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E 1321 .0303 POLICIES AND PROCEDURES " E132 ?/ dlis

; 10A-14E .0303 The governing authority
i shall prepare a manual of clinic i
| policies and procedures for use by ’
- employees, medical staff, and

contractual physicians to assist them

in understanding their

responsibilities within the

organizational framework of the

clinic. These shall include:

- (1) Patient selection and exclusion

, criteria, and clinical discharge

. criteria.

(2) Policy and procedure for each type

of abortion procedure performed at the

clinic.

(3) Protocaol for determining fetal

- age.

' (4) Protocol for referral of patients

+ for whom services have been declined.

¢ (8) Protocol for discharge

| instructions that informs patients who ;
to contact for post-procedural ‘ i
emergencies. !

This Rule is not met as evidenced by: ‘
Based on policy and procedure reviews and staff
interviews, the facility staff failed to prepare a ‘
policy for selection and exclusion criteria, for each
- type of abortion completed at the center, and for
the protocol for determining fetal age. \

The findings included: ‘

i

Review of policies and procedures on 08/26/2015 |
did not reveal policies for selection and exclusion i
 criteria, for each type of abortion performed at the i f
- clinic or the protocol for determining fetal age.

( Interview with Administrative Staff (AS)# 1 on
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; 08/26/2015 revealed there was no available policyf

* documentation for selection and exclusion

- criteria, for each type of abortion performed at the i

- clinic or the protocol for determining fetal age.

 Interview revealed the types of abortions

- performed were on the facility website.

| 5‘ : G135

E 137, .0305(A) MEDICAL RECORDS CE17 A Wormans Chidie 5 9

. 10A-14E .0305 (a) A complete and
. permanent record shall be maintained
 for all patients including the date
| and time of admission and discharge;
» the full and true name; address; date :
i of birth; nearest of kin; diagnoses;
i duration of pregnancy; condition on :
| admission and discharge; referring and
; attending physician; a witnessed,
' voluntarily-signed consent for each
i surgery or procedure and signature of
| the physician performing the
! procedure; and the physician's
| authenticated history and physical :
examination including identification !
i of pre- existing or current illnesses,
' drug sensitivities or other ~
i idiosyncrasies having a bearing on the
- operative procedure or anesthetic to
be administered. ;
| This Rule is not met as evidenced by:
, Based on closed medical record reviews and staff:
i and physician interviews, the clinic staff failed to
| maintain a complete permanent record including
- a signed consent for each surgical abortion with
| signature of the physician performing the
i procedure in 7 of 10 procedures performed (#1,
t3,5,6,7,9, 10); and the physician's ;
| authenticated history and physical examination
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| documentation of a signed consent for the
! surgical procedure, but did not include the
 signature of the physician performing the ;
i procedure. {

| Interview with Administrative Staff (AS)#1o0n

i 08/27/2015 revealed there was no documentation |
f available of a signed consent for the surgical ‘
. procedure with signature of the physician ‘
; performing the procedure. Interview revealed i
. clinic staff/ counselors have been !
 signing/witnessing the consents.

' Interview with MD # 1 on 08/27/2015 revealed the |
i physician has not been signing the surgical
i consents,

{

5 2. Review of medical record #2 revealed the :
' patient had a MAB (Medical Abortion) completed g
| on 08/22/2015. Record review did not reveal

- documentation of the physician's authenticated

i H&P.

! '
" Interview with the AS # 1 on 08/27/2015 revealed ;
' H&P's have not been consistently done. Interview
| revealed if an H&P was done, documentation |
]{ would include a note "PE (Physical Exam) done." !
i )
! Interview with MD # 1 on 08/27/2015 revealed the |
| physician had been reviewing the history obtained
| by the clinic staff but had not been consistently ]
; completing a H&P on all patients.
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| (H&P) in 8 of 10 surgical or medical abortion Service will adelrf
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i The findings included: a4 e MJ’M/' velf 1 Mé
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|
l

' 3. Review of medical.-record # 3 revealed the

- patient had a SAB on 08/20/2015. Record review !
! revealed documentation of a signed consent for
 the surgical procedure, but did not include the

| signature of the physician performing the
procedure

3

Interv:ew with the AS # 1 on 08/27/2015 revealed '
' there was no documentation available of a SIQned
i consent for the surgical procedure with signature
i of the physician performing the procedure.
. Interview revealed clinic staff/ counselors have
' been signing/witnessing the consents. ‘
lntervxew with MD # 1 on 08/27/2015 revealed the

. physician has not been signing the surgical

| consents.

4 Review of medical record #4 revealed the
patient had a MAB on 08/14/2015. Record review
| did not reveal documentation of the physician's
authentlcated H&P.

lnterwew with the AS # 1 on 08/27/2015 revealed

 H&P's have not been consistently done. Interview E
| revealed if an H&P was done, documentation :
would include a note "PE (Physical Exam) done." :

lnterwew with MD # 1 on 08/27/2015 revealed the i
physician had been reviewing the history obtained :
i by the clinic staff but had not been consistently
completmg a H&P on all patients.

i 5 Review of medical record #5 revealed the |

patrent had a SAB on 08/11/2015. Record review !
; revealed documentation of a signed consent for ‘
| the surgical procedure, but did not include the '

' signature of the physician performing the
| procedure. Further review did not reveal
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documentation of the physician's authenticated
| H&P. :

| Interview with Administrative Staff (AS) # 1 on
' 08/27/2015 revealed there was no documentation |
available of a signed consent for the surgical E
procedure with signature of the physician ‘
. performing the procedure. Interview revealed
clinic staff/ counselors have been i
signing/witnessing the consents. Interview
revealed H&P's have not been consistently done |
and if a H&P was done, documentation would ;’
include a note "PE (Physical Exam) done”.

i Interview with MD # 1 on 08/27/2015 revealed the

' MD has not been signing the surgical consents.
' Interview revealed the MD had been reviewing !
the history obtained by the clinic staff, but had not
been consistently completing a H&P on all "
- patients.

. 6. Review of medical record #6 revealed the \

patient had a SAB on 08/04/2015. Record review !

revealed documentation of a signed consent for

. the surgical procedure, but did not include the

| signature of the physician performing the

procedure. Record review did not reveal

documentation of a physician's authenticated _
H&P. |

Interview with AS # 1 on 08/27/2015 revealed |
- there was no documentation available of a signed |
. consent for the surgical procedure with sighature
of the physician performing the procedure.
Interview revealed clinic staff/ counselors have
been signing/witnessing the consents. Interview
revealed H&P's have not been consistently done
and if a H&P was done, documentation would
include a note "PE (Physical Exam) done".

: ; |
i ‘
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 Interview with MD # 1 on 08/27/2015 revealed the
| MD had not been signing the surgical consents. |
. Interview revealed the MD had been reviewing
 the history obtained by the clinic staff, but had not
1 been consistently completing a H&P on all i
{ patients.
! 7. Review of medical record #7 revealed the ’
" patient had a SAB completed on 07/22/2015.
' Record review revealed documentation of a ;
~ signed consent for the surgical procedure, but did |
- not include the signature of the physician :
performing the procedure. Record review did not -
reveal documentation of a physician's ;
+ authenticated H&P.

Interview with AS # 1 on 08/27/2015 revealed
- there was no documentation available of a signed !
- consent for the surgical procedure with signature
. of the physician performing the procedure. ;
* Interview revealed clinic staff/counselors have
been signing the consents. Interview revealed
H&P's have not been consistently done and ifa |
H&P was done, documentation would includea |
note "PE (Physical Exam) done". i

. Interview with MD # 1 on 08/27/2015 revealed the |
MD had not been signing the surgical consents.
Interview revealed the MD had been reviewing |
the history obtained by the clinic staff, but had not -
been consistently completing a H&P on all !
patients.

8. Review of medical record #8 revealed the
. patient had a MAB on 07/08/2015. Record review
- did not reveal documentation of the physician's

i

. authenticated H&P.

; §
i H

' Interview with the AS # 1 on 08/27/2015 revealed A
| H&P's have not been consistently done. Interview |
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H&P.

'
'
i

revealed if an H&P was done, documentation
would include a note "PE (Physical Exam) done."

: 9. Review of medical record #9 revealed the
patient had a SAB on 07/21/2015. Record review
revealed documentation of a signed consent for
the surgical procedure, but did not include the
signature of the physician performing the
procedure. Record review did not reveal
documentation of a physician's authenticated

Interview with AS # 1 on 08/27/2015 revealed
i there was no documentation available of a si
consent for the surgical procedure with signature
of the physician performing the procedure.
Interview revealed clinic staff/ counselors have
. been signing the consents. Interview revealed
H&P's have not been consistently done and if a
H&P was done, documentation would include a
. note "PE (Physical Exam) done".

' been consistently completing a H&P on all

| patients.

10. Review of medical record #10 revealed the

i
)
H

Interview with MD # 1 on 08/27/2015 revealed the |
physician had been reviewin
by the clinic staff, but had not been consistently
completing a H&P on all patients.

g the history obtained .

i

fe'

gned

i

H
£
b
i
4
¢
i

! Interview with MD # 1 on 08/27/2015 revealed the
i MD had not been signing the surgical consents.
| Interview revealed the MD had been reviewing

| the history obtained by the clinic staff, but had not

1

| patient had a SAB on 03/25/2015. Record review |

i revealed documentation of a signed consent for

! the surgical procedure, but did not include the
. signature of the physician performing the
. procedure. Record review did not reveal

i1
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E 137| Continued From page 7 | E137
| documentation of & physician's authenticated
I H&P. :
j
| Interview with AS # 1 on 08/27/2015 revealed ! ;
- there was no documentation available of a signed | *
| consent for the surgical procedure with signature |
! of the physician performing the procedure.
 Interview revealed clinic staff/ counselors have
" been signing the consents. Interview revealed
. H&P's have not been consistently done and if a
. H&P was done, documentation would include a
| note "PE (Physical Exam) done", :;
I Interview with MD # 1 on 08/27/2015 revealed the
- MD had not been signing the surgical consents. |
| Interview revealed the MD had been reviewing
! the history obtained by the clinic staff, but had not i
| been consistently completing a H&P on all 1
| patients. ‘ R . N
| bov of Wtied 113115
E 147, .0306(B) PERSONNEL RECORDS ez [The Dir ety (/I_QP |
5 ServiceS cree - e
| 10A-14E 0306 (b) Job Descriptions: Aot Becd pab Aescui v
i (1) The facility shall have a written : 7[ /VWM
- description which describes the duties ,fzi/ f/")/le/ Z,e@ joter ;
. of every position. | Y , ¢ Wars
f (2) Each job description shall include MG Lﬁ"‘&# At #WL o
! position .tit.k.-:‘! authorityf specific i a ﬁ/ﬁ M’ / ', f/ 2 b 6/550 v //ﬁ) M .
i responsibilities and minimum ! # ~ "h ‘
| qualifications. Qualifications shall ; Whiere They w s iKn ot o
include education, training, (h (/ cv SHmunelinetheir
: experience, special abilities and ; / i . C; ,
! license or certification required. gb deder 1> +H0
' (3) The facility shall review annually E hen Aheir 1S G via /’)&
; and update all job descriptions, and ! ) vighe : ;\j .,
| shall provide a current copy to each ! JEN 4 /[)‘/ b da’?&cp&,ﬁ ; \\\5 \Q
| employee or contractual employee ’ D) retyr TR éu’j S
i assigned to the position, yviLes will vl j crotu \}\/
poch epmploge W
z by O TSV IS (W) /0
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E 147! Continued From page 8 ' E147

' This Rule is not met as evidenced by: '
, Based on personnel file review and administrative !
- staff interview, the clinic failed to have evidence ;
| of employee job description available in 1 of 2 . ﬁ
| Registered Nurse (RN) employee files (RN#1). |

|

i The findings include: :
Personnel file review of RN # 1 revealed a signed
i first page of a Nurse Aide Job Description. File j
 review did not reveal a signed job description for
| a Registered Nurse.

|

i Interview on 08/27/2015 at 1600 with AS #1

! (Administrative staff) revealed RN #1 personnel |
{ file did not include a job description for a RN. !
| Further interview revealed AS # 1 could not locate
| @n available copy of a RN job description in the

| facility.

E 156i .0310 EMERGENCY BACK-UP SERVICES E156

| 10A-14E .0310 The facility shall provide

!intervention for emergency situations.

| These provisions shall include but are

| not limited to:

i (1) Basic cardio-pulmonary life }

. support; ;
(2) Emergency protocols for: !

i (a) Venous access supplies, !

 (b) Air-way support and oxygen,

(c) Bag-valve mask unit with oxygen

reservoir, and

| (d) Suction machine;

- (3) Emergency lighting available in

| the operating room; and

(4) Ultrasound equipment. :

This Rule is not met as evidenced by:
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' Based on policy and procedure review, » peio hacl ﬁ L4
observation during tours and staff interviews Ciyeens ; n ca/ L 9 L"]’
. facility staff failed to provide for emergency Buo v IL?V Emer eney
situations by failing to have a functioning backup 5*6 VViLe co e 0t +o le’wf’/ “"Q—
+ light in Operating Room (OR) #1. ’ -F /,h/ equi p met
. gul ,
The findings included: ; 77,@3. will ¢oime o ot 9"{
Policy and procedure review revealed a policy, no \/ el —p check |1 S L3
date, "EMERGENCY BACK-UP SERVICES Je 5 leod byee 74,?/3
....Additional emergency equipment is available in ‘ j’ /:’ y / j”
each operating room including emergency Fne L s . ye Glz]1
" lighting. ..." ﬁ& Dj y@,h g %‘# p&—’ﬁ ELJ
: : ¥ le kA
- Observation during tour on 08/26/2015 at 1300 Services ymp Lt
- revealed the back up lighting in OR # 1 did not f o Eimier Ny S
work. Los, ek will” pe [
- Interview with AS # 1 on 08/27/2015 at 1600 sl 3 v’ j d% w1 ‘“}’J,/h '
revealed the back up lighting in OR # 1 was not e [1
' still functioning. fp & sVLNE ) 7
‘ LB Sirech (L
E 165/ .0314 CLEANING OF MATERIALS AND ' E165
. EQUIPMENT :
10A-14E .0314 (a) All Suppiies and
' equipment used in patient care shall ;
, be properly cleaned or i
 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. i
" This Rule is not met as evidenced by:
Based on policy and procedure review, review of
disinfectant solution manufacturer's guidelines, B
. observation and staff interviews, the clinic failed )
sion of Health Service Regulation
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to prevent the transmission of infection by: A
 failing to have policies for the cleaning of surgical
instruments that specified the concentrations of ;
" chemicals to be used for instrument Cleaning, and.
B. failing to perform biological testing according'to
manufacturers' recommendation for steam
sterilization of the surgical instruments,

The findings included:

A. Interview of AS (Administrative Staff) #1 on
. 08/27/2015 at 1430 revealed no policy for
cleaning of surgical instruments.
" Review of manufacturer's guidelines of
- Glutaraldehyde 28 day package insert revealed
. "lmmerse medical equipment/device completely
“in Pro Advantage 28-Day solution for a minimum
of 90 minutes at 25 degrees C (Celsius) to
destroy...pathogenic microorganisms
- (germs)....Remove devices and equipment from
. the solution and rinse thoroughly following the :
- rinsing instructions below. C) Rinsing Instructions:
Following immersion in Pro Advantage 28-Day
solution, thoroughly rinse the equipment or
" medical device by immersing it completely in
three separate copious volumes of water. Each
 rinse should be a minimum of one minute in
~ duration unless otherwise noted by the device or
equipment manufacturer, Use fresh portions of ;
water for each rinse. Discard the water following
- each rinse. Do not reuse the water for rinsing or :
- any other purpose, as it will be contaminated with -
. glutaraldehyde.”

+ Observation on 08/27/2015 at 1500 revealed

" instruments were rinsed with tap water then

- soaked in sink with 1/2 amount of water and 1/2
amount of Glutaraldehyde. Observation revealed
' surgical instruments were rinsed once with tap
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water after soaking. Observation revealed

" amounts of water and solution were made by

- visualization not measurements. Surgical
instruments were then placed on towel on shelf

. awaiting autoclave for sterilization. Observation of ¢

. bottle of Glutaraldehyde revealed no opened date |

~on bottle. Further observation revealed no timer
or thermometer used for soaking of instruments. |
Further observation revealed a plastic container
sitting on the counter with a biue lid. Other
surgical instruments were observed sitting in

' clear liquid in the container.

. Interview of Certified Nursing Assistant (CNA) #1
on 08/27/2015 at 1500 revealed no policy for \
amount of solution added to sink. I filt the sink up !
with 1/2 water and 1/2 Glutaraldehyde. That is
what | was taught on orientation." Interview
revealed instruments are left soaking until the

next case, then rinsed and placed on towel for
. autociave. Further interview revealed no specific
. @mount of time is used to soak instruments.

- Interview of AS #1 on 08/27/2015 at 1430 .
revealed there is a policy for cleaning tubing but

- ho policy for cleaning surgical instruments. !

- B. Policy and procedure review did notreveala

policy/ procedure on the autoclave for frequency

- of biological/ spore testing (testing to ensure

+ items are sterile after processing).

Direct observation during tour revealed an
: autoclave (heat/ steam sterilizer) for sterilizing
| - instruments.

* Interview during tour with AS # 1 on 08/26/2015

+ around 1330 revealed the clinic was using "a 3
strip biological monitoring service that provides

- increased testing accuracy." Interview revealed it j
is a mail in service. :
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Observation of the back of a testing package on B Wsnsans Chei j %

, 08/27/2015 revealed "... RECOMMENDED USE . ‘ ASkhuvp e .

. The Centers for Disease Controf and Prevention %\_jrze) aé» <@ vromTor n
(CDC)....recommend weekly spore testing of all i ' Mtny" Sche A,
heat sterilizers, ..." et A ﬂ f’:) wil |

Int 08127/2015 with AS # 1 revealed the The meit 428 10
nterview on wi revealed the | ' o ¢

' clinic sent their first one "last Thursday" (6 weeks j; - he 5’4" ne wwbééu:p
after the clinic opened) and had not received ; s B
results back yet. AS # 1 stated the company had . Apve 1S Wi Lins '
told AS # 2 they should do this quarterly. : CAOLYS e “r he &ofr
Follow-up interview around 1530 revealed AS # 1 e Vet ok

 had not located documentation confirming , Wity ke edd cox=
acceptability of quarterly spore (biologic) testing. | 4 b&":ﬁ” e Mk Aeat
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