record of sample patient #4
(22 weeks) revealed that there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination before the procedure on
2-12-08.

Review of the clinical record of sample patient #5
(22 weeks) revealed that there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination or lab work to prove
pregnancy before the procedure on 2-27-08.

Review of the clinical record of sample patient #6
(20 weeks) revealed that there was no evidence
in the record of history and physical examination,
estimation of gestational age based on a
bimanual examination or lab work to prove
pregnancy before the procedure on 1-24-08.

Review of the clinical record of sample patient
#7, #8, #9 revealed that there was no evidence in

the record of an ultrasound examination or lab
work to prove pregnancy before the procedure
on 3-12-08.

A 300
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Interview with the medical assistant and the
receptionist on 3-17-08 at 1 pm confirmed that
the physicians conducted the visits before the
procedures and wrote in the charts.

Correction Date: 4-17-08

Medical Screening/eval.-2nd Trimester

Laboratory Services.

(a) Laboratory services shall be provided on-site
or through arrangement with a laboratory that
holds the appropriate federal Clinical Laboratory
Improvement Amendments (CLIA) certificate and
state of Fiorida clinical laboratory license issued
pursuant to Chapter 483, Part |, F.S.

(b) All laboratory services provided on-site shall
be performed in compliance with state of Florida
clinical laboratory licensure and federal CLIA
provisions.

Rh factor. Rh testing for Rh negative patients
shall be conducted, uniess reliable written
documentation of blood type is available.

All laboratory test reports shall be placed in the
patient ' s medical record.

All laboratory test and storage areas, records
and reports shall be available for inspection by
the agency.

If a person who is not a physician performs an
ultrasound examination, that person shall have
documented evidence that he or she has
completed a course in the operation of
ultrasound equipment. The physician, registered
nurse, licensed practical nurse, advanced
registered nurse practitioner, or physician

A 300

A 301
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assistant 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.

A test for anemia shall be performed.

Chapter 59A-9.025(2), (4), (5), (6), (7), and (8)
F.AC.

This Standard is not met as evidenced by:

Based on record review and interview the facility
providing 1st and 2nd trimester abortions failed
to maintain a complete medical record for each
patient that records Rh factor testing and anemia
testing before procedures were performed for 8
of 9 (all except #4)

Review of the clinical records of sampled
patients #1, #2, #3, #5, #6, #7, #8, #9 revealed
that there was no evidence of laboratory tests to
indicate the Rh factor, if necessary or anemia
testing in the records. Interview with the medical
assistant on 3-17-08 at 1 pm confirmed that the
physicians conducted the visits before the
procedures and wrote in the charts.

Correction Date: 4-17-08

Recovery Rm Stand.-2nd Trimester

Each abortion clinic which is providing second
trimester abortions shall comply with the
following recovery room standards when
providing second trimester abortions:

(1) Following the procedure, post procedure

A 301

A 400
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recovery rooms will be supervised and staffed to
meet the patient's needs. A physician or
physician assistant, a licensed registered nurse,
a licensed practical nurse or an advanced
registered nurse practitioner who is trained in the
management of the recovery area shall be
available to monitor the patient in the recovery
room until the patient is discharged. The
individual must be certified in basic
cardiopulmonary resuscitation. A patient in the
post-operative or recovery room shall be
observed for as long as the patient's condition
warrants.

(2) The clinic shall arrange hospitalization if any
complication beyond the medical capability of the
staff occurs or is suspected. The clinic 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 sign the discharge order and be
readily accessible and available until the last
patient is discharged to facilitate the transfer of
emergency cases if hospitalization of the patient
or viable fetus is necessary. The clinic medical
records documenting care provided shall
accompany the patient. These records will

" include the contact information for the physician
who performed the procedure at the clinic.

(3) A 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 immediate postoperative period or that it will
be available to the patient within 72 hours
following completion of the abortion procedure. If
the patient refuses the Rho (D) immune globulin,
refusal Form 3130-1002, January 2006, " |
- Refusal to Permit Administration of Rh(D) }
|
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Immunoglobulin *, herein incorporated by
reference, shall be signed by the patient and a
witness, and shall be included in the patient' s
medical record.

(4) Written instructions with regard to post
abortion coitus, signs of possible medical
complications, and general aftercare shall be
given to each patient. Each patient shall have
specific written instructions regarding access to
medical care for complications, including a
telephone number to call for medical
emergencies. The physician will ensure that
either a registered nurse, licensed practical
nurse, advanced registered nurse practitioner, or
physician assistant from the abortion clinic
makes a good faith effort to contact the patient
by telephone, with the patient's consent, within
24 hours after surgery to assess the patient's
recovery. A contact for post-operative care from
the facility shall be available to the patienton a

! 24-hour basis.

' (5) Facility procedures must specify the minimum

length of time for recovery as warranted by the
procedure type and gestation period.

Chapter 59A-9.027, F. A.C.

This Standard is not met as evidenced by:

Based on record review and interview the facility
staff failed to provide vital signs and patient
condition before and after the procedures in the
facility for 11 of 11 sampled patients. The

findings included:

| Review of 11 clinical records from-3-10-08 (1

procedure), 3-14-08 (1 procedure), 3-15-08 (9
procedures), revealed that none had any
documentation of the pre-procedure or recovery
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A 400 Continued From Page 13 A400 | |
period following the procedures. There was no : l
documentation of the discharge time, the ’
patients condition, the accompanying family ‘
member or post procedure medication given. :
Interview with the medical assistant on 3-17-08 |
at 4 pm confirmed that the physician was due to \
come in at 3:30 pm on the day of the complaint |
investigation to complete the records.
Correction Date: 4-17-08 |
A 450 | Post Proc. F/up Care-2nd Trimester A 450

Each abortion clinic which is providing second
trimester abortions shall comply with the
following post procedure follow-up care
requirements when providing a second trimester
abortion:

' (1) The clinic shall offer a post abortion medical
visit that includes a medical examinationanda |
review of the results of all laboratory tests. |

(2) A urine pregnancy test will be obtained at the
time of the follow-up visit to rule out continuing
pregnancy. If a continuing pregnancy is
suspected, the patient shall be evaluated and a
physician who performs abortions shall be
consulted. *

(3) The clinic shall provide for the education of | |
the patient in post-procedure care, including
specific instructions in case of emergency.

Chapter 59A-9.028, F.A.C. i

This Standard is not met as evidenced by: ‘
' Based on record review and interview the facility |
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providing 1st and 2nd trimester abortions failed
to maintain a complete medical record for each
patient that records a post abortion medical visit
that includes a medical examination and a review
of the results of all laboratory tests and a urine
pregnancy test obtained at the time of the
follow-up visit to rule out continuing pregnancy
for 4 of 4 sampled patients. The findings
included:
Review of the clinical records of sampled
patients #1, #2, #3, #4 revealed that there was
no evidence of a follow-up visit in the record.
Interview with the medical assistant on 3-17-08
at 1 pm confirmed that the patients were not
encouraged to return to the facility.
Correction Date: 4-17-08
| i
| 1
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