COMMONWEALTH of VIRGINIA

Department of Health

e ey M NI RS AR Office of Licensure and Certification ALY FOR
State Health Commissioner .

9960 Mayland Drive, Suite 401
Henrico, Virginia 23233-1485
FAX: {804) 527-4502

December 7, 2016

Administrator

Alexandria Women’s Health Clinic
101 S. Whiting Street, Suite 215
Alexandria, Virginia 22304

RE: Alexandria Women’s Health Clinic - Alexandria
Abortion Facility Biennial Licensure Inspection

Certified Muail Delivery

Dear Administrator:

An unannounced First Trimester Abortion Facility (FTAF) biennial licensure inspection of the above
facility was conducted November 29, 2016 by two (2) Medical Facilities Inspectors with the Virginia
Department of Health's Office of Licensure and Certification.

Enclosed is the Biennial Licensure Inspection. The facility was not in compliance with 12VAC5-412
regulations for the Licensure of Abortion Facilities, effective June 20, 2013. This document contains a
listing of deficiencies found at the time of this inspection,

You are required to submit a plan for correcting the deficiencies cited. Your statements shall reflect the
specific detailed actions you will take to correct deficiencies, prevent a recurrence of the deficiencies, and

measures implemented to maintain compliance. You must also give the expected completion date of each
deficiency.

Completion of corrective actions shall not exceed 45 working days from the last day of the inspection.

After signing and dating your Plan of Correction, retain one copy of the report for your files and
return the original to OLC within 15 working days of receipt of the inspection report. The
Administrator shall be notified whenever any item in the plan of correction is determined to be
unacceptable. Failure to submit an acceptable plan of correction may result in a penalty in accordance
with the Code of Virginia §32.1-27 or in denial, revocation or suspension of a license in accordance with

12VAC5-412-130.
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Administrator
Alexandria Women’s Health Clinic — Alexandria
December 7, 2016

Page 2

A copy of the completed form will be kept on file in this office and will be available for public review.
The Virginia Department of Health — Office of Licensure and Certification is required to make copies of
this report available to other Federal and State regulatory or reimbursement agencies upon request.

Thank you for the cooperation that was extended to our inspectors during this investigation. If you
should have any question or concerns regarding this report or the report findings, please contact me at
(804) 367-2112.

Sincerely,

jf«//aérﬂ i AN (/'ﬂ'(

Frederick W. Kyle, Director
Division of Acute Care Services

Enclosure
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Each abortion facility shall establish a protocol

: relating ‘o the rights and responsibilities of
! alients consistent with the current edition of the
Joint Commission Standards of Ambulatory
- Care. The protoco! shall include a process

i reasonably designed to inform patients of their .
rights and responsibiiities, in a larguage or |
manner they understand. Patlents shall be given-. .
; @ copy of their rights and responsibililies upon '

admlssaon
i

| This RULE: is not met as evidenced by: ‘
Based on observations and interviews the facility !
failed to ensure they had a protocol relating to the
right of the palient to have privacy and be treated |
. in a dignified manner for 2 of 2 patients, patients }
- #1 and #12 were obsarved during recovery. |

i The findings include: I

During the initial tour of the facifity on 11/19/18

' revealed a recovery area with 4 reclining chairs in |
one section that had a curtairt separating 2

| additional reclining chairs. There was no
separation curtain between each indlvidual chair, I
Patients #1 and #12 were observed in the section
with the 2 reclining chairs. Patient #Za12 was i

' observed in a hospital gown. Once recoverec
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|
Any patient seaking an abortion shall be given a
copy of the com.plaint procedures, in a language
or manner she understands, al the time of

| admission to service.

I This RULE: is nol met as evidenced by:

i Based on document review and intarview the

. facility staff failed 10 ersure there was

' documentation indicating each patient received a
copy of the complant procedures. A total of 20
medical records were reviewsd and there was no
indlcation in any of the medical records the
patients recelved a copy of the complaint
proceoures,

The findings Include:

- The medical records of Patients #1 through #20
wara raviewad on 11/29/16 The records did not
indicate a copy of the compllant procedure had

; been given to the patlents

|
Staff Member #3 stated, "We give them this

X41 . 5
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Patient #12 was directed to get dressed. Patient | Wi l\ CO n""l‘ n UQ ' n Ordc‘gr +0
! #1 was siiting next to patient #12, Patient #12 ha ' s (AT .
: to remove her gown and get dressed in front of b@ n 'FU Com ,‘ 4
. Patient #1. . ‘ ; Trat’m NG “0 ol S'M PP r@lal(’d
Staft Member #3 stated, "We are locking into | Pa‘h n‘l' f Vacq Wi )‘ b&
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Ambulatory Care 3rd Edition Page 0 Pallentand w
Family Rights documants, "The patients’ rights to
privacy and confidentiality of care and information
are respected.” - |
i |
T 180, 12VACSE-412-200 D Patients' Rights T 150 ql } a)l ,w

and Yesporsibilifies! was

TR0

Corradwe Octon foken oy
docomaehing et Copy
oF "the panent's (ights

provided 40 ech patent,
This docwmentahion will

nClode Hhat the aient-
o\cmowedgés waat(l cop|
WO iven Dy Sighidg ud
form opon admision” |

The Gualidy Asurana
Z(Bmmm Wi implement-2

O10/HAOA
BT €0 NV

PORCY gk prowamr® Had

STATE FORM

21

lf-:ann,atbn ahee L_.f _’

PRSL11



~an. 02,2017 12:056 PM LANMARK TOWERS SUNOCZO 7C37510038 PAGE. &/ le

PRINTED. 12/07.2016

N FORM APPROVED
State of Vimginig
&7 aranENT OF DEFICENCIES (X1} PROVIDER/SUPPLIERICLIA (X2} MULTIPLE CONSTRUCT ON | (X0)DATE SURVEY |
AND PLAN OFf CORREGTION IDENTIFICATION NUMBER: I CoMP_ETED
A. BUILDING !
i . AF-0014 8. WNG - __1Jj29/2016
MAME OF PRCVIDER OR SUPPLIER STREET ADORESS, CITY, STATE. 2IP CODE
| ALEXANDRIA WOMEN'S KEALTH CLINIC 101 8. WHITING ST, SUITE #215
ALEXANDRIA, VA 22304
e | 'SUMIMARY STATEMENT OF DEFIGIENCIES | o | PROVIDER'S PLAN OF CORREGTION (X651
SRE=X (EACH DEFICIENGY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHCULD RE COMPLET?
TAG REGULATORY CR LSC ICENTIFYING INFORMATION) TAG CROSS-REFERENCED TC HE APPROPRIATE CATE
| ' DEFIC ENCY)
| T18C Continued From Pags 2 ' T150 I ) (,onhnuea
| | ancludes daily audt ,LS Torew ew
(shown a copy of nghts and rasponsibilities) but ] J f’
| we have no way of showing wa gava it fo them,” FM"S Chﬂl’ an fD

Rendom current patients were asked if they ! W'Uﬂ}'a}fon -‘his de' W’”
| received a copy of hthe ﬁOmplamt procedure and i : [CDE e MD\M% Cm g
could not recall if they had or not, ‘ e au\ Wi
: ang .m CJL{ rﬂl.ﬁlﬂd

' 13

T 156 12VAC5-412-200 £ Patlents' Rights - T 155

|
- ’T 155
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i The abortion facility shall provide each patient or

| 2. QLC Complaint Unit, including the toli-free

fomber
I This RULE: is not met as evidenced by: : , ]
Based on document review and interview the | ] i M) \ﬂcOthOﬂ M) ' \ f ]JEO} s
facility staff falled to ensure there was ' 4
documentation incicaling each patrent received a , ‘ 300&0 ’\O ThQ P&ﬂﬂn i
copy of the facility contact person's name, malling
address and tslephone number and the l | ri gh‘\' O\ﬂd (ﬂSpOY\?\bI ]
information to contact the Office of Licensure and
Certification's (OLC) Complaint Unit. A tetal of 20 | %‘( M 0S8 \,U_Q,“ (s uP{LQ OL_C < 5
i medical records were reviewad and there was no g =
indication .n any of the medical records the | Qomp\ﬁm’( 0{\\3..\3 ()Odmgs X
patients received a copy of the required contact , pr-
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' were reviewed on 11/29/16. The records did not

" Incicate a copy of the information ahout who to

; Contact in the facility with an address and
lelephone number, or the infarmation for

' contacting the OLC's Complaint Unit, I

,'
f
]

Staff Member #3 stated, “We give them this
(shown a copy of rights and responsibllities) but
- we have no way of stowing we gave it to them "

Random current patients were asked if trey
' received a copy of ;he complaint procadure and
: could not recall if they had or not. |

T190 12VACS5-412-220 A Infection Prevention T 190

The abartion facility shall have an Infection

i brevention plan thal encompasses the antire

abortion facllity and all services provided, and

which is consistent with the provisions of the

current edttion of "Guide to Infection Prevention

in Qutpatient Settings: Minimum Expectations for

! Safe Care", published by the U.S. Centers for |

| Disease Control and Prevention, An indlviduat |
with {raining and expertisa in infection prevention
shall participate in the development of infaction

" preventlon policles and procedures and shalt

| ", review them to assure Ihey comply with

: ! applicable reguiations and standards,

1. The process for development, implementation

and maintenance of infection prevention policies
' and procedures and the regulations or Quidance
documents on which they are based shail be
documentad.

I

i 2. All ‘nfection prevention policies and i
procedures shall be reviewed at least annually by

' the 2dministrator and appropriate members of '
the dlinical staff, The annual review process and |

|

i
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| "ecommaendations for changes/updates shall be
| documented in writing.

' 3. Adesignated person in the facility shall have
I received training in basic infection prevention,
* and shall aiso be involved in the annual review.

This RULE. is not met as evidenced by: !

_ Based on observations and interview the facility

| failed to ensure their infection control plan
included ‘acility survelliance and correct

| Information related to opening a new vial o7

, medication. The infection preventionist {IP) did
not have audits of the facillty, documenting areas

" in need of repair in order to ensure the areas i

" could be properly cleaned (fioor tiles, tape on .

| procedura tabie, corrosion on stirrup bar, the use i

i of betadine which was poured into a cylinder '

1 container and used on multiple patients, opened

; items with dates of expiration once opened were |

; not dated ard a sterile endotracheal tube was |
open and in the crash cart available for use. In

' addltion, the facility falled 1o follow acceptabla

! infection control practice when administering IV |
(intravenous) medications for 2 of 3 observations
Following the manufaciure's directions for

; cleaning when uging disinfecting wipes to clean

» chairs and equipment after use.

! On 11/29/16 the inttial tour of the facility was

* conducted with Slaff Member #1 and later

| discussed and reviewed with Stafl Member #3.

» The facility had 3 areas where the floor tie was

 Droken and the flcor couid not be properly cleaned
in the event of a blood spill. The lab floor directly |

' under the chair leg where blood is drawn froma !

' patient, the door way between the main corridor

I

]

: The findings include: 1[
i

i

!

i
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X8 iD i SUMMARY STATEMENT OF DEFICIENCIES
DREREK (EACH DEFICIENCY MUST 3% PRECEDED BY FULL
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ID PROVIDER'S PLAN OF CORRECTION o
FREFIX | {EACH CORRECTIVE ACTION SHCULD BE COMPLETE
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T 190’ Continued From Page 5

i and lhe nutrition area, and the ultrasound room. |
The procedure room table had surgical tape on it

i and trere had not oeen any procedures performe
prior to the inspection or this date. The procedura

, table stirruns chrome plating was coming off and [
ir some places bubbling up and rissing

; altogether in others leaving exposed rustec metal |

i underneath the coating. -
Betadine was being poured from a farger

; container into a metal cyinder and covered with a
wadded up paper towel. Staff Member #11 slated;
“The betadine is poured in the container and used

| to clean the patient with these (pointed fo a
covered container of large cotton tipped swabs). |

1 At the end of the day we discard what is not used.'i

; Acontainer of HemoCue was observed in the lab |

- opened and accessed with ho date as to when It
was openad. Staff Mamber #3 stated, "Once the

* HemoCue Is opened the manufacture says it must
be discarded sfter 90 days. It should have besn

| caled when it expires.” !
During the inspection of the crash cart an opened |
and avaitable for use were six endotracheal
tubes.. Staff Member #3 stated, ‘That should !
have been thrown away." I

On 11/29/16 during the observation of a procedurg
i Staff Member #8 opened 3 vials of medication. |
- Staff Member #8 proceeded to withdraw the

medication and administer ihe medication from 2 1
" of the viais without first cleaning the top of the vial .
_ or the injection port,

- On 11/29/16 at approximately 11:55 A.M. Sta¥f

: Member #1 was observed cleaning and

~ d'sinfecting a chair vacated by a patient. Staff
Member #1 proceed to wips the chair with the

| disinfecting wipes and altowed the chair to air dry.
The diginfecting process lasted for approxim ately

I 1 minute. The container of d sinfecting wipes
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T 245| 12YACS5-412-240 A Medical Testing and T 245 Ym &n g |l
l Laboratory Services
1

- Prior to the initiation of any abortion, a med.cal “\Wﬂ-ﬂ) SO\U‘hDﬂ “mlg
" history and physical examination, including a (i Ci dm Soloh ons \A)Qj/

confirmation of pregnancy, and completion of all rﬂb *_1 n i
requirements of informed written consent (lm ] S

pursuant lo § 18.2-78 of “he Code of Virginia,

shall ba completed for each patient. \WS'U e %ﬁ\“'ﬁ“? (o

*. Uge of any additional medica! testing shall be \00.3 a()ﬂﬂ— -h

based on assessment of palient risk. The ?

chinical ¢ritaria for such additional lesting and the | CDWQ@L' m‘ U‘C OﬁS wh “ b()'
actions lo be taken if abnormal results are found wbm{o‘ Qﬁ 4 msuie Py

shall be documented.

2. Medica! testing shali inciud ized Q(d dﬂﬂu&m p{&u\u
. Medicat iesting snall incluge a recognize. .
method to confirm pregnancy and determination CWIS nO"’ FJLOCCUr

ol documentation of Rh factor.

3. The ahortion facility skrall davelop, implement =
and malntain policles and procedures for I 946
" screening of sexually transmitted diseases

otaan oo oo | R 00 0f o panents 1180l
Pre\}entlcm The poticles anc procedures shall : m{‘}s \U\\\ m OO[UL ,WQM

address appropriate responses to a positive . i
screening fest. ' Mbl "0( “\M MH’ mﬂ%’éh |
4 Awrilten report of each laboratory test and J‘O W\O\u SU{Q' “0‘!’;

examination shall be a part of the patient’s i .\,\gb r\-&‘ o
record. : \L\ 0‘\((@ )
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The medical records of Patients #5 and 18 were

inspection no Rh factor documentation was
provided for patlents #5 and #18.

According to the American Pregnancy Association |
Each person's blood is one of four major types: A,
B, AB, or O. Blood types are determined by the |
types of antigens on the blooc cells. Artigens are | i
proteins on the surface of bicod cells that can l
cause a response from the immune system. The | i
Rh factor is a type of proteln on the surface of red
blood cells. Most people who have the Rh factor
are Rh-posltive. Those who do not have the Rh _
facior are Rh-negalive. |
i As part of prenatal care, patients have blood test ]
to determine their blood type. If thelr blood lacks |
i the Rh antigen, it Is called Rh-negaiive. If it has
. tha antigen, it is called Rh-positive. When the
mother is Rh-negative and the father is
Rh-positive, the fetus can inherit the Rh factor
from the father. This makes the fetus Rh-positive
too. Problems can arlsa when the fews’ blood has
the Rh factor and the mother's blood does nol.
Patienis who are Rh-nagative, may devslap
antibodies 10 an Rh-positive baby. If a small
amount of the baby's blood mixes with the
- mother's blood, which often happens, the mother’s
| body may respond as if it were allergic to the .
baby. The mother's body may make antibodies 1o '
the Rh antigens in the baby's blood. This means |
the mother have become sensitized anc her
antibodies can cross the placenta and attack the

Based on record review and interview the facility

failed to ensure the Rh factor was documented in aﬂd Lﬂl)or aﬁ)%
; the medical record for 2 of 20 patienis’ records

reviewed. Fatients #5 and #18. i 'U ' “ b?. (95 1

T 245 Continued From Paga 7 Tr2as 1205 Confinved
' This RULE: I8 not met as evidenced by: L * Thﬂ Labor a}o

| reviewed on 11/28/16. The records did not 'doa) {Hﬂj’] on G 'ﬁ
! indicate the resuits of the Rh factor. Staff Member ‘}S m o h 0 h
#3 stated, "Oh | can get those.” During the P Q,Udl ¢ P
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T245 Continued From Page 8 I 1245

i baby's blood. |

' They break down the fetus' red blood cells and
praduce anemia (a condilion that happens when

i the blood has a low number of red blood cells). |

" This concition is called hemolytic disease or !
hemolytic anemia. it can become severe enough

i to cause serious illnesg, brain demage, or even

| death to the fetus or newborn, Sensitizaton can |
occur any time the fetus's blood mixes with the

_ mother’s blood.

| ltean oceur if an Rh-negative woman has had: a ]
wiscarriage. induced abortion, ectopic, pregnancy,

charionic vilius sampling or a blood transfusion.

|
T255] 12VAC5-412-240 C Medical Testing and T 255

" Laboratory Services

Al tissues removed resulting from the abortion |
: procedure ghall be examined to verify that villi or |
fetal parts are present, if villi or fetal parts cannot
be identified with certainty, the tissue specimen
[ shall be sent for further pathalogic examination |
and the patient alerted to the possibility of an
ectopic pregnancy, and referred appropriately.

This RULE: is not met as evidsnced by:
| Based on medical record review, observation and

inlerview It was determined that the facility failec
to examing all tissues removed resulting from the
abortion procedure to verify that villi or fetal parts
were prasant for sixteen (16) of twenty (20)
patients. (Patients #1, 2,3, 4,5,6,7.9, 12, 13,
15, 16, 17, 18, 19 and 20) I

The findings include;

i Medical record review on November 28, 2016
betwean 11:30 a.m. and 3:45 p.m, revealed

)
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T 255 Continued From Page 8

documentation under procadure as "pregnancy

tissue: complele (x)" for Patients #1, 2, 3,4, §, 6, .

7,912, 13,15, 16, *7, 18, 19 and 20). There is
no avidence of villi or fetai parts identified

~Medical record review of Patient #4 revesied the i

palient had a procedure on Oclober 29 and
November 8, 2018. On November 8, 2016

documentation siated. "repeat for POC (products '

of conception).”

On November 28, 2016 at 12:00 p.m. Staff
Member #5 was observed cleaning instruments
from procedure, No staff member was observed

axamining tissue removed before disposed. Staff |

Member #5 stated that the doclor examines the
tissue,

An interview with Stefl Member #7 on November

29, 2018 at 2:30 p.m, revealed that "complate

means everything.” Staff Member #7 siated that
- the form needs updating.

T 355! 12VAC5-412-300 Health information Records

! Ar accurate and completa clinical record or chart
! shall be maintgined on each patlent. The record
or chart shall contain sufficient information to
satisfy the diagnosis or need for the medical or
surgkeal service. It shail include, but not be
lirited to the following:
1. Patient identification;

2. Admitting information, including pahenthnstory
. and physical examination;

3. Signed consent,
4. Confirmation of preghancy;

( 5 Procedure report to include:

i T 285
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T355 Continued From Page 10

a. Physician orders.
| b. Laboratory tests, pathologist's report of tissue, |
and radiologist's report of x-rays;
t €. Anesthesia record; |
d. Operative racord, _
| 8, Surgical medication and medical treatments; |
f. Recovery room notes;
g- Phygician and nurses’ progress notes, |
1. Condition at time of discharge, !
b Patient instructions, preoperative and
| postoperative; and
j. Names of referral physicians or agencies.

| 6. Any other .nformation raquirec by law 1o be l

maintaine¢ in the health information record.
1

; Tig RULE: is not met as evidenced by: |
Based on medical record review and interview it
was determined that the facility failed to maintain

| an accurate and completed medical record on, |
each patient for twenty (20) of twenty (20) patients:
. (Patients #1-20} I

: The findings include: [
1. Medical record review on November 28, 2016

i between 11:30 a.m. and 3:45 p.m. revealed the
following.

i Medical record review for ‘wenty (20) of twenty
(20) patients (Patlents # 1-20) revealed the

"Palients Rights and Resporsibillties” form fafied |

to document a copy was received py the patient
and faited disclose procedure to file a complaint to:
include the Office of Licensure ard Certification

. address and phone number, I

| Medical record review for sixieen (16) of sixteen |

' i {16} surgical abortion patients Patlents # 1, 2, 3, 4,
567912 13,15, 16, 17, 18, 19 and 20 i

i revealed:
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T 355i Continued From Page 11

Pre-op Mecicatlon section lists medication that
can be administered but fails to identify route of

~ administration, “ibuprofen 800 mg __ xarax 0.5
mg ___ xstylenol 1 2 anapros 1 2 Torodol 10 mg !

Past-op Medication saction lists Misoprostol 200
meg # PO with time before procedure and no
nitials or signature of person administering
medication. Keflax 800 mg PO order is written |

" over the original order. i

Recovery Room notes have no gignature of
recovery room nurse and fails to address bleeding

. and cramps of the patients. “Ready to discharge”
Is written in before the patient gets to the recovery
room. lbuprofen order failed to Identify route of

| administration. Jbuprofen 200 400 given at

| by

Patient's Ultrasound Consent and Cartification of
Waiting Pariod form failed to ba completed and
signed by staff to show tha! a qualifled ultrasound |

* professional was provided and the patient was
varbally offered the opporiunity to view, receive
copy and hear fetal heart wones.

Meadical record review for four (4} of four (4) i

medicai abortlon patients {Patients # 8, 10, 11 ancJ

14) revealed on the nursing notes medication

Hydrocodone/APAP and Oxyodona/APAP failed to,
i identify route of administration.

All physician orders must nclude patient name,

. date, medicalion. dosage, route of administration |
and physician signalura. To correct or change

I information in a medical document strike a single
ing through the incorrect information and write
above or below with inltials; according to Lippincott

i Nursing.
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The findings were discuased with Staff Member #:4
on November 29, 2016 at 4:00 p.m.
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