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The last date on site was 4/16/14. The survey
findings were discussed with tha facility's
reprasentativas during a telephone exit
conference on 6/24/14 at 2:50 PM. The facility
was provided an opportunity to respond to the
survey findings and to provide avidence of
compliance with regulations surveyed. No
svidence was provided. Deficiencies were cited,
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. The Clinic Administrator will be raspon: iz lor
A 328 139.49(d)(5)(C)(iii) Infection Control Standards A 326

(d) Palicies and procedures for decontamination
disinfection, sterilization, and storage of sterile
supplies.

(5) Equipment and sterilization proceduras,

(C) Preparation tor sterilization.

(ili) All articles to ba sterilized shall ba arranged
so all surfaces shall be directly exposed to the
sterilizing agent for the prescribed time and
temperature,

This Requirement is not met as evidenced by:
Based on abservation, instrument review and
interview, the facility failed to ensure protection
tor the patient from cross-contaminated articles
that were not arranged so all surfaces wers
directly exposed to the sterilizing agent for the
prescribed time and temperature, in that, 7 of 7
tenaculums, 4 of 4 sophers and 3 of 3 forceps
were found with their tips in the closed position,

Findings Included:

During a tour on 3/27/14 at 9:55 AM with
Personnel #2, the sterilized supplies were
observed in Operating Room (OR) #1, *Clean
Pathology" and OR #2.

In OR #1, 2 tenaculums and 2 sophers were
observed in the sterilized package in the closed
position.

In "Clean Pathology," 2 tenaculums were
observed in the sterilized package in the closad
position.

ensuring the policies and procedures f: ¢
disinfection, sterilization and storage o' glarile
supplies are strictly followed.

Thae instruments mentioned in this repail were
nat tully extended in the open position “owivar
these instruments were not closed, sirix tha
hinges were not locked, proving they vi 3°s fully
sterile and safe for patient use.

Pn 6/27/14 the Director of Madical Se- He e
conducted an in depth inspection of all sterilized
instruments and found them to be in 1t » apEn,
‘unlocked Position confirming proper s linty. (seef
ictures attached)

in order to continue to ensure our poli: s #ind
procedures for decontamination, steri| sitien,
’;’and storage of sterile supplies are preyoly
joMowed, the Clinic Administrator will - 1~ duct a
gtatf in service to retrain the staff on 4- 4 proper

ackaging and sterilization proceduret .

In order to monitor this practice is proj ¢1ly
executed, the Clinic Administrator wili - ncuct
monthly inspections of sterilized instr, 1/ ania
utilizing the EQC checklist mentionec g
correction A-283,

08/01/14
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InOR#2,3 tenaculums, 2 sophers and 3 forceps
wera observed in the sterilized package in the
clesed position.
Personnel #2 was present and confimed the
findings.
The April 2013 "Procedure for Decontamination,
Disinfection, Sterilization, and Storage of Sterile
Supplies” policy required, *...All instruments to be
sterilized will be arranged so all surfaces will be
directly exposed to the sterilizing agent for the
prescribed time and temperature. All ratches and
hinges will be opan during sterilization and any
sharp tips will be covered in gauze...
A 328 139.49(d)(5)(D)(ii Infection Control Standards A 228 The Clinic Administrator will be resportit:la for

ensuring all infection control standards 110 inet.

(d) Policies and procedures for decontamination,

<’ ! PTOLE X A sterilization appendix has been creaf »+ and
disinfection, sterilization, and storage of sterile

Iincc‘rpcsrateci into the training procedur: far

supplies. ackaging and sterilizing in order to er) j.re all  ‘os/01/14
(5) Equipment and sterilization procedures. ecessary tracking is documented on | 1: pack

(D) Packaging. as well as the sterilization log (sea atti : “agl).

(if) All items shall be labeled for each sterilizer ) ) ) )

load as to the date and time of sterilization, the An in service will be conducted for the 1 ff in

sterilizing load number, and the autoclava, order to train them an the proper packij ng

abeling and sterilization tracking proci ¢ e,

[The Clinic Administrator will monitor ¢/ s “phance
with this practice by conducting the m: rthiy
EOC checklist mentioned on correctic: | A3,

This Requirement is not met as evidenced by:
Based on observation, instrument revisw and
interview, the facility failed to ensure itemns wera
labeled for each sterilizer load as to the date and
time of sterilization, the sterilizing load number,
and the autaclave, in that, 14 of 14 sterile
instruments were observed with Incomplete
labeling to ensure safe patient use.

Findings Included:
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Ouring a tour on 3/27/14 at 9:55 AM with
Personnel #2, the sterilized supplies were
observed in Operating Room (OR) #1, "Clean
Pathology" and OR #2.

In OR #1, 2 tenaculums were observed in the
sterilized package not labeled with the year, the
time of sterilization, the sterilizing load number,
and the autoclave. The 2 sophers were observed
in the sterilized package not labsled with the time
of sterilization, the sterilizing load number, and
the autaclave.

In "Clean Pathology," 2 tenaculums were
observed in the sterilized package not labeled
with the year, the time of sterilization, the
sterilizing load number, and the autoclave.

in OR #2, 3tenaculums and 2 sophers wera
observed in the starilized package not labeled
with the time of sterilization, the sterilizing load
number, and the autoclave. The 3 forceps were
observed in the sterilizad package not labeled
with the time of sterilization, the sterilizing load
number, and the autoclave.

Personnel #2 was present and canfirmed the
findings.

A 498 139.60(}) State and Federal Requirements A 498 t’\/hole Woman's Health of Fart Worth 1.1 =4 ot
|

se adulterated drugs or davicss. Tha ininges

(i) A licensed abortion facility shall not usa
adulterated or misbranded drugs or davices
inviolation of the Haalth and Safety Coda,
§431.021. Aduiterated drugs and devices ara
describedin Heaith and Safety Cade, §431.111.

Misbranded drugs or devices are described in
Health andSafety Code, §431.112.

mentioned in this report are clean synijes

urchased through a legitimate medic) | supplies
company. These syringes are noncriti* 11 lems
f§139.49(d)(4)(c) Noncritical items inc!, ¢ itlams
imat come in contact with intact skin. ¢} ¢ -
§upplies and instruments are utilized ' I ile ‘
performing noninvasive clean procedu ¢ guch
}as abortion procedures where no Incis Cnig

Fnad e.
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This Requirement is not met as evidenced by:
Based on observation and intarview, the facility
failed to ensure adulterated devices were not
available for patient use, in that, 27 of 27 syringes
were observed on 3/27/14 in the "Clean
Pathology” room, out of their sterile packaging, in
an open to alr basket and labeled "1% lidocaine
3/2B14" or 1% lidocaine 3/29/14."

Findings Included:

During a tour on 3/27/14 at 10:30 AM with
Personnel #3, syringes were observed in the
"Clean Pathology” room in baskets.

There wera 13 - 20 milliliter {ml) syringes
observed in a white basket naxt to the sterilizer
that had a handwritten label which reflected, 1%
lidocaine 3/28/14."

Thers were 14 - 20 milliliter {mi) syringes
observed in a black basket next to the sterilizer
thathad a handwritten label which reflected, 1%
lidocaine 3/29/14."

Personnel #3 was present and confirmed the
tindings.

During an interview on 3/27/14 at 10:30 AM,
Personnel #3 was asked why the syringes wera
open and stored in a basket. Personnel #3 stated
Personns! #5 had prepared the syringes prior to
the procedures to save time. Personnel #3 was
asked if this was okay. Personnal #3 said no.

The March 2011 "Procadure for Surgical
Assistant” policy required, "Open the instrument
pack using sterile technique...Drop needles and

porgrimm
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A 498 | Continued From page 6 A 498 iThe Clinic Administrator will conduct a gt

training to ensure surgical assist parsoi +:!
understands the procedurs for sterile te 17 (ue
and utilizes sterile supplies when followi 1ihe
sterile technique procedure,

The Clinic Administrator will monitor th:
accuracy of this process by conducting ¢.71dom
monthly traces (see trace attached) du-ry
surgical procedures.
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syringes onto the open pack using sterile
technique...”
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