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AQ00 TAC 139 Initial Comments A 000
Note: The State Form is an official, legal ' | R
document. All information must remain eceived
unchanged exceapt for entering the plan of |
correction, correction dates, and the signature | . SEP 1 6 20]6 ’

space. Any discrepancy in the original deficiency
citation(s) will be referred to the Office of the
Texas Atlorney General (OAG) for possible fraud. | HFC Zone Vv
If infarmation is inadvertantly changad by the
provider/supplier, the State Survey Agency (SA) |
should be notified immediately.

| An unannounced re-licensure survey was

| conducted per Title 25 TAC Chapter 138 Abortion [ REV' EWE D
Facility Reporting and Licensing Rules to

| determine the facility's complianca with the SEP 16 2016

| requirements. ‘

' W.Lﬁfbﬂu.l\_p'.&l&c It
An entrance conference was conducted on

August 16, 2016 at 9:45 AM with the Charge &
Nurse. An opporiunity was provided for questions ’
and discussion.

An exit conference was conducted on August 18,
2016 at 5:00 PM with the Charge Nurse and the
Consultant for the Clinic, The preliminary findings
of the survey and the next steps In the survey
process were explained. An opportunity was
provided for facility to provide evidence of
compliance with those requirements for which
non-compliance had been found. Deficiencies
were cited.,

Photographic evidence obtained:

A 035
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A 130 Continued From page 3 A130 ' s -
A130 TAG 138.41(a)(2)(G)(H)X1) Policy Development A130 QMH‘? pwm? for [ouhine
and Review I
‘ Fﬁupu.up i5 inclnded in
(G) clinical records; '
(H) reporting and filing requirements; and ' Pa}' afcmhuz msfr’achmf
(1) monitoring post-procedure infection(s). Sce - y )
| L
| This Requirement Is not met as evidenced by: These /nshruchon are jl Ve |
Based on record review and Interview, the facility .
failed to develop, implement, and monitor clinical ho ever 7 fd.f'l ent yer bwj
policies regarding post procedure patient 4 i+ |
follow-up and monitoring of post-procedura M ia wri "‘j
infections for 11 of 11 patients reviewed (#1- #11).
Findings include: Nisin 5h'f¢n;a‘.mi shall devely |
& i ~ ;
Raview of 11 sampled patients clinical records “, we 4‘:«}1 |
revealed no evidence of past procedure follow-up & gl “ﬂ for doau n |
attempts. 3
oF pltteat Chlls re (am"ﬂj |
Record review of the facility's complication call - k . !
logs revealed information was only available for pw:btf pos-"rqboi’f?m Ccmfﬂw,
the time period encompassing 7-27-16 to ’
8-15-18. There was no information available prior :
to that time period, 1 in¢lede Fever, pawn or J"““’j\
| bteadmj . s iuj Shall
| Record review of the facility's policies and : .3 ;I
 procedures on 8/16/16, revealed no evidence that rZW\“n Ia Fif@“‘g. f
the facility had developed/ implemented policies | 0
relating to post procedure patient follow-up and ¥ 4 L 0.
monitoring of post-procedure infections. il ﬂuﬂ{ﬂj Shff Wil be | 10:30-0e
J Agvised of e polities
| In an Interview conducted on 8-16-16 at 3:15 b AL . '&:
p.m., the facility Consultant and Charge nurse
both confirmed the above findings. The
Consultant revealed that the facility does not have ‘
a policy/ process for patient post procedure
SO0 - State Form
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A 143 TAC 139.43(2)(3)(4)(5) Personnel Policies

! (2) a requirement for orientation of all employees,
| volunteers, students and contractors to the
| policies and objectives of the facility and
| participation by all personnel in employee training
 specific ta their job;
(3) job-related training for each position;
| (4) a requirement for an annual evaluation of
| employse performancs;
(5) in-service and continuing education
requirements;

| This Requirement is not met as evidenced by:

| Based on recard review and interview, the facility

| failed to conduct annual evaluations and infection

| control training on 8 (#1, #7, #9, #15, #20, and

| #21) of 8 (#1, #5, #7, #9, £11, #15, #20, and #21)

| of staff files reviewed. Also, the facllity failed to

| follow their own policy.

| Arrecord review of Staff #9's file revealed the last

| performance evaluation was written June 2013.
Further review of the Staff #9's file revealed no
documented infection control training.
Areview of Staff (#1, #7, #15, #20, and #21) files
revealed no annual evaluation conducted in the

I last year nor was there any infection control
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A130| Continued From page 4 A130 O w}" Wsihrgnae Symmaltee
follow-up. In regards to the monitoring of Wil reyitw Caul to l&pm‘u‘\n\
complications, the Consultant further stated that ¢ Ty
the previcus Charge Nurse had failed to leave the lf) s fﬁ' élvM | 111' 3
previous complication call log with the facility ' @ ﬂ'

- when she left smployment. As a result, the facility dn- j Olhs .
has no record of calls/complications before the ‘
| current period.
A 143

mea? Ju’rervt‘wr s Aﬂfw(k-
for twiring al SRFF
Reeieyes [afechion ContTol
'h‘dm‘mﬁ , Thiy reaing Wil

be fuﬁ:c»d by Mersing 10.30/b

ﬁ‘fﬂfﬂ;df.

Mnialstrahr Wi tasure
Amnie| €vdluations Sre
Lindugcred on au emplagey (0301

Mmial brikor Wal develsyy 2
(hedh sk Fpr Lllh £mployee
Ale 4o tasure JJ'U:P Files are

. 19-300¢
Curptpr with Hluning QX year
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A 143 | Continued From page 5 A 143 ' f
o Q4 COmmiflee will amduct

training documented in their personnel file.

Policies” revealed the following: Ales o easure #m}}-j is

|

. |

[omdom rediew if shéf '

A review of the policy titled, "Administrative ‘
1. Personnel. i
l

rent Ond Fheglivg 05
Employees shall have job descriptions, 61-{!' i ‘7
orientation and on the job training wh-phuc-« ‘

Annual evaluations will be conducted to assess
staft competency

In-services will be conducted twice a year ata
minimum atc.”

An intarview with the Consultant and Charge
Nurse on 08/16/2016 at 2:00 PM confirmed the
| above findings and that the facility's policy was

| not followed.

mssi TAC 139.45(3)(4)(5) Personnel Policies A 159 ursing %ﬂuﬂm S
!ﬂfﬁiﬁ.ﬁ‘fﬁﬁﬁﬂimmu Respons ikl for &wfmwv ay | p.3s. )b
Iﬁ?ﬁnﬁ?ﬁ?ﬁﬁ st @ ployte Riles  tndure
| (4) documentation of the education, training, and o.ed | or titers Qre durrw*i

| experience of the employee, in addition to a copy [ [

! or verification of the employee’s current license or ' j

| certification credentials, or both; and | |

| (8) documentation of the employee's orientation, i
in-service, and other educational programs

' provided by the licansed abortion facility |

(training), and employee evaluation, |

|

|

50D - State Form
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' Requirements

| The physical and environmental requirements for
a licensed abortion facility are as follows.
(1) A facility shall:
{A) have a safe and sanitary environment,
properly constructed, equipped, and maintained
1o protect the health and safety of patients and
staff at all imes;
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A159 | Continued From page 6 A 159
| -
| ”
| This Requirement is not met as evidenced by: nW’M? i“"f”w’ w Wil d ”"l [DJG/L
Based on record review and interview, the facility Y
failed to ensura that laboratory testing and Fﬂ.e{h PULJ% FW— mea?e ¢
vaccinations were conducted/provided for 5 of 21
amployees (#1, #7, #15, #20, and #21) reviewed. - 0l
The facility failed to ensure that records were qum“'hm . s P “
maintained showing that Hepatitis B titers were - iy
drawn and/or vaccinations were given, and that W b‘ mw e W“Jr
Tuberculosis testing was conducted for
employees, FB I'Mf1 and ffmf‘- m{fw
Findings included: - .
- ¢ Wil condiet
Araviaw of the personnel records for employees Qﬂ' bnim bdl [0.30 /4’
#1, #7,#15, #20, and #21 revealed no labaratory ’
testing and/or vaccinations for Hepatitis B or Ra/mm r CV‘ e OF ﬁh; P
Tuberculosis. -
:_ s  endure [ecords
In an interview conducted on B/16/16 at 2:10 PM, e Qurres nd .ﬁ Ui;
the Charge Nurse and facility Consultant both a,l' a
| confirmed the above findings. When asked by the by Lum N
surveyor for the facility's policy regarding |9 (n F wnce.
| employee vaccinations, the Charge Nurse stated
| that the facility did not have one.
A197 TAC 139.48(1)(A) Physical & Enviranmental A 187
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Atg7 | Continued From page 7 Ale7
|
This Requirement is not met as evidenced by:
Based on observation and Interview, the facility
' falled to provide a clean and sanitary envirenment
o protect the health and safety of patients and
minimize the transmission of infections.
Findings: : A
I & u d ¢ d el’aﬂ
| During a tour of the facilty on 08/16/2016 from pedmini by Wid e 3 &
10:00 AM through 11:00 AM the following Jo enshre  Stemlizahien “
infection control and safety issues were - | £ ealddboerd
observed: i4 clean and cleds o s
. [ { so
; . Policy wui
1 The facility was using the sterilization storage ﬂ’v‘f ! "“i bots F Glr "
| area to store cardboard shipping boxes. The ( fo defibn llabr
boxes were stored directly on the floor and . ‘Cf\“ﬂ’f- fed ﬁfb .
stacked 4 feet high. Aevia) s 1845“'7 Qecessibl
2. The AED (automatic defibrillator device) was $, arking 1a sterilimhsn
| stored on the second shalf in the starilization | A f of Y
. . t
storage area with & plastic container full of e Wil be wdlvised fD‘ 4
| emergency supplies. If a patient emergency ardl Sﬂﬂ.ﬁ Z&ﬁ on Qe
occured, the cardboard boxes were blocking the (Ryardirg
availability for the staff to reach the emergancy f . Wl Condict
equipment. a4 dommitfee I )0.70.
| . fAshie
! 3. Mulliple old yellowish phone books were being r andon | M‘f tehnns f\,
stacked on the first shelf in the starillzation room
l and stacked beside the phone books were pesl CUM’ HapES
| pouches of sterile instruments. y
wl
4, |t was observed in the peel pouches that Pm' Pb‘ldh“ h“’" Lrietn
contained sterile instruments that the external . -~ - Thrys #
chemical indicators were not being used, Due to C/htﬂu eal M"W /
| the indicator missing from the package there was Lash oF He paess. [See
| no way to know [f the items had been exposed lo P
| the steriization process. 0 #Hdihmen- 5
SOD - Stale Form
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5. Observed during the lour that peal pouches X

| 9 were loaded in the slerilizer. The pouches wera
stacked on top of peel pouches which was not
recommended by the sterilizer manufacturer

| (Ritter M 11 UltraClave).

6. Patient supplies were being stored undar the
sink. Observed a 2 x 4 waler stain under this sink
where patient supplies were stored,

7. Found 24 pre-filled syringes which were

| unlabeled/undated were being stored in an

| unlocked cabinet undermeath the surgical suction
machine. The Charge Nurse revealed that lwo

| (2) of the syringes contained Valium, One (1)

| contained Stadol, One (1) contained Romazicon,
and the other Twenty (20) contained
Chloroprocaine.

8. Inexam room #1 cardboard boxes were being
stored behind the exam tables and on top of the
cardboard boxas were patient blue pads. These
| patient supplies were being exposed to Infectious
' contaminates from the shipping cardboard boxes
and likelihood of waste from the procedure.

9. Inexam room #1 cardboard boxes were being
stored under the counter directly on the floor. The
| cardboard boxes were only 2 feet from the patient
| exam lable where the procedure is parformed.

10. In exam room #1 under the sink observed a
| staff members purse, patient supplies, books,
hydrogen peroxide, and cleaning supplies.

11. In exam room #2 patient supplies were being
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A 187 Continued From page 8 A187

nw;[n? .Sbf&ﬂl:wf Shaud de(r
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dnd Omduct [a-striia m;ﬁzj

ot au SWFF wormn? i }
6-30:/4

shtadlivahn U'th |

hursihg  Stgelvisse S haut develdp.

policy For shorage & pre-

Flled S?rmje: o Inelude ‘

dope wd [ebelns of

| Conrends. Ml Mmeditg) SR

| wlll be Huined on fﬁli}'?. 0. 20/

 Br summitice (Ul Cungur
Landom inspeckions o ensure

(ﬁ-“'“@' Is a wmlal:'d,ncr

muikahr Wikt develye
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A 187 | Continued From page 9 A187
stored under the sink, Paper towels, comet, Lysol,
cleaning detsrgent, Santi-wipes, and body wipes
| ware all stored under the sink.
fir :
| skdir shau be 1¢s (hsible 36
12. The vinyl recliner chairs in the recovery area Adadl / ga. 2 l-30.4
| had foam stuffing coming out of the chairs. The diw ag  [eckiner chaies In
| condition of the chairs had the likelihood to
expose patients to infectious waste, due not to pLLovery area Hhet have
' being able to clean the chairs. 3 :
1 ears /n Wﬂ(z L.
13, The water that was provided lo patiants was
being stored directly on the floor behind one of
the patient's recovery room chairs. Also, the
soiled laundry bag stand containing soiled linen [
was sifting beside the patient water.
e Skoervisw Shall be
14, The intravenous stands and laundry stands hars ‘4 kp 134,
had corrosive rust spots., Responsible fir Rep “’“"_j
T V. Staads vk [t Spots
15. In the kitchen area, which was off the
racovery area, patient supplies were being stored
in the kitchen cabinet under the kitchen counter. ¥
' Obsarved box of syringes, two boxes of sterile ADminds breter Shal be ﬂ“[“““ ,
alcohol pads, blue pads, three packages body Hr " ou B {03006
wipes, and a box of surgical tape. ’ eum’ P (7
| lortfg oF fmmm jb;aplau
‘ 16. Patient's liquid nutrition that was provided to A ent h ?uw J pafT h ba v
‘ the patients was being stored directly on the floor f p /
in the kitchen area. Lon iy .
L the kitchen area. 4ad W4 41.? 4
| 17. Two cases of chips and cookies were being Qﬂf W“'ﬁ; wm i
| stored on top of the Kitchen refrigerator. Patiant pandon 105 Pectvnm 0 ensire
| and staff food supplies were mixed together in the
refrigerator. The temperature of Ihe patient's Comphiemer
SOD - State Form
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A187

Caontinued From page 10
| nutrition was not being monitored.

| 18. A galion of bleach, bottle of cleaning
detergent, suction canister, sharps container, and
some typa of filter hanging from the drain pipe
were observed under the kitchen sink.

18, In the sonogram room, observad patient
supplies stored under the sink. Rolls of exam
table paper x 6, body wipes x 8 packages, soap,
lotion, and Lysol spray were all being stored
under the sink.

20. In the sonogram room closet, obsarved dust
and dirt particles on the flaor under the extra
suction machina.

21. In the sonogram room behind the exam table,
cardboard boxes were stored. Observed that two
of the boxes were open and patient supplies
being used out of the open boxes.

22, During the tour of the facility, observed the
celling tiles were yellow in color and multiple
spots of water leakage.

An Interview with the Consultant and Charge
Nurse on 08/18/2016 at 11:00 AM confirmed the
above findings.

A200 TAC 0139.48(1)(D) Physical & Environmental
Requirements

The physical and environmental requirements for
a licensed abortion facllity are as follows.

(1) A facility shall:

(D) have a written protocal for emargency

T

AGT

A 200

Mlminstrabe shiut dewelop 183006
rUbtul fr Glmm'f of L~

LUOMI Mmelhdi 50!19?24»-
wom. S wul ke advised

' of Fou}u’, AN Lommittee

L-H.t! Comdiack (G ndon J‘N‘mﬂm
}”Cﬂ-"@fc tomplidnte,

Mﬂa:‘nun’mf had Ct!'h}q? 9.18.1L
' les ﬂgﬂ{u,;,}’ Lhere
Yellowing ead Wwerer sfob'

were  (densified.
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DATE

A200

Continued From page 11

avacuation for fire and other disasters tailored to
the facility's gaographic location. Each staff
member smployed by or under contract with the
facllity shall be able to demenstrate their role or
responsibility to implement the facility's
emergency evacuation protocol required by this
subparagraph;

This Requirement is not met as evidenced by:
Based on cbservalion, record review, and

| interview, the facility failed to conduct monthly

checks for 3 of 3 fire extinguishers in the facility
according to the National Fire Protection

| Association (NFPA) 10, Standard for Portable

Fire Extinguishers. Also, the facility failed to
conduct quarterly fire drills for 4 of 4 quarters of

| the year 2015-2016 to demanstrate the staff rcle
and responsibility to implement tha facllity's
emergency evacuation.

! A raview of the NFPA 10 standards for portable

: fire Extinguishers revealed the following:

! *7.2.4.3 At least monthly where manual
Inspections are conducted, the date the manual
Inspection was performed and the initials of the
person performing the inspection shall be

| recorded.

7.2.4.4 Where manual inspections are conducted,
records for manual inspactions shall be kepton a
| tag or label aftached to the fire extinguisher, on

. an inspection checklist maintained on file, or by

| an electronic method.

| 7.2/4.5 Records shall be kept to demonstrate at

| least the last 12 manthly inspections have been

| performed.”

| During the tour of the facility, 3 fire extinguishers

AZ200
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were observed that were not checked and
Initialed to know if the extinguishers were being
maintained on a manthly basis. The staff would
not know If a fire extinguisher was In its
designated place, that it had not been actuated or
lampered with, and that there was no obvious
physical damage or condition to prevent its
cperation.

A review of the fire drill documentation revealed
that the facility had never conducted fire drills in
the facility.

An Interview with Staff #6 on 08/16/2016 at 11:00
AM confirmed the above observalions and
findings.

A210 TAC 139.49(a) Infection Control Standards

(a) Written policies. A licensed abortion facility
shall develop, implement, and enforce infection
control policies and procedures to minimize the
transmission of post-procedure infections. These
policies shall include, but not be limited to, the
prevention of the lransmission of human
Immunodeficiancy virus (HIV), hepatitis B virus
(HBV), hepatitis C virus (HCV), Mycabacterium
tuberculosis (TB), and Streptococcus species (S.
spp.); educational course requirements; cleaning
and laundry requirements; and decontamination,
disinfecticn, sterillzation, and storage of sterile
supplies.

| This Requirement Is not met as evidenced by:

' Based on cbservation and interview, the facility
falled o enforca infection control policies to
minimize the transmission of Infection.

| The facility failed to:

A 200

A210
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| * Ensure Syringes of injectable medications were
| labeled, initialed and dated when drawn,

l * Ensure expired suction catheters were removed
from patient use.

* Ensure cleaning equipment/implements were
not stored in cabinets where supplies/
medications were kept, and

* Remaove shipping boxes from areas where
supplies designated for patient use were stored
and/or medical procedures were preformed.

This deficlent practice placed all patients
recelving treatment In the facility at an Increased
i rigk of significant health problems and infections.

Findings include:

| Obsarvation during Initial tour of the facility an
| 09/23/15 between 8:45 a.m. & 2:30 a.m. revealed
the following:

| Procedure Room # 1:

' * Amop head used for cleaning the floors was

: being stored inside a cabinet underneath the
medical suction machine,

* Shipping boxes containing supplies were

stacked up approximately 3-4 fest behind the

| procedure/exam lable.

Procedure Room # 2!

* Seventeen (17) syringes of pre- drawn
| Nescaine 2%, were not labeled, Initlaled, and/or
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dated, and were being stored in the cabinet
undermeath the surgical suction machine,

| Procedure Room # 3:

. Twenty Four (24) pre-filled syringes, (2 Valium,

i 1 Stadol, 1 Romazicon, and 20 Nescaine 2%)
were not labeled, initialed and/or datad, and were

| being stored in the cabinet underneath the

| surgical suction machine.

! *Eleven (11) suction catheters (Curettes) used for

| procedures were expired. Expiration dates

: ranged from 2/2010 to 3/2015.

* Five (5) red top laboratory tubes used for blood

samples expired on 7/2015.

|

| In an interview at time of observation, the Charge

| Nurse confirmed the above findings, stating that
staff should ba checking for expired supplies daily
when re-stocking. She further confirmed that

| syringes contalning medications should be
labeled/dated at the time they are drawn- up.

A242 TAG 139.48(d)(5)(D)(1){ii) Infectian Control
| Standards

D) Packaging.
(1) All wrapped articles to be sterilized shall be
packaged in materials recommended for the

| specific type of sterilizer and material 1o be
sterilized, and to provide an effective barrier to
microorganisms. Acceplable packaging includes
peel pouches, perforated metal trays, or rigid
trays. Muslin packs shall be limited in size 1o 12
inches by 12 inches by 20 inches with a

| maximum weight of 12 pounds. Wrapped

A210

A242
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Instrument trays shall not exceed 17 pounds.
(ii) All items shall be labeled for each sterilizer
load as to the date and time of sterilization, the
sterilizing load number, and the autoclave.

This Requirement is not met as evidenced by:
Based on observation, record reviaw, and
interview, the facility falled to document on the

| instrument packages the following: the date and
time of sterilizing, sterllizing load number, and the
identification of the autoclave used.

|

Observed during the tour of the sterilization room
| on 08/16/2016 at approximately 10:04 AM the
| peel pouches in the plastic container and the peel
| pouches that were being removed from the
| autoclave were not labeled with date and time
| sterilized, sterilizing load number, and the
| identification of the autoclave used. Also,
: observed that the pesl pouches were not sealed
| on the perforated line; which was indicated on the
peel pouches by the manufacturer. This type of
| packaging left an open seal and the sterile
| Instrument wauld not be considared sterile.

' An interview with the Staff #6 on 08/16/2018 at

I 11:00 AM confirmed the above findings.

A243 TAC 139.49(d)(S)EXi)(il) Infection Conlrel
. Standards

|
(E) External chemical indicatars.
(i) External chemical indicators, also known as
| sterilization process indicators, shall be used on
ii each package to be sterilized, including items
being flash sterilized to indicate that items have

A242
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| Based on observation, record review, and

| interview, the facility failed to use external

| chemical indicators in the peel pouches and failed
to fallow the palicy.

During the tour of the sterilization room on
08/16/2016 al approximately 10:04 AM. observed
peel pouches that wera being stored in a plastic
container and the peel pouches that were being
removed from the autoclave, did not have
chemical indicators.

A review of the record titled, "Infectian Control
| revealed the following:

“E. Sterilization indicators will be used with each
package and interpreted according to
manufaciurer's instructions.”

“Chemical indicators ara defined by the

| Association for the Advancement of Medical
Instrumentation (AAMI) as " ...sterilization
process monitoring devices designed to respond

| with @ chamical or physical change to one or

‘ more of the physical conditions within the
sterilizing chamber. Cls are often used to detect

| sterilizer malfunction/failures resulting from

| improper loading of the sterilizer, incorrect
packaging, deficiencies of the sterilizing agenl, or
malfunction of the sterilizer itself.

An interview with the Staff #6 on 08/16/2016 at
11:00 AM confirmed the above findings and that
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Azdsi TAC 149.49(d)(5)(G)(I)(l) Infection Control
| Standards

(G) Sterilizers.

(i) Steam sterilizers (saturated steam under
pressura) shall be utilized for sterilization of heat
and moisture stabla items. Steam sterilizers shall
be used according to manufaciurer's written
Instructions.

(li) Other sterilizers shall be used in accordance
with the manufacturer’s instructions.

This Requirement is not met as evidenced by:
Based on observation, record review, and
interview, the facility failed to follow the

| manufacturer instructions for the Ritter M 11
UltraClave (Sterilizer) for loading peel pouches.

During the tour of the sterilization room on
| 08/16/2016 at approximately 10:04 AM, cbserved
9 peel pouches that were stacked on top of other
peel pouches in the sterilizer. Observed both
sterilizers were packed with pesl pouches
stacked on top of other peel pouches.

According to the Ritter M11 UltraClave
manufacturer guidelines, peel pouches must be
in a tray and edges can only touch. Peel pouches
may not be stacked on top of sach ather. Never
overioad or crowd the chamber. Do not let
material coma in contact with the door or sides of
chamber, Separate packs into separate loads.

An Interview with the Staff #8 on 08/16/2016 at
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10:04 AM confirmed the above findings and that
the manufacturer instructions for the Ritter M11
UltraClave were not being followed.

A 249 TAC 139.49(d)(5)(J)i)i)(ii)(iv) Infection Cantrol
Standards

| J) Storage of sterllized items. The loss of sterility

1 is event related, not time related. The facility shall

| ensure proper storage and handling of items in a

. manner that does not compromise the packaging

| of the product.

| (1) Sterllized items shall be transported so as 1o

| mzintain cleanliness and sterility and te prevent

| physical damage.

i (Ii) Sterilizad items shall be stored in
well-ventilated, limited access areas with

| controlled temperature and humidity.

| (iii} Sterilized items shall be positioned so that the
packaging is not crushed, bent, compressed, or

| punctured so that their sterility is not
compromised.

| (Iv) Storage of supplies shall be in areas that are

| designated for storage.

This Requirement is not met as evidenced by:
Based on observation, and interview, the facility

| failed to store peel pouches in a position that was
free of being crushed, bent, compressed, or

| punctured.

FINDINGS:

| During a tour of the facility on 08/16/2016 at
10:00 AM multiple peel pouches were stored
directly on the wooden shelf and others were
| packed tightly in plastic container in the

| sterilization/storage room.

|
]
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|
|
|
|

| Muitiple peel pouches were crushed and - ; ‘ |
compressed in the plastic container which had no nW9f 5&/3(1}4.40’ W
lid and was stored in the sterlifzation/storage

room. The doorway fo the pathology room where Lnere Fem ﬂl{' Qe and
products of conception were examined and

contaminated instruments were washed was . {' 4 pecore j
beside the sterllization/storage room area. Thera 5 h[&m idi

was no door to close to prevent the sterile items Vi

from being expased o infectious contaminate. m { 10? ’ JrtM ){M o
Also, the sterilization area was where the facility ’ ; (ﬂ

was storing cardboard shipping boxes from the She w Wil b ¢ Qdulse

outside. The facility had no designated area for [ D'; °-/ (f

the storage of sterilized instruments. Also, 0 "
sterilized Instruments were obsarved on an open ','D [ec fé‘ &4{ wﬂmrﬂ?c

small wooden shelf in the main hallway In front of

the exam rooms whera the main traffic of the Wil Ciomdict Randon—

facility takes place. n | |
1 {Jcmm o ouslure 14 e

Areview of documents revealed no temperature

L}
and humidity being recorded to know if Lighee
instruments were being stored in a well ventilatad
limited access area.

| An interview with Staff #1 and #6 on 08/16/2016
el approximately 10:00 AM confirmed the above
| findings.

A338 TAC 139.55(b)(6) Clinlcal Records A 338

| (b) A licensed abortion facility shall establish and |
maintain a clinical record for each patient. A
licensed abortion facility shall maintain the record
to assure that the care and services provided 1o
each patient is completely and accurately .

| documented, and readily and systematically 5
organized lo facilitate the compilation and
retrieval of information. Information required for

| the annual abortion report shall be readily
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retrievable from the clinical record.

(8) A facility shail maintain clinical records in their
original state. Each entry shall be accurate, dated
with the data of entry, and signed by the
Individual making the entry. Correction fluid or
tape shall not be used in the record. Corrections
shall be made by striking through the error with a
single line, and shall include the data the
correction was made and the initials of the person
| making the correction.

This Requirement is not met as evidenced by:
Based on record review and interview, the staff
falled to document the date and a laegible
signatura in 11 of 11 (#1-#11) clinical records

| reviewed.

| Findings:

1

| Areview of the clinical records for 11 patients (#1

| through #11) revaaled the entries had no date

| and thae signature was an lliegible initial. There
was no way to know If the staff member was a
nurse perfarming the recovery period of the

. patient and discharging the patient from the

; facility.

| An interview with Consultant and Charge Nurse

| on 08/16/2018 at 3:00 PM confirmed that they did
' not recognize the illegible initial and that there

| was no date with the initial.

|
A 384f TAC 139.57(c)(1)(A)B)C)2) Discharge And
Follow-Up Referrals
| (¢) The facility shall develop and implement
writlen policies and procedures for:

| (1) examination or referral of all patients who

A 338

A 364

| N‘Wﬂf fh-/&nfﬁdf ohul
o et m::q? tor i
 Miligag  SHAT on proper
dowumentubion , 1 10 Clide
.’-a.,f'btc fz‘?ﬂdhn o /lf;'b{z
lnitiels wak hte ia hnieal
Lewrds, Ml tlinical Recotds
haw Jake ot fop éf'faj?
uw&? Fetonry phar
[see atutmme #9)

SQD0 - State Form
STATE FORM

x53211 It continumtion sneet 21 @l 26




PRINTED: 09/07/2016

Racord review of the facility clinical records for
Patient #1 revealed that she was a 32 year old
female who was seen on 7-26-16 for a medical
abortion procedure, Further review revealed that
the patient called the facility on 7-31-18, 8-01-16,
and 8-03-16 complaining of a fever of 1028 F,
Chills, and passing blood clots which exuded a
foul odor. The facllity Registered Nurse (RN)
advised lhe patienl to go to the Emergency Room
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report complications, as identifiaa In the list
required by subsection (a)(1) of this section, to Foimy aond Pr ocedure fﬁf—
| the facility after an abortion procedure. The
 written pollcy and procadure shall require: ;pap 0 b P onte Pw et his
i (A) the facility to maintain a written system of b
| documentation of patients who repart b tomplicattn
| post-abortion complications within 14 days of the Regucted poss i
procedure date; [ {
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a patient's reporting of post-abortion ¢ b 3y '
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and .
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adults for seven years and for minors five years
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(2) periodic review of the record keeping system f )
for post-abortion complications to Identify Wi be 1a Pl“ ent” (uord
problems and potential problems and to make p i .
changes in order to resolve the problems. M n : F"’““‘"[ cat ‘3 3
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| This Requirement is not met as evidenced by: el
Based on record review and interview, the tacility )0 a'f- Letds OF N Lolypbars
failed to develop and implement written policies WW be advised / hetired 6~
| and procedures. The facility failed to maintain a _
written system of documentation regarding ’N‘f?. LA OmAacttee /
follow-up care for 1 of 1 patients (#1) who . 5 vz /A
reported post-abortion complications. M fevitw s O\ go :
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to seek freatment. The patient recard contains no
evidence that the facility RN attempted to contact
Patiant #1 to Inquire about her condition and /or If
she sought treatment al anytime during the time
period of 7-31-16 to the time of the survey
(8-18-16).

Record review of the faclity's policies and
procedures on 8/16/18, revealed no evidence thal
the facility had developed/implementad policies
relating to post procadure patient follow-up and

| menitoring of post-procedure infections.

In an Interview conducted on 8-16-16 at 3:10
p.m.. the facility Charge nurse confirmed that

. follow-up calls to Patient #1 had not been

| conducted, and thal facility staff were unsure
whether the patient had sought medical treatment
| or what her current health disposition was at the
time of the interview (8-16-18).

In an Interview conducted on B-18-16 at 3:15
| p.m., the facility Consultant also confirmed the

| abave findings. The Consultant revealed that the
facility does not have a policy/process for patient

: post procedure follow-up.

A391! TAC 139.60(a) Other State and Federal

| Compliance Rgmts

|
(a) A licensed abortion facility shall be In
compliance with all state and federal laws
pertaining to handling of drugs.

This Requirement is not met as evidenced by:
| Based on observalion and interviews, the facility
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failed to ensure drugs listed in schedules II, I, IV n MM, Skllﬂww wid Jeuwy
and V of the Comprehensive Drug Abuse -
| Prevention and Control Act were kapt locked and i PD“M, F"" 517“3" of
? under proper security. 5@,14 ¢ Ul v nu&oﬂc !a;w"
The facility failed to ensure Schedule II- V oKe ﬁ '
narcotic medications were kept locked within a M “”“‘ hMJ ‘h e !O
secure area where unauthorized personnel and

. patients wers not permitted access. and Frafe{ﬂ( Sedured
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. Findings include:
| o
Observations conducted on 8/168/16 from 9:30 am fl&m.t”h | n{F{,{)“IM 1’19

| to 4:30 pm, In the fadility revealed the following: ﬁa A w}u 1“'
e fultlitys g
Pracedure Room #3: &MM‘ h{ /

* 24 pre-filled syringes which were
unlabeled/undatad were being stored in an
unlocked cabinet undemeath the surgical suction
machine.

In an interview conducted at the time of l
discovery, the Charge Nurse revealed that two (2)
of the syringes contained Valium, One (1)
| centained Stadol, One (1) contained Romazicon,
and the other Twenty (20) contained

Chlaroprocaina.

Medication Area: '

* The medication area consisted of an open bay
(No Door) which was situated along a commen
. hallway where patients walted for procedures. At
the time of obsarvation there were 8 patients and
unlicensed staff sitting/waiting in the hallway,
| within 5 feel of the open medication area. Within
| | the medicalion area, narcatic medications were
' | kept in cabinels under a single lock, and without
500 - State Form
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contained Stadol, Valium, and Ativan injectable | P ju ‘d /17 o ?{ |
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| * On the countertop within the medication area
(unsecuraed) was a portable lock box which i
contained pre-drawn syringes of Valium, Alivan, ' n/ Wi Super s Wil de,;g.&a/
| and Stadol for use in procedure rooms. I f of
shorace
In an interview at the time of observation, The f 0 m“( hf 5
Charge Nurse confirmed the above findings,
stating that she was unaware of the requiremant ‘ Ndreotic medi “’h'” b"
to keep schedule 11, Il IV, and V narcotic , |
medications locked within a secure area. When | J ehedude jif== 4 QLD
asked by the surveyor if tha facility had a policy :
goveming the security of scheduled narcotics, the ; | be pekid gpl P’ oy \!rﬁ]
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