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" . During thesmve;yconducted on .
page 8
A149) Cantinued From ! : Al 10/21/15 the surveyor noted staff was not properly
g the sterilization pouches, therefore
A , ‘ : ording to the surveyor allowing ¢ contaminated
L to get inside the pouch. There is no indication
;21:35 nugeb ms Eenr- : !llgnmr;;no%msegsd by: of infection control hazard to patients due to the
Interview, the facility failed to ensure 1 (#3) of 1 pir circulating throughout the facility, Whole
was trained In the sterilization process of surgical Woman's Health of San Antonio has not reported
instruments. lncrease of infccﬁon rate. .
o E ‘ ¢ Director of Clinical services will facilitate an
Observed during the tour on 10/20/2015 at 10:15 ection control training on November 30th, 11/30/15

AM there were approximately 20 sterile
instruments packaged In peel pouches which
were being stored in a plastic contalner with no
lid. These instruments were stored In the room

where products ofoonceptlon were examined and|

contaminated Instruments were washed. The
peel pouches wera observed to have water staing
or discoloration noted on the sterile packages:
There wera no chemical Indlcators inside the pee!
pouches. Also, observed the peel pouches were
not sealed correctly. Thera I8 a perforated line
where the pouches are to be folded. The pouches
were not folded correctly which zllowed outside -
contaminated alr to enter the pouches. The peel
pouches were observed to be crushed, bent, and
compressed in the plastic container, which had
no fid and the container was over filled with -
instruments. The peel packs were not labeled -

‘with the load number, date and or time. A review

of the of the steam sterilizer operation guide
recommends no more than 1.8 ibs., f using the
appropriate tray and pouches may not be -
stacked. It was observed In the sterilizer a load
with peel pouches and 4 wrapped Instrument sets
on the day of tour. There was no tray in the
sterilizer to separate the instruments. The
Instruments were lying on top of each other which
allowed no room for the instruments to have air

circulation for proper sterilization and drying.

terilize instruments, by the end of the training the |
taff will be asked to perform each one of these

ed in the staff’s persozmel record.

In ordcr to ensure compliance, the Clinic
Administrator will perform randomized tracers to
address staff's competency and follow through of
our policies and address training needs.
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Areview of the autoclave load lag from /2012015
thru 10/19/2015 revealed no temperature, time, or
pressure recorded on the log. :

Areview of the record tltled. "Whole Women 8
Heslth Pathology Training Checklist” revealed the
only record of training for Staff #3, There was no

tralning on sterilization of sterile instruments.

Revlew of the pollcy tilled "Prooedure
Decontamination, Disinfection, Steﬁllzatfon, and

‘Storage of Sterile Supp!les revealed the

following: o

"Maintenanca of S!erimy

ltems that are packaged properly. will remaln
sterle unless the package becomes wet or torn, -
has a broken seal, Is damaged In some way, orls’

| suspected of being compromised. Commerciafly

packaged items will be considered sterite . -
according to the manufactirer's Instructions. .
A. Al packages will be Inspected before use. ifa
packags is torn, wet, discolored, has a broken
seal, or Is damaged, tha ltem will be returned to

"1 the sterile area for reprcoesstndstermzing

B. The indicator tapa on the outsida and on the -
inside of the pack will be checked befora the'
instruments are usad. if the indicator tape did not
change the pack will be returned to the sterile

| area for repracessing/sterilizing, The other

packs/pauches from that foad will ba checked.
C. If instruments are ("flash™ sterilized
unwrapped an indicater tape or strip will be
placed in the tray and presented to the pmvldlng
MD along with the instrument. - -

D. Sterilized items will be handled !n a manner
that does not compromlse the packaging of the
producl.

A149

- STATEFORM .
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E. Sterllized items will be transpoﬂed asto
malntain cleaniiness and sterlllty and to prevent _
physical damage. .

F. Sterilized items will be stored In the sterila

area. This area has controlled ventilatlon and has |

restricted access.

G, Sterilized items will be packed in the sterillzera
and positioned sa the packaging is not cmshed
bent, compressed, or punctured In crder to
ensure the packages' sterility.”

An interview with Staff #3 on 10/20/2015 at
approximately 3: 00 PM confirmed the above
findings and the policy was not being followed.
Staff #3 was asked what type of training have you
hed on the steritization of instriments. Staff #3 -
stated, ") just shadowed’ someéone for couple of
days." The interview with Staff #3 revealed the
staff member was still not knowledgeable in the

propar prooedure of sterilizing lnstruments

TAC 139 48(1)(A) Physlcal & Env!ronmentai C
Requlremenbs

The physical and envlronmental requlrements for |

a licensed abortion facliity are as follows.

(1) Afacility shall: -

(A) have a safe and sanitary environment; .
properly constructed, equipped, and maintained
to protect the haalth and safety of paﬂen(s and
staff at aﬂ tlmas. S

This Requlramént is not met as evidenced by: .
Based on observation and interview, the facility -
failed to provide safe and sanitary environment,

Durlng the tour of the facility on 10/21/2015 at

A149

A197 -

Al97

- | The Clinic Administrator will be responsible
* {for ensuring the physical and enviromhental,

- |requirements for the ﬁunlity are strictly .
followed.

11/30/15

STATE FORM
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" A197| Continued From page 4 A197 AR )
! R Laboratory Area: All patient supplies have
ggvironm::xeg ?iggsAxmﬁimg: 4 been removed from the cabinet under the sink! 11/11/15
’ ‘ HEE 4 nd have been stored in 4 plastic container on
separate cabinet, The packaging that was
The ﬂndlnga included ned with betadine “brown substance” has
n removed from the lab and properly
Laboratory Area; - , An infection contral training
o utlining the proper method to store
xﬂel:tt:'?: f:gplles Wg:sg:',g% :’%mnde" the ratory supplies was facilitated for staff on
substance on patients' supplles and on the floor }:izgss;n; sdwmr?:;gfrt;ize@ failed in
of the sink shelf which appeared to be a lesk. P
'Paﬂ'rologyRoom ' ecoveryRoom. The oxygentankhasbeen 11115
oved to a safer place away from risk of bein; . '
Observed some type of soap belng stored In the ocked down by patients, visitors, or staff,
bagoutofﬂreorlginalwnialneronthepamology R s ‘
sink. There was water on the cabinet surface undry Room: The Laundry room hasbeen | 13712/15
where Instruments are placed to dry. The - e oiganized with the intent of maintaininga | .
Administrator laid her phone down on the wbinet ear separation between the dirty linens, and
wettha waler duﬂng the lour and stated "Oh that's e d can lsundry, All janitorial supplies have l
In the Pathology room beside the Blohazard en properly stored in a closest designated fo
container in a card board box sitting on the ficor anitorial supplies.
was the blue wrap for the surgical instruments. :
In the pathology room (what the facility calls the
sterile side) was another box of the biue wrap ln
a card board box sitting on tha floor. The - :
- | praducts of conception were belng examined and
contaminated Instruments were being washed in
- | this same room. The width of area discussed was v
approximately 3 feet that ssparated clean from
dirty,
Afan was slttlng on topoflhe surg!cal trays on
the shelf, the under the mbinet in the Palhology
rocom.
Inthe Palhology room 15 gauons of Cldex. |
Enzymatic solutian, and bleach were belng stored
dlrecﬂy on the fleor,
SO0 - State Form .
STATE FORM cooe  IME3N f continuaton sheat §of 23
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A 197| Continued From page 5 A197
Physical walk through of the facility: The 11/30/15
Patient Storage Closet: » exam tables, and suction machines will be
' o refurbished to address the peeling paint, and
In the patient care closet, where patient supplies the ceiling tile with the 3 inch water mark in
are stored It was observed there were sanitary the lab will be replaced.
pads on the floor. Dust particles were on the flaor A ,
next to the sanitary pads aleng with a bichazard ' .
sharps container and card board boxas. The In order to monitor mmpuance;ﬂh the p
patlent supplies were open on the shelves, and it physical an environmental requirements for
was observed that there were card board the facility, the Administrator will perform a
shipping boxes on the shelves baside the open walk through of the physical plant on a
patient supplies, Also, there were.card board {weekly basis to ensure all supplies are
shipping boxes stored on top of the apen patient properly stored, ad equipment and
supplies. Card board boxes can harbor parasites, instruments are in optimum condition.
insects, and microarganisms. _ , ' v
"External shipping conlainers have been exposed
to unknown and potentially high microbiaj
contamination. Also, shipping cartons, especially
those made of corrugated materlal; serve as
generators of and reservolrs for dust.” (AAM1
ST48-Section 5.2 Receiving items). ’
Recovery Roothé ; ‘
During the tour of the reéovery taom on
10/20/2015 at 3:00 PM observed 2 card board
shipping boxes on tha floor of the recovery room.
The boxes were full of patlents’ supplies (blue
pads). The lid was open to the boxes making it -
available for contaminants te enter the boxes.
There was an oiygen tank sitting on the flcor in
tha recovery area with a holder. The oxygen tank
was beside the water fountaln, which made it
accessible to be knocked over by staff, patients,
and family members. :
An interview with Staff #1 on 10/20/2015 at 3:00
PM confirmed the above findings.
S0D - Siate Form
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Laundry Room

During a tour of the facﬂlty on 10!20/15 and
were stored in front of the (2) soiled linen
hampers on the floor in the laundry area, There

were 4 boxes which contained paper towels and
bathroom tissue stacked in front of the solled

(appfox[mately 3 faet) was an open wire rack

‘where patlent gowns, physicians ' scrubs, and

patlent blankets were being stored. There were

the shelving. On the shelf with the clothing tems -
was an autoclave: Above the patient gowns,
‘physicians’ scrubs, and patient blankets were
package of paper towel rolls. There was clothing
articles piled on tap of the dryer along with boxes
of fabric softener. Beside the dryer was another
sofled linen hamper that had a shipping box on -
top of the finen hamper. Cbserved that all 3 llnen

-{ hampers had solled linen in them. The linen’

hampers were all labeled with bichazard fabei. -
Thig laundry area stayed cluttered with sh!pping
boxes and observed that none-of the staff
members had ever moved or cleaned the area

“| during the 2 day survey.

An interview with Staff #1 on 10121/2015 at
approximately 12:00 PM confirmed the above
findings. Staff #1 stated, ."The boxes are here
becausewo]ustgotsupplles' Lo
Observed no change in the laundry ares durlng

| the survey datea of 10/20-21/2015

Tour of the facility on 10!20/16 the followmg
cbservations were made: .
-Through out the facility, base boards were ﬁﬂing

at some of the seams and “yeﬂomng dirt* was

10/21/16 of the survey card board shipping boxes |

no barriers on the bottom sheif and no cover over | -

A197

linen hamper, and the washer and dryer. in this
- | same area across from the solled linen cart ’

SO0~ 5am Form
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A197| Continued From page7

observed along the base of the baseboards.

- In the recovery room, the exam table had rust -
around each drawer and arcund the drawer
handles

- 1n the pmeedure room- Amella;
the drawers of the exam table had rust and

peellng paint. - .

-ln the procedura room -Georgla

The emesis basins, uaed fOf pat!enls were
stored under the sink.

The suction machine, the bumper around the
machine had failen off the machine and was
covered in dust.:

In the Lab room: - .

Acelling tile had water damage.

-The crash carllnmehallwayoﬂhe facﬂnywas
coveredindust. - ‘
Intarview on 10/20/15 with the staﬂ‘ SiH,
conﬂrmed the above ﬂndings ’

A197

A21:¥ TAC 130.49(B)(1)(AYIXI lnfec!ionControl A213
Standards ( X )( XX) A213 11/30/15

(A) An abortion facmly shall ensure that all staff The Clinic Administrator will be responsible

comply with untversallstandard precauﬂons as
defined in this paragraph.. =

(1) Universal/standard precautions lnciudes
procedures for disinfection and sterilization of
reusable medical devices and ths appropriate -

-{ use of infection contral; including hand washing,

thauseofprotecﬂvebaﬂers.andthouseand
disposal of needles and other sharp instruments.

| () Universal/standard precautions synthesize the | -

major points of universal precautions with the
points of body substance precautions and apply
them to all patients receiving care In facilities,
regardless of their diagnosis or presumed

- |of Manual Vacuum Aspirator (MVA) in order]

. |[MVA’s in rotation. (See log attached).

for ensuring allinfection control standards are|
accutately followed. : '

Whole Woman s Health of San Antomo has
developed a performance record for the usage

to track the usage and performance of the

SOD - Stats Form
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A 213| Continued From page 8 A213 |10 medical director will conduct an
infection status. inspection of all MVA'’s In rotation to assess
i R |their current condition and need for -
U L L . replacement. This audit will be documented
This Requirement Is not met as evidenced by: and kept in the performance record binder.
Based on observation, racord review, and All MVA’s devises will be mmd ina closed
performanca records for the usage of the Manual
Vacuum Aspiration (handheld syringe used for A mﬁ.mmgwm be pmed bythe
manual evacuation for an abortion). Also, the Dire £ Clinical Services to th
facility falled tofoﬂowlhelrownpollcypromsslng ctor of | ces to ensure the .
the Ipas. MVA Pius. o staff understand the process to decontaminate
: T and sterilize these devises, as well as the steps -
A ravisw of reoords revea!ed no documentatton to inspect them before use and docoment the
that the facility was keeping records of haw many number of times it is used. .
tImestheMVAhadbeenused i . -
A evi ‘ot lh m ey’ id " tha In order to ensure compliance with this
raview of the mar wifdc guideline on requirement, the Clinic Administrator will
!gam m g&;ovn ng: . ’ conduct a monthly audit of the performance
dl;lnhctanzztneﬂlwaﬂon method that best results (record log as well as the condition of the
thelr practice. As a guldeiine, the Ipas MVA Pius. MVAs. -
can be used betwaen 25-50 times when foﬂowlng s
the Ipas processing Instructions provided in its :
package inseit. Whichever methodof - . -
disinfection/ sterilization is chosén, the Ipas MVA
needs ta be inspected before next usa. If the lpas
- | MVA plus shows signs of damagacrisnot -
functioning properly, it should be discarded.”
During a tour of the facility on 10/20/2015 at
10:50 AM observed muitipie MVA's on the .
counter at the nursing'stationin anopen =
‘container with no lid, Also, abserved a MVA lying
on the second shelf of a rolling cart. The MVA
was lying on an open surface with no cover over
the MVA. The cart was used to carry supptlies in
and out of the procedure reom,
A review of the facility policy titled, "Proeedure
Decontamination, Disinfection, Sterilization, and
Storage of Sterile Supplies® revealed the
foliowing:
SGD - State Form -
STATE FORM L JME31 ¥ continuation sheat 90l 23
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Contlnued From page‘9 ~

*Cleaning and Processing the lpas MVA Plus
*Clean it bywashing al! surfaces thoroughly In

‘warm water and detergent. Detergent Is - .
preferable to soap, which can leave a residue. As ‘

an altemative, an enzymatic cleaner, a solution
specifically designed to clean blood and tissue
from surgical Instruments, can be used.

*Fora hIgh-level,dlslnfactant soak. place all the
parts in the soak for the amount of time directed
on the bottle. Ipas recommends Cldex or Cidex
OPA, or Sporox ll, however, Cidex OPAis the
Facliity's approved disinfectant soak. ipas MVAs

' must soak in Cldex OPA for at least 12 minutes,
. *The lpas MVA Plus can be used between 25 and

50 times when follawing the Ipas processing
instructions. The Ipas MVA should always be
inspected before next use, and should be
discarded at any signs of darnage oris not
functioning properly, - - B

'Asptrators need to be stared in dry. eovered

containers or packages to protect them frorn dust |

and othercontamlnants

An lntervlaw with Staff #1 on 10/21/2015 at 10:30
AM confirmed the facility was not keeping a
record of how many times the MVA had besn -

{ used.

TAC 139.4%d)}(5)(D)(iXi) lnfection‘ Control
Standards . - ‘ : -

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

A213 -

A242

The Clinic Administrator will be responsible
- {for ensuring all infection control standards ar
being followed by ensuring the sterilization ]

procedure is strictly monitored.

10/22/15
11/30/15
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A 242 Continued From page 10 A242  |Allinstruments have bm sterilized in
order to document the time, load # and
specific type of sterilizer and materialtoba tod ' : '
sterilized, and to provide an effactive barrier to utoclave ID on each pouch and pack.
microorganisma. Acceptable pack: Ing includes : R
peel pouches, perforated metal traig or rigid ven though the sterilized pouches and packs | 11/30/15
trays. Muslin packs shall be limited in size te 12 vere not labeled with the sterilizer ID, and
inches by 12 Inches by 20 inches witha, - e the instruments were completely sterile
maximum welght of 12 pounds. Wrapped d did not repment a hazard to patient -
Instrument trays shall not exceed 17 pounds. afety. , :
(I1) All itema shall be labeled for each sterilizer o R L
load as to the date and time of sterilization, the The Director of Clinical services will facilitate
sterllizing load number, and the autociave. an infection control training on November
RIS DR L A 30th, 2015 staff will be required to prepare for
' b Is rat n : thlstralnhxgbyreadingWWHpollcyfor
This Requirement Is not met as evidenced by: :
interview, the facllity faﬂed to documentonthe During the *miﬂiﬂ& the designated trainer wil}
instrument packages the following; the date and- ’
time of sterilizing; sterilizing load number and the
ldemlﬁwuon of- the autoclave used ‘
Obsewod during the lour of the sterilization room -
on 10/20/2015 at approximately 10:14 AM the -
pee!poumasintheplaslhoontamerandthepee!
pouches that were being removed from the
.| autaclave were not labeled with date and time
sterilized, sterllizing load number, and the : In order to ensure meliwcen the Clinic
Identification of the autoclave used, The wrapped Administrator will perform randomized tracer
instruments that were removed from the. . § to address staff’'s competency and follow -
autoclave were not Isbeled with date and time - - through of our polides and address tralning
starilized, sterilizing load number, and the - meeds. _
_ldentiﬂmﬁon of the auloolavo used. - T -
| Aninterview with the Staff #3 on 10/20/2015 at
11:00 AM confirmed the above ﬂndings
A 243 TAC 130.48(aXBYEXI lnfedlonCo rol A243 . '
Standards. - (ANSHEND ) " » bisagree with Deficiency. See letter attached.
| (E) External chemical indicators. |
SGD - State Form
bl JME31 H continuaticn sheet 11 of 23
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A243

Continued From page 11

(i) External chemlcal Indicators, also knownas -
sterllization process {ndicators, shall be used on
each package to be sterilized, including tems
being flash sterilized to Indicate that items have
bean exposed to the sterilization process.

() The indicator resuits shall be interpreted:
according to the manufacturer's written
instructians and indicator reactlon spedﬂcatbns

This Roqukemam Is not met as evldenoed by:
Based on-observation, record review, and
interview, the facility failed to use extemal '
chemical indicatars In the peel pouches and falled
to follow the pollcy

During tha tour of lhe sterilbatlon roomon .
10/20/2015 at approximately 10:14 AM, observed
pee| pouches that were being stored In a plastic
container and the peel pouches that were belng
removed from the autodave, did not have

'chemkzl Indicators

rev!ew of the record titled "Procadure for
Patholog)’ revealed the following '

| "Extemal lndl@tora : '
- External chemical !ndlmors will be used onall -

packages to be sterilized. The sterilizing staff
member will monitor and interpret tha results of
these lndlcators

"Chemlcai !ndicators are defined by the
Asscciation for the Advancament of Medical
Instrumentation (AAMI) as * ...sterilization -
process monitoring devices deslgned to respond

{ with a chemical or physical change to one or

mora of the physical conditions within the
sterilizing chamber. Cls are often used to detect
starilizer malfunctionffailures resultlng from

A243

SGO - Stata Form
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NAME OF PROVIDER OR SUPPLIER ' A STREET ADDRESS, CITY, $TATE, 2PCODE o
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X4) ID SUMMARY STATEMENT OF OEFICIENCIES ) __ PROVIDER'S PLAN OF CORRECTION (x5
PREFDX {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORREGTIVE ACTION SKOULD BE COMPLETE
TAG REGULATORY OR LSC [QENTIFYING INFORMATION) TAG  CROSS-REFERENCED TO THE APPROPRIATE DATE
E S ~ S DEFICIENCY) _
A243| Continued From page 12 A243
Impraper loadlng of the'sterilizer, Incorrect :
packaging, deficlencles of the sleﬂllzing agent, or
malfunction of the sterilizer itself "
An Interview mth the Staff #3 on 10/20/2015 at
"1 11:00 AM confirmed the above findings and tha1
the facility pollcy was not being followed
A248 I 1 A245 '
;’AC 1 ;3349@)(5}(!’-’)( Il)(iv)(v) nfectlon Controt 45 11/30/15
. 10/21/15
(F) B!ologlca! lndﬁcators S he Clinic Administrator will be respons:ble
(iif) A log shall be maintained with the load ' or ensuring all infection control standards are
identification, biclogical indlcator resuits, and et by ensuring the Biological Indicator (BI)
identification of the contents of the load. og is completed : and accurate. _
(iv) If a test is positive, the sterilizer shall
immediately be taken out of service. A~ B
maifunctioning sterllizer shall not be put back into ﬁdmfﬂmﬁlﬁﬁggmm
use until it has been serviced and successfully [ ted on the BI1 clude d
tested according to the manufacturer's locumented on the Bl log to include time an
recommendations. oad ID, contents, angl the 24 hr tcading with
{v) Al available ltems shall be recalled and he time it was run. ‘
reprocassed if a sterilizer malfunction'is found. A .
list of ail items which were used after tha last I'he Director of Clinieal Services will facilitate
negative biological indicator test shall be b training for all staff working in the pathology
submlﬂed to the admlnistrator- R ab on how to run biological indicators (BI)
d how to properly document the test and .
esults of the spore test. The Director of
| This Raqukemant Is not met as avidenoed by-
Based on observation, record review, and I cﬂ»ﬁ?“’”-*“ °lb ""&“;‘h staff run the
!nt(:wlew, the facllity failed to maintain a log for festand document it on the log. .
blological indicators (Bl) that included time, load Y e ‘ .
identification, and contents of the load. Also, the mghﬁ;Ama:m&mb;n:zfd .
facility failed to follow their licy. uctin
N tty ‘ [ own po cy audltoftheéterﬂlzaﬁonandBIlogsdna
Findings include:: _ onthly basis to ensure adequate competency,
' h S , daddresstrainingneeds.
Observation on 10/20/2015 at 10:15 AM revealed
a "Pathology” room with one (1) Pelton Delta @ |
$0D - State Fem
STATE FORM o JMEIN # continuation shoet 13 of 23
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A246| Continued Frqm page13 A245
autoclave. :

An Interview with Staff #3 on 10/20/2015 at 10:15 |
AM stated she was a medical assistantandthe |
person responsible for the autoclave. Staff #3 -

stated, *1 run a biolagical indicator (BI) test with
the 1st load avery day that the autoclave Is ran.”

Areview of the record titied "Blo!oglcal lndlwlor
Log “ on 10/20/2015 at 11 100 AM revealed the
following: the time the biclogical was placed in the
autoclave was left blank and the timethe . |
biological was read 24 hours later was left blank.
Also, the load identification and contents of the
load was not dooumented on the brologlml Iog

. Areviewofmelogforlhedatewsomw D
, revaaled the contml b;cloglcal was leﬁ blank.

A raview of facdﬂy policy tuted "Procedure for
,Pathology' revealed the foﬂowtng :

"Blologlcal Indleators

The efficacy of the swdllzing process wﬂl be

manitored with reliable biological Indicators. (Le.

Baclilus steamthermophlh:s) approprlate for lhe

-1 type of sterilizer used. . :
A. These indicators will be lncluded in one run’

each day of use per starilizar. .

B. Alog will be maintained with the load

identification;; biological indicator results, and

identification of the contents of the load,

C.ifatestls poemve the steritizer will

immediately be taken out of service and will not

'beputbackhtosenﬂceunmlthasbeensewiced

and successfully tested. -

D. All available tems will be recalled and ,

reprocessed If a sterilizer malfunction is found.”

An Interview on with Staff #3 on 10/20/2015 at

10:15 AM revealed the biological log was not

SO0 - State Form ~ '
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A245| Continued From page 14 A248
completed and faclllly pollcy had not been
followed ‘
: : A 247 .
A 247 TAC 139.49(d)(5)(H)(l)(l|)(m) Infecl!on Control A247 11/30/15
Standards’ The Clinic Administrator will be responsible v
) M | of st n!lty . or ensuring all Infection Control Standards
aintenance of st ' e accurately followed by ensuring
(i) ltems that are property packaged and sterilized : edlcati on therapy Pm‘:zc ol is followed.
shall remaln sterile indefinitely unless the - ; - o :
package becomes wet or torn, has a broken seal
ls damaged in some way, of Is suspected of e unused lid‘mi“e ‘Yﬂnge found on the
(i) Medication or matenals w:thin a package that revious surgery day was immediately
deteriorate with the passage of time shall be oﬁ
dated accarding to the manufacturer’s ‘ :
Ewgge&d:ﬂomh 1 b Inceciid m " [Thie Clinical coordlnator performeda
ges shall be inspe use. If- orough check of all procedure rooms,
a package is torn, wel, discolored, has a broken o‘ﬂfyhb and nurse’s station to enstre
seal, or s damaged, the ltem may not be used. mmmumdmedlm‘)m
The item shall ba returnied to sterile pmcesslng
forreprocessing. .- . : : n 1n service will be facilitated toallsutgical
: _ _ ‘ taff in order to ensure their understanding on
Thls Requnrement is not met as evidencad by: ¢ proper way to prepare medications for
Based on cbservation and interview; the facllity | day of services, and how to dispose of all
failed to discard medlcaﬂon not adminlsmred in’ a' unused medimt!ons at the end of session_
1 timely manner. : ‘ ’
During a tour of the mcﬂity with the Adm!nislmtor ‘(The Cllnical Coordi.nator wxll be responsible
on 10/21/2015 at 9;46 AM observed a syringe on | . |for ensuring this practice is strictly followed,
-1 the.second sheif of a ralling cart in the Pathology- . by conducting an end of day walk through
room. There were no staff members In the room. | and check of each procedu:e room, pathology
The Administrator was asked what is that syringe Jab, and n tation. Findings will be
for arid why was the syringe left unattended. The | urses statio gs
» ediately communicated to the Cllmc
Administrator stated, *It was for today's imm :
procedure,” Surveyor shawed the syringe to the Administrator.
Administrator and the syringewaslabeled - |-
“Lidocaline 10/20/2015." The syringe had been left
from the the previous day procedures.
An interview with the Administrator on 10/21/2015 v
SOD - State Form ,
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at 9:.46 AM oonﬂnned the abova ﬂndings
A249

A zﬁ

TAC 139 48(d)(5)(.l)(t)(ﬂ)(ill)(lv) Infection Conlmi
dards

,J) Storage of sterilized items. The loss of sterility

is event related, not timg related. The facility shall
ensure proper storage and handling of tems ina’
manner that does not compromlse the packeging
of the product.

()] Slermz:ed items shall be tmnsported soasto
maintaln cléanliness and sterility and to prevent
physical damage. - -

(ii) Sterilized items shall bs stored !n
well-ventiiated, limited access areas with
controlled temperature and humidity.. .

(iil) Steritized items shall be posltloned so that the
packaging Is not crushed, bent, compressed, or
punctured so that their stermty Is not :
compromised. . :
(iv) Storage of supp!iea shau be ln areas that are
deslgnated for storage ;. '

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

| falled to store pest pouches In a poaltlon that was

free of being crushed, bent. campressed, or
punctured _ )

'v FINDtNGS

Dur!ng atour ofthe fac!!lty on 10[20!2015

multiple peel pouches wers stored In a plastic
container In the pathology raom. Also, the peel
pouches were found in a biue tote bag on a rolling
cart that was used for storage of the sterile ‘
instruments,

Disagree with Deficiency. See letter attached.
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A248| Continued From page 16 A 249
' | Approximately 20 peel packs were crushed and |
comgressed in the plastic container which hadno |
lid and was stored in the pathology room, where
products of conception were examined and
caontaminated instruments were washed. The
-facllity had no area designated for storage of
stetﬂe peel pouchea -
- | An Interview with StafHK! on 10120/2015 at
approximately 11:00 AM conﬂnnad the above
ﬂndmgs , ‘ o
A 258 TAC 130.45(dNBNK i"u' i xdfécuon Control A255 n
Standardsg( el )(X o A255 11/30/15
(K) Disinfection. . The Clinic Administrator will be responsible
(1) The manufacturer's written tnsttucuons for the for ensuring all infection control standards ar
use of disinfectants shall be followed. being followed by ensuring the proper la'belinq
(i) An expiration date, determined according to and documenting of decontaminadng
manufacturers written recammendations, shall mhlﬁons' : .
be marked on the container of dlsinfecﬂon ' :
sclution currently in use.” : p : . , PRy ST -
(il Disinfectant solutions shall be kept covered m“h’i" W°?“" 8 H"“m‘l °f%““‘°“1° uses
and used in weil-venﬁlated areas, etrex disinfection log which contains all
the information required by the
: : manufacturer’s instructions. (See Attached)
Th!s Requirement Is not met as evidenced by: - S ,
Based on observation, record review, and This log tracks the date solution prep, 11/30/15
interview, the facifity failed to follow the - : expiration and staff preparing solution, this | -
e Id i cir:fmgztw(%m l;munnmd afor "‘l‘;;” o log is kept on a binder labeled Cidex OPA Plug -
cold disinfec X on surg| 1 d dum directis:
instruments. Also, the facility fafled to provide a- (?c;“c:;e:tfzm tt:)er:::iuﬂon ’s oﬁgigai?:xtt:inet
disinfectant log for the Cldex balng utilized In the the date it was opened, and when it expires
facility for the drsmfecuon of surglcal lnstmments according to the manufacturer’s instructions
Flndlngs will be included in this binder as well as
) drculated during the infection control traimné
Ouring the tour of the Pathology room on scheduled for 11/30/15
10/21/21 at 9:47 AM revealed a large clear plastic S
S50 - State Fom ' . _ —
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A 255

 the Cidex was mlxed Also, under the sink in the -

-10/20/2015 at 10:45 AM what was the green

‘Araview of the manufacturee guideline revealed
- | the follawing:

-Maximum of 14 days provided the required

Continued From page 17

contalner iabeled Cidex. The contalner was
caverad, but there was no label to indicate when -

pathology room was a gallon of open Cidex with
no label as to when the container was cpen.
There was a glass suction jar % full with a green .
liquid substance and written on tha side of the
glass Jar was Cldex. There was no label or da_le
as to when the IIquld substance was mixed,

During tha tour of tha Pathology room (where ’

cold disinféctant was located) on 10/20/2015 at |

10:45, Staff #3 was asked where the cald.

disinfectant log was. Staff #3 stated, *I don't have |

a disinfectant log.” Buring a tour of the Pathology
room on 10/21/2016 at 9:50 AM, a disinfectant -
l@wasobserved, butthologwas blank

A review of the log titled, *Solution Testlng log
Sheet for: Metricide OPA” revealed the date
solution was opened was 10/6/2015 and the .
expiraﬁon date was 12/23/2015. The OPA-Cidex
is only stable for 14 days from day the solution is
mixed. This log location/department was written
as Path rcom/Sonography. Staff #3 was asked on

substance In the glass jar under the sink in the -
Pathology room. Staff #3 stated, "l dont know
ﬂ\atbelongs to the sonographar' :

"CIDEX OPA Sob.mon may be reused for up to a

canditions of ortho-phthalaldehyda concentration
and temperatura exlst based upon monltoring:
described In the Direction for use. Do not rely
sclely on day In use. Concentration of this praduct
during its reuse life must be verified by the CIDEX

A285

OPA Solution Test Strips prlor to each use to

‘ solution Is properly stored and labeled.

The Cidex solution currently in use by the
pathology staff has been placed in a container
with a tight lit. The Cidex used to disinfect th
ultrasound transducer will be placed in a glass
jar labeled with date the solution was prepared
and the expiration date,

In order to ensure compliance with this
requirement the Administrator will conducta
monthly audit of the Cidex log and a walk
through of the pathology room to ensure this

SOD - State Form
STATE FORM

JME311

W continuation sheet 180123



210

STATEMENT QF DEFICIENCIES
AND PL.AN QF CORRECTION

16:57:36 12-14-2015 23 /34

PRINTED: 11/30/2015
FORM APPROVED

(X1) PROVIDER/SUPPLIERICLIA
IDENTIFICATION NUMBER:

(X2) MULTIPLE CONSTRUCTION
A. BUILDING:

B, WING

(X3) DATE S8URVEY
COMPLETED

1012112018

NAME OF PROVIDER OR SUPPLIER
WHOLE WOMANS HEALTH OF SAN ANTONIO

140007

STREET ADDRESS, CITY, STATE, ZiP CODE
4025 E SOUTHCROSS BLVED BLDG § SUITE 30
SAN ANTONIO, TX 78222

4) (D
(%9
TAG

) SUM\{ARY STATEMENT CF DEF[CIEM!.
(EACH DEFICIENCY MUST 8E PRECEDED 8Y FULL
. REGULATORY OR LSC (DENTIFYING INFORMATION)

D -
PREFIX
TAG

PROVIDER'S PLAN OF CORRECTION -
{EACH CORRECTIVE ACTION SHOULD BE
CROSS.REFERENCED TO THE APPROPRIATE

" DEFICIENCY) .

(X9)

A255

A257

Continued From page 18 -

determine that the concentration of
orto-phthalaidehyde if above the MEC of 3%. The
Product must ba discarded after 14 days.

Use CIDEX OPA Sclution in a well-ventilated area
and in closed contalners with ﬂght-ﬂttlng lids. If
adequate ventilation Is not provided by the
existing alr conditioning system, use in local

.exhaust hoods, or in ductiess fuma:

hoods/portable ventiiation devices which contain
fiiter media which absorb ortho-phthalaldahydo

.{ from the air.”

A review of the manufacuma gulde!ine on tho
OPA gallen container revealed the following:
"Usage: NO ACTIVATION IS REQUIRED.

Record the date the contalner was opened on the
container label, or in a log book. After opening,
the sclution remaining in the cantainer may be
stored for up to 75 days (providing the 76 days

‘does not extend past the expfratlon date on the
container) until used

Record the date the solutlon was poured out of.
the or!glnal container Into a secondary contalner
in a log book (separate from the one meritioned
above), or on a label affixed to the secondary
container. The sclution In the sacondary
container can be used for a period up to 14 days.
The product must be discarded after 14 days
even If the CIDEX OPA Selution Test Strip
Indicates a concentration above the MEC
(Mlnrmum Ef!ecttve Concentraﬁon) A

An lntervlew wath the Staff #1 on 1 0!21/201 5 at
11:00 AM conﬂrmed the above ﬂndings ,

TAC 139 49(d)(5)(!.)((ll)(l V) Infecﬂon Controf
Standards

(L) Performancs records.

A 255

"A257
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(ii) Each sterilizer shall be monitored during L ;
operation for pressure, temperature, and time at The clinic administrator will be responsible
desired temperature and pressure. A record shall for ensuring all infection control standards
be maintained either manually or machine - are strictly followed by ensuring the Autoclave
generated and shall include: - . : . |Load Log is completed and adequately tracks
(1) the sterilizer identification; the perfonnauce of the autoclave
() sterilization date and time; - 1 ‘ )
() load number, ' Whole Woman s Health ot' San Antonio has
(IV) duration and temperature of exposure phase updated its Autoclave Load Log to include

(if not provided on sterilizer recording charts);

(V) 1d entiﬁcation of op erator(s) documentation of temperature and pressure

 lof each autoclave during operation. Evenr

though this information was not previously
e S B documented on the log, the staff sterilizing the]

This Requirement is not met &s evidenced by: instruments always confirmed that the

| Based on abservation, record review, and autoclave was indeed rea:hing the required
interview, the facllity faled to malntain .~~~ | temperature and pressure to ensure
performance records for the autoclave during ldecontamination and smmty of the:
operation that included pressuras, temperatures. mm‘m

and times at desired temperature and pressum 1
: A staffin service w:ll be facxlitated by the .

Findings indﬁﬁé: TR . : - " |director of clinical services to ensure all staff -

: v o . understands the proper way to document the
Observation on 10/20/2015 at 10:15 AM revealed performance of each autoclave foe each load.
,a"Pathology'momwimoneu)PeltonDeuao . LT
auloclave. : * |In order to monitor compliance with this
‘An lntervlew with Staff #3 10/20/2015 t 10: 45 ' requirement the clinic stzatos will

on a ;
AM ravealed she was the medical assistant and ;::; ;Tazzzﬁgﬁizmﬁgx ?::
the person responsible for the autoclaves. Staff - ‘ eeds. ‘
| #3 was asked to produce all logs and records for | "ming n

the autoclave '

A review of the.record on-10/20/2015 revealed the
records/logs presented for the auteclave did not
show any documentation of the load identification, |
date, time, duration and temperature of exposura
phase during the operatlonal phase of the
autoclave.

SO0 - State Form ] S o :
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| A continued interview with Staff #3 confirmed
these were all the autoclave records available.
A288 |4 958 11/30/15

Standard rds

performed; and

recordmg charts)

Plndln'gs Include;

the autoclaves.

AZST TAC 138, 49(d)(5)(Lx(|i)(v1xvn) Infection Contro!

(L) Performance records. :

(i) Each sterilizer shall be menitored during
operation for pressure, temperature, and time at
desired temperature and pressure: A record shall
be maintained either manually or machine
generated and shall include::

(V) results of biologlical {ests and dates -

(V1) time-temperature reoordlng charis fram
each slerilizer (if not provided on stefﬂlzer

This Requirement Is. nol met as evidenced by:
Based on observation, récord review, and

| interview, the facllity failed to maintain
performance recards for the autoclave during
operation that included pressures, temperatures,
| and times at desired temperature and pressure.

Obsefvation on 10/20/2015 at 10:15 AM rsvea{ed -
a designated * Pathalogy® reom wﬂh one (1)
Pelton Deitd Q autoclave.

An Interview with Staff #3 on 10/20/2015 at 10:45
AM rovealed she was the medical assistant and
the person responstbia for the autoclaves. Staff
#3 was asked to produce all logs and records for

' [information was not previously documented

[understands the proper way to document the

The Clinic Administrator will be responsible
for ensuring all infection control standards
are strictly followed. Whale Woman’s Health
of San Antonio has updated its Autoclave
Load Log to include documentation of -
temperature and pressure of each autoclave
during operation. Even thotgh this

on the log, the staff sterilizing the instruments
always confirmed that the autoclave was -
indeed rcaching the required temperature
and pressure to ensure decontamination and
sterility of the instmments. - '

A staffin service wlll be facﬂitated by the
director ofcl.i.nical services to ensure all staff

' performance of each autodave foe each load.

In order to monitor compliance with this
requirement the clinic administrator will
conduct a monthly audit of the autoclave load
log and address adequate documentation -
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Areview of the record on 10/20/2015 ravealed the| .
records/logs presented for the sutoclave did net |-
show any documentation of the time, duration
and temperature of exposure phase during the
operatlonal phase of the autoclava , -
A interview with Staft 4 on 10/20/2018 at 10:45
AM confirmed there were no recordings of the
» t!me-temperature from the autoc!ave.
'Azsq TAC 139, 49(d)(5)(M) Infection Control Standards A269 w250
(M) Praventive maintananee Preventive i : ' ’
maintenance of all sterflizers shall be performed The clinic administrator will be responsible
according to individual pol ﬂgt}n a scheduled r ensuring all infection control standards are1
basis by qualified personnel, using tha sterilizer ctly followed by ensuring the Autoclave
manufacturer's service manual as a reference. A Load Log is completed and adequately tracks
| preventive maintenance record shall be the pe,fomce oﬁhe autodav,‘
|- malntained for each sterilizer. These records .~ :
shall be retained at least two years and shall be -
avallable for review t the facity within two hours Whole Womia's Healthof San Antonlo bas
of request by the department. ‘ updated its Autoclave Load Log to include -
: documentation: of temperature and pressure
' v R of each antoclave during operation. Bven:
e : though this information was not previously
Thls Requk'emen! ls nol met as evldenoed by‘ documented on the log, the staff sterilizing the
Based on racord review and interview, the facllity instruments always confirmed that the -
. failed to maintain preventive maintenanee records andave was indeed reaching the required
‘ for the autoclave L , hemperature and | pressure toensure
decontaminat:on and stenlny of the
Flndfngs lncklde ents.
Observation on 10/20/2015 at 10:15 AM revea!ed
a designated " Pathology” room with one ( 1) A staff in service will be facilitated by the -
Peiton Delta Q autoclave. : director of clinical services to ensure all staff
S understands the proper way to document the
An Intarview with Staff #3 on 10/20/2015 at 10:45 performance of each autoclave foe each load.
SO0 - State Form T v
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A2358| Continued From page 22 In order to monitor compliance with this
AM revealed she was the medical assistant and requirement the clinic administrator will
the person responsible for the autoclaves.. Staff conduct a monthly audit of the autoclave load
#3 was asked to produce all logs and records for og and address adequate documentation and
the autoclaves. training needs

Araview of the record on 10/20/2015 revealed the
. reoordsllogs presented for the autoclave did not
show any documentation of the time, duration
and temperature of exposure phase during the
cperational phase of the autociave.

An Interview with Staff #3 on 10/20/2015 at 10:45
AM confirmed there were no recordings of the
time-temperature from the autoclave. ’
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