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E 165/ .0314 Cleaning of Materials and Equipment E 165 /I l//'[/o wYlns O/[d i <gh /oy

10A-14E .0314 (a) All supplies and
equipment used in patient care shall
be properly cleaned or

sterilized between use for different
patients.

(b) Methods of cleaning, handling,
and storing all supplies and equipment

' shall be such as to
' prevent the transmission of infection
[ through their use.

This Rule is not met as evidenced by:

Based on review of the facility's policy and
procedures;observation-during-tour, review of the
manufacturer's guidelines for autoclave biological
testing, facility's autoclave testing log and staff
interviews, the facility failed to prevent the
transmission of infection by failing to perform
biological testing according to manufacturers’
recommendation for steam sterilization of the
surgical instruments:

The findings include:

Policy and procedure review on 03/08/2016 did
not reveal a policy/ procedure on the autociave
for frequency of biological/ spore testing (testing
to' enigure items are sterile after processing):

Direct observation during tour on 03/08/2016 at
1130 revealed an autoclave (heat/ steam
sterilizer) for sterilizing instruments.

Review of the manufacturer's guidelines on the
i back of the testing matérial used by the facility for
testing of the autoclave revealed the "Accepted
Practice Guidelines for Sterilization Monitoring”
was at least weekly as recommended by the CDC
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| (Centers for Disease Control), AAMI (Association Wv‘ I G fo 3 '7“55"/ /{j’)
. for the Advancement of Medical Instrumentation), 0 G Jesr e
AORN (Association of PeriOperative Registered Her ‘/ e (?
Nurses) and ASHCSP (American Society for re 5“//% Wil k& WF
| Healthcare Central Service Professionals). 0 1he e m, ;Za o ! 2
| Review of the facility's autoclave testing log on 7’146 Fclle /% 5 o ,
03/08/2016 revealed biological testing results on il o WY
the following dates: 06/30/2015, 07/27/2015, ”’141 f /’f’ﬂ'/ ‘Mﬂ&
08/27/2015, 09/23/2015, 10/20/2015, 11/22/2015, ‘/64 Ve i [l /Z& SE I
12/28/2015, 01/26/2016 and 02/25/2016 K ) f i
(monthly). s o local Ve 1
, c hern prorEpaE;
Interview on 03/08/2016 at 1235 with (Henryg Schein Proref
administrative staff revealed the autoclave oy re /&z 1 & / 7‘74&/' bt [ /
biological testing should be performed weekly. '
Interview revealed the facility's autoclave Fi/ﬂyi c/g 7 é&d ne
biological testing had been performed monthly . ar
and the facility would need to start doing weekly W hi / = "174& ﬁlMM/} L j/b
testing. Gude Clave 135 ey
E 171, .0308 Quality Assurance E 171 /1/—_64/, ﬂf& /ud« rerT

10A NCAC 14E .0308
(a) The governing authority shall establish a

. quality assurance program for the purpose of

providing standards of care for the clinic. The
program shall include the establishment of a
committee that shall evaluate compliance with
clinic procedures and policies.

{b) The committee shall determine corrective
action, if necessary.

(c) The committee shall consist of at least one
physician who is not an owner, the chief
executive officer or designee, and other health
professionals. The committee shall meet at least
once per quarter.

{(d) The functions of the committee shall include
development of policies for selection of patients,
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approval for adoption of policies, review of Chice /Zd/;ii h edtahlishe
credentials for staff privileges, peer review, tissue a Wyaii ~/-7 Lo VI*/?’O i Covn ch//”/'/7
inspection, establishment of infection control M Miarepq ol The
procedures, and approval of additional . . i 57
procedures to be performed in the clinic. (ia namua g +"/ Cans - Aols
(e) Records shall be kept of the activities of the % Diye efer ﬂé }7‘6” Ny
committee for a period not less than 10 years. ;

These records shall include: ’fp/ e &// D [ V-egﬁ // }ZX

(N reports made {o the governing authority; % L(/V),c av ﬁ/ Hu’,ngi s

(2) minutes of committee meetings

including date, time, persons attending, M/{(y;/] M
description and results of cases reviewed, and 775 L1 Y

i recommendations made by the committee; and 77/]@ lyre < '/ f

L (3) information on any corrective action will Lo Stere 'H/’e-/

! taken. ~ :

| (f) Orientation, training, or education programs COp1mea st s NI
shall be conducted to correct deficiencies that are [ 4] € v(,ta/*r(f’// L 1O
uncovered as a result of the quality assurance “Fhe @l INMte 13 / L —
program
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| This Rule is not met as evidenced by: will 4 Jea

. Based on policy and procedure review, facility /%SJ wvirnee ; vl
documents, and staff interview, the facility failed cola frons

. to ensure the establishment of a Quality recd vt j o detesm //_)QJ

: Assurance program, with a designated committee ;_/’ /,,Q;_//_e @l et

| that included at least one non-owner physician Y vTe A ye G 410 NS -(-—

: that met at least once a quarter. “TFhe Zt’y& N2 ;
The findings include: Necce 35“'@ ‘
Policy and procedure review, on 03/08/2016, did /’l/( Gl W . I ] m dﬁe, Ayl
not reveal documentation of a Quality Assurance
plan or the establishment of a Quality Assurance Hie correc o
Committee with identified functions, reporting i im /7 W / !’l
responsibility to the Governing Authority, and ! 7
membership including at least one non-physician & srel TG /44})@/’ wf
member. Further review did not reveal 7151k /e
documentation of any minutes demonstrating /ZZ Ves 14
activities of such a committee. SHA = H )i n |
Interview with Administrative Staff (AS) # 1, on
03/08/2016 at 1515 revealed there was no e c{ of (,‘(jc'yll 47 pg// /¢,
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i

available documentation of a Quality Assurance

. Plan, the members of a Quality Assurance

Committee, or any minutes from a Quality
Assurance meeting. Interview revealed the
facility had not held a Quality Assurance
Committee meeting that included a non-owner
physician.
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