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12 VAC 5- 412 Initial comments

An announced Initial Licensure Abortion Facility
inspection and two complaint investigations were
conducted at the above referenced facility on July
17 through 18, 2012 2 by two (2) Medical Facilities
Inspectors from the Virginia Department of
Health's, Office of Licensure and Certification.

Ten personnel files and one clinical record were
reviewed.. A tour of the facility was conducted
with staff interviews. The facility was out of
compliance with the State Board of Health 12 VAG
5-412, Regulations for Abortion Facility's effective
December 28, 2011. Deficiencies were identified,
cited, and will foliow in this report.

12 VAC 5-412-150 Policy and procedure manual.

Each abortion facility shall develop, implement
and maintain an appropriate policy and
procedures manual. The manual shall be
reviewed annually and updated as necessary by
the licensee. The manual shail include
provisions covering at a minimum, the following
topics:

1. Personnel;

2. Types of elective and emergency procedures
that may be performed in the facility,

3. Types of anesthesia that may be used,

4. Admissions and discharges, including criteria
for evaluating the patient before admission and
before discharge;

5. Obtaining written informed consent of the
patient prior to the initlation of any procedures;

8. When to use ultrasound to determine
gestational age and when indicated to assess
patient risk;

7. Infection prevention;

8. Risk and quality management;

9. Management and effective response to

T 000
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medical and/or surgical emergency;

10. Management and effective response to fire;

11. Ensuring compliance with all applicable
federal, state and local laws,

12. Facility security,

13. Disaster praparedness;

14. Patient rights;

15. Functional safety and facility maintenance;
and

16. Identification of the person to whom
responsibility for operation and maintenance of
the facility is delegated and methods established
by the licensee for holding such individual
responsible and accountable. These policies
and procedures shall be based on recognized
standards and guidelines.

This RULE: is not met as evidenced by:

Based on review of the facility's Policy and
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Procedure Manual and interview with Staff #4, it A 035 hout WL
was determined that no documentation of an &AI\NM%'
annual review was available for the Surveyor to
review as required in Section 12 VAC 5-412-150. s -
9 o ubhud lates
The findings included: D X
a i
. 1. The Surveyor reviewed the Policy and Yl ! =Y.
‘ Procedure Manual on July 17, 2012 at various n oAt s
T times in the agency's office. No signatures were 0 A po
available by the Governing Body stating that the (B wrd Wew

Policy and Procedure Manual had been reviewed.

e S A
2. Staff #4 acknowledged during interview that the ) NOUCO

Governing Body had not reviewed the Policy and Ohranuilodn ".c | ," A

Procedure Manual. This interview occurred in the AL N D
agency's office on July 18, 2012, at 2,15 p.m. A of 0
). odin o0 dfy 7 ’ a1
T070| 12 VAC 5-412-170 C Personnel T070 :-D_W P urho

C. Each abortion facility shali obtain a criminal Jour m

history record check pursuant to 32.1-126.02 of

the Cade of Virginia on any compensated -

employee not licensed by the Board of

Pharmacy, whose job duties provide access to

controlled substances within the abortion facility. H

This RULE:; is not met as evidenced by: M ol /

Based on review of personnel files and interview Ww ol A o)

with Staff #1, it was determined that three (#3,#4

and #10) of five (#1,#3-#4 and #8-#10) staff wA Jw\.fswm

members who have access to narcotics failed to ool Uwerwnadl W

have criminal record check reports available for O WL se W .

review as required in Section 12 VAC 5-412-170. w U Juatpd
Jo & s

The findings included: \ Wl ke o
Lk Uneehs prge

1. The Surveyor reviewed personnel files on July 2 ) At ,m

17, 2012, at 10:20 a.m., in the agency’s office. ‘bM e AL D

Three (#3,#4 and #10) staff members who had Vs o Ao monvidlens
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T070| Continued From Page 3 T070 glali-
access to narcotics failed to have results of ’
criminal records checks in the personnel file for L
the Surveyor to review.
2. Staff Member #1 acknowledged that the resultg
of the criminal records checks were not available
for the Surveyor to review. This interview
occurred In the agency's office on July 17, 2012,
at 10:40 a.m.
T095| 12 VAC 5412-170 H Personnel T 085

H. Personnel policies and procedures shall
include, but not be limited to:

1. Written job descriptions that specify authority,
responsibility, and qualifications for each job
classification;

2. Process for verifying current professional
licensing or certification and training of
employees or independent contractors;

3. Process for annually evaluating employee
performance and competency;

4. Process for verifying that contractors and their
employees meet the personnel qualifications of
the facility; and

5. Process for reporting licensed and certified
health care practitioners for violations of their
licensing or certification standards to the
appropriate board within the Department of
Health Professions.

This RULE: is not met as evidenced by:

Based on employee record review and staff
interview, the center staff failed to ensure job
descriptions for employees were reviewed at least
annually for eight (#2-#8 and #10) of ten (#1-#1 0)
employee records reviewed and no policy and
procedure for reporting licensed and certified staff
to the Board of Health Professions as required in
Section 12 VAC 5412-170. H.3 and 5.
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The findings Included:

1. On July 17, 2012, at 10:00 a.m., employee
records were reviewed in the facility’s office. Of
the ten records reviewed, eight employees did not
have evidence that the job descriptions were
reviewed at least annually in their personnel
record.

The employees were as follows: Employee #2 -
date of hire (DOH) August 22, 1988, #3 - DOH
August, 14, 1980, #4 - DOH 9/2010, #4 - DOH
September 31, 2008, #5 - DOH April 21, 1998, #6
- DOH Decembar 15, 2000, #7 - DOH January 7,
1981, #8 - DOH January 20,2005, 08, #10 - DOH
April 21, 1998.

Review of the Policy and Procedure manual had
no process for reporting to the Deportment of
Health Professions any violations by licensed and
certified employees.

2. OnJuly 17,2012, at 10:30am., Staff#1
acknowledged during interview, that the annual
evaluations were not completed on all staff. Staff
#1 acknowledged there was no policy to report
staff to the Board of Nursing. This interview
occurred in the facility's office.

12 VAC 5-412-220 A Infection prevention

A. The abortion faciity shall have an infection
prevention plan that encompasses the entire
facility and all services provided, and which is
consistent with the provisions of the current
edition of "Guide to Infection Prevention in
Outpatient Settings: Minimum Expectations for
Safe Care", published by the U.S. Centers for
Disease Control and Prevention. An individual
with training and expertise in infection prevention
shall participate in the development of infection
prevention policies and procedures and shall
review them to assure they comply with
applicable regulations and standards.

T 095
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1. The process for development, & @‘ﬂw g e druumeloddm
implementation and maintenance of infection 1) %
prevention policies and procedures and the ’{\ 2
regulations or guidance documents on which
they are based shall be documented. m\& %
2. All infection prevention policies and wu
procedures shall be reviewed at least annually by ‘“" ; 2 ; Y
the administrator and approprlate members of WV
the clinical staff. The annual review process and :
recommendations for changes/updates shall be WWW’
documented In writing. ol
3. A designated person in the facility shall have % f %
received training in basic Infection prevention, W ‘() TN
and shall also be involved in the annual review.
o

This RULE: is not met as evidenced by:
Based on observation, interview and record revnevf
the facility failed to review and have a process for
documenting the annual review of their infection
control policies and procedures.

The findings include:

£ 2

Observation and review of the facility’s infection
prevention plan, policies and procedures did not
provide evidence of at least annual review. The
facility's infection prevention plan, policies and
procedures did not include a process for

Incorporation of recommendations, changes and

updates.. The @M%r— ection prevention
ggglollca/eg_,_@d procedures € written
umentation of review by the administrator or
~sppropriate members of the clinical staff.—

o

=

During an interview conducted on July 17, 2012 at
3:59 p.m., Staff #1 acknowledged the facility did.

We
B’W

rev Finfection prevention plan, policies
and procedures. Staff FEI reported the facility did

not have a process for at least annual review of
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Wm
their infection prevention plan, policles and D uARL duplo
procedures to update and incorporate O vEhL e
recommendations and changes. Staff #1 stated A .
the policies were reviewed at the parent office.
L plova 00 8§ (4 [12.
An interview was conducted on July 18, 2012 at
2:28 p.m. with Staff #1. Staff #1 reported there
was no additional Information to present related to
written documentation of review or a process for
annual review of thelr infection prevention plan,
policies and procedures.
T170| 12 VAC 5-412-220 B Infection prevention T170

B. Written Infaction prevention policies and
procedures shall include, but not be limited to:

1. Procedures for screening incoming patients
and visitors for acute infectious illnesses and
applying appropriate measures to prevent
transmission of community acquired Infection
within the facility;

2. Training of all personnel in proper infection
prevention techniques;

3. Correct hand-washing technique, including
indications for use of soap and water and use of
alcohol-based hand rubs;

4, Use of standard precautions;

5. Compliance with blood-boume pathogen
requirements of the U.S. Occupational Safety &
Heaith Administration.

8. Use of personal protective equipment;

7. Use of safe injection practices;

8. Plans for annual retraining of all personnel in
Infection prevention methods;

9. Procedures for monitoring staff adherence to
recommended infection prevention practices;
and

10. Procedures for documenting annual
retraining of all staff in recommended infection
prevention practices.
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This RULE: is not met as evidenced by:

Based on record review and interview the facility
falled to include policies and procedures, which
demonstrated compliance with requirements
specified by the U.S. Occupational Safety &
Health Administration (OSHA) related to
blood-borne pathogen exposure.

The findings included:

Review of the faciiity's infection prevention plan,
policies and procedures conducted on July 17,
2012 did not reveal inclusion of OSHA's
requirement related to prevention and risk
associated with blood-bome pathogen exposure.

An interview was conducted on July 17, 2012 at
3:59 p.m., with Staff #1. Staff #1 reviewed the
facility's infection control policies and procedures.
Staff #1 reported the policies did not include
OSHA requiremnents related to blood-borne
pathogen exposure and staff safety.

in part *OSHA's Bloodbormne Pathogens Standard
requires employers to provide information and
training to workers. Employers must ensure that
their workers receive regular training that covers
all elements of the standard including, but not
fimited to: information on bloodbome pathogens
and diseases, methods used to control
occupational exposure, hepatitis B vaccine, and
medical evaluation and post-exposure follow-up
procedures. Employers must offer this training on
initial assignment, at least annually thereafter, and
when new or modifled tasks or procedures affect
a worker ' s occupational exposure. (28 CFR
1910.1030
</plsioshaweb/owadisp.show_document?p_tables
STANDARDS&p_id=10051>)"
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Continued From Page 8
12 VAC 5-412-220 C Infection prevention

C. Written policies and procedures for the
management of the facility, equipment and
supplies shall address the following:

1. Access to hand-washing equipment and
adequate supplies (e.g., soap, alcohol-based
hand rubs, disposable towels or hot air dryers);

2. Availability of utility sinks, cleaning supplies
and other materials for cleaning, disposal,
storage and transport of equipment and supplies;

3. Appropriate storage for cleaning agents (e.g.,
locked cabinets or rooms for chemicals used for
cleaning) and product-specific instructions for
use of cleaning agents (e.g., dilution, contact
time, management of accidental exposures);

4. Procedures for handling, storing and
transporting clean linens, clean/sterile supplies
and equipment;

5. Procedures for handling/temporary
storageftransport of soiled linens;

6. Procedures for handling, storing, processing
and transporting regulated medical waste in
accordance with applicable regulations;

7. Procedures for the processing of each type of
reusable medical equipment between uses on
different patients. The procedure shall address:

(i) the level of cleaning/disinfection/sterilization
to be used for each type of equipment,

(ii) the process (e.g., cleaning, chemical
disinfection, heat sterilization); and

(i) the method for verifying that the
recommended level of disinfection/sterilization
has been achieved. The procedure shall
reference the manufacturer's recommendations
and any applicable state or national infection
control guidelines,

8. Procedures for apprapriate disposal of
non-reusable equipment;

9. Policles and procedures for
maintenance/repair of equipment in accordance

T175

T175

STATE FORM w1196

T

W continuation sheet 9 of 26




PRINTED: 0772572012

F
s Virginl ORM APPROVED
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA MULTI
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
A BUILDING
B. VANG
FTAF-0014 07M8/2012
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
ROANOKE MEDICAL CENTER FOR WOMEN 1119 2ND STREET SW
ROANOKE, VA 24016
(%4 1D SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE com(xp‘?em
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
T 175 | Continued From Page 9 T175

with manufacturer recommendations;

10. Procedures for cleaning of environmental
surfaces with appropriate cleaning products;

11. An effective pest control program, managed
In accordance with local health and
environmental regulations; and

12. Other infection prevention procedures
necessary to prevent/control transmission of an
infectious agent in the facility as recommended
or required by the depariment,

This RULE: is not met as evidenced by:

Based on observations, interviews and record
review the facility failed to develop and implement
polices/procedures for the prevention and control
of infections as evidenced by:

1. Failing to provide adequate hand washing
equipment in the "Dirty” utility room.

2. Muttiple use of a single-use product and failing
to disinfect the single-use vacutainer needle
holders between patient lab draws. Staff used of a
sponge to clean the procedure jars and failed to
disinfect procedure jars and stoppers between
patients.

3. Failure to disinfect three (3) of three recovery
room cots between patients and one (1) of one lal
chair,

4. The policy for linens did not Include the
facilities current practice.

The findings include:

1. An observation conducted on July 17, 2012 at
9:38 a.m., with Staff #1 during the initial tour of ch
facility revealed the "Dirty" utflity room did not hav
paper towels, paper towel dispenser or other
method for staff to dry their hands. Observations
were conducted on July 18, 2012 from 11:00 a.m.
to 1:18 p.m., in the "Dirty" utility room with Staff

#5. Staff #5 washed his/her hands at the sink in

.
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the "Dirty" utility room. Staff #5 did not have a
method to dry hissher hands within the "Dirty” utility
room. Staff #5 with wet hands left the "Dirty” utility
room, waiked approximately three (3) feet to
obtain paper towel from the Scrub sink's paper
towe! dispenser. For each glove change
thereafter, Staff #5 left the "Dirty” utility room to
wash and dry his/her hands at the Scrub sink.

[A "Dirty" scrublutility room is a room designated
to receive, clean and disinfect used instruments
and or equipment following a procedure. After
instruments are cleaned and disinfected in the
*Dirty* scrub/utility roomvdesignated area, they are
taken to the "Clean” scrub/utility roomvdesignated
area where instruments are packaged and
sterilized as appropriate for use again.]

An Interview was conducted on July 18, 2012 at
2:45 p.m. with Staff #1. Staff #1 acknowledged
the need for the *Dirty" utility room to have
adequate equipment for staff to dry their hands as
part of hand hygiene and to prevent the spread of
infection.

2. Observation and interview was conducted
during the initial tour on July 17, 2012 at 9:28
a.m., with Staff #10. The observation revealed
two (2) vacutainer plastic needle holders placed
on a biood collection tube holder. Staff #10
reported to the surveyor the vacutainer needie
holders were reused between patients. When
asked about the process to distinguish "dirty" from
"clean” vacutainer neadle holders Staff #10
reported the vacutainer needle holders were used
then placed back on the tube holder. Staff #10
reported there was no need to clean the
vacutainer needle holders between patients. The
observation revealed one of the vacutainer needie|
hoiders had visible dark red splatter within the
hub, which attached to the needle to draw the
patient's blood. Staff #10 was asked to ocbserve
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the inner surface of the vacutalner needle hoklers
hub, Staff #10 reported he/she did not have
his/her glasses. Staff #1 was asked to observe
the vacutainer needie holders; Staff #1 stated, "It
says BD, | can't make out the rest.” Staff #1 was
asked to look inside the hub of the two vacutainer
needie holders. Staff #1 stated, "That iooks like
blood in this one.” A request was made for
information that guided the facility’s reuse without
cleaning the vacutainer needle holders. An
observation of the two vacutainer needle holders
by a second surveyor was conducted on July 17,
2012 at 1:28 p.m. The second surveyor identified
dark red splatter within the hub of one of the two
vacutainer needle holders available for patient
use.

The facility did not have a policy or procedure for
the reuse of vacutainer needle holders. The

T176

L$

facility did not provide additional information or >
evidenced based information for the reuse with or
without cleaning thelr vacutainer needle holders.

Review of the manufacturer's information on line
did not provide information that the product should
be used more than one time [www.bd.com]. The
manufacturer's information read “The BD
Vacutainer (Trademark) Single-use Needle/Tube
Holder is a qualily, low-cost singie use holder..."

QObservations were conducted on July 18, 2012
from 11:00 a.m. to 1:18 p.m., in the "Dirty” utility
room with Staff #5. Staff #5 processed
instruments, which needed to be autoclaved.
Staff #5 left a pink sponge in the bottom of the
sink. Staff #5 identified the sponge as "justa
regular sponge”. Staff #5 received the first jar
after a procedure. Staff #5 removed the stopper
from the procedure jar and ran water through the
ports, where the suction hoses attached, used a
toothbrush to scrub around the base of the ports
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then placed the stopper in a basin of
detergentwater. Staff #5 poured the blood, clots
and other tissues from the procedure jar into the
sink, and rinsed the jar with water. The sponge
had contact with the blood, clots and tissues
poured from the procedure jar. Staff #5 used a
toothbrush to loosen blood and tissues from the
inside of the procedure jar. Staff #5
acknowledged the toothbrush did not reach the
bottom of the Procedure jar. Staff #5 stated, "I put
the sponge in the Jar and use the toothbrush to
move the sponge around.” Staff #5 retrieved the
sponge from the bottom of the sink placed it in they
procedure jar, added water and used the
toothbrush to move the sponge around the inside
bottom of the procedure jar. Staff #5 rinsed the
procedure jar with additional water and placed the
procedure jar In a basin with detergent/water.
Staff #5 squeezed the water from the sponge and
placed it on the sink lip. Staff #5 processed the
other instruments used during to procedure: by
rinsing them under running water, scrubbing with
the toothbrush, and using his/her gloved hands to
remove visible blood and tissue. Staff #5
changed gloves and removed the procedure jar,
O-ring and stopper from the detergent/water
placing the items on a disposable paper cloth.
Staff #5 placed the stopper In the procedure jar
and the O-ring over one of the stopper's suction
port. Staff #5 did not spray the outside of the
items with the disinfectant or let them air dry for
three minutes as guided by the facility's
policy/procedure. Staff #5 passed the items
through a wall opening to the counter within the
"Clean” utility room. Staff #5 removed histher
gown and gloves while in the "Dirty” utility room.
Staff #5 entered the "Clean” utility room and
prepared the procedure jar and stopper with a
gauze sac attached to the stopper by an O-ring
and placed the set up in the pass through window

T175
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from the next three procedures the same as the
first. Staff #5 did not disinfect the sponge,
toothbrush or the re-usable items (procedure Jar,
stopper, and O-ring) utilized during the

procedures.

An interview was conducted on July 18, 2012 at
3:40 p.m. with Staff #5 in the presence of Staff #1.
Staff #5 reported he/she had not been aware that
a sponge coukd spread infection and should not beg
utilized. Staff #5 acknowledged he/she did not
spray the outside of the procedure jar, stopper or
O-ring with the disinfectant. Staff #5 reported
being unaware of the policy to spray the items with
the disinfectant and allow them to air dry for three
minutes prior to re-use. Staff #1 acknowledged
Staff #5 had not followed the facility’s policy
related to cleaning re-usable equipment.

A review of the facllity's policy titled "Processing of|
Reusable Medical Equipment” conducted on July
17, 2012 read: "Purpose to prevent the spread of
infection via reusable medical equipment by
detailing levels of cleaning and disinfecting each
type of equipment. Reusable equipment shall be
cleaned, disinfected, and sterilized to prevent
infection from spreading from patlent to patient or
to staff ... Procedure: ... o. Glass Bottles
[Procedure jars] Spray with [Brand name of
disinfectant]. Wait 3 minutes. Allow to airdry in
Clean utility room. f. Rubber stopper Spray with
[Brand name of disinfectant]. Wait 3 minutes.
Aliow to alr dry in Clean utility room."

According to the USDA Agriculture Research
Service (ARS) newsletter dated February 2008
*_..Sponges were soaked In 10% bleach solution
for 3 minutes, lemon juice for 1 minute, or pure
water for 1 minute, placed in a microwave oven foy
1 minute at full power, or placed in a dishwasher

for a full wash-dry cycle, or left untreated (control).
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Microwaving and dishwashing treatments
significantly lowered bacterial counts compared to
any of the immersion chemical treatments or the
control. Counts of yeasts and molds recovered
from sponges receiving microwave or dishwashing
freatments were significantly lower than those
recovered from sponges immersed in chemical
tfreatments.”

According to ARS website Best Ways to Clean
Kitchen Sponges - April 23, 2007 - News from the
USDA Agricultural Research Service.mht read:
*,..treated each sponge in one of five ways:
soaked for three minutes in a 10 percent chlorine
bleach solution, soaked in lemon juice or
detonized water for one minute, heated in a
microwave for one minute, placed in a dishwasher
operating with a drying cycle-or left
untreated... They found that between 37 and 87
percent of bacteria were killed on sponges soaked
In the 10 percent bleach solution, lemon juice or
deionized water-and those left untreated. That still
left snough bacteria to potentially cause disease.
Microwaving sponges killed 99.99999 percent of
bacteria present on them, while dishwashing killed
99.9988 percent of bacteria...”

3. Observation and interview conducted during
the initial tour on July 17, 2012 at 9:28 a.m., with
Staff #10 revealed only one chair in the laboratory
area. Staff #10 reported the patients sat in the
chair for bload draws testing for hemoglobin, Rh
{Rhesus) factor, and serum pregnarncy test if the
sonogram was inconclusive. The observation
revealed the right arm of the chalr had an
approximately 2.5 inch band of dark sticky
residue. Staff #10 reported the residue was from
placing tape on the arm of the chair. Staff #10
acknowledged the residue on the chair's surface
prevented disinfection of the surface between
patients.

T175
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Observation and Interview conducted during the
initial tour on July 17, 2012 at 9:55 a.m., with Staff
#10 revealed three (3) of three recovery room co
did not have intact surfaces. Staff #10 observed
the tears on the sides and the top of the three co
that exposed the underlying foam cushlon. Staff
10 reported if there was a spill of blood or other
body fluids it could enter the exposed foam. Staff
#10 stated, "Somehow these were missed by the
re-upholster.” Staff #10 acknowledged the three
cots could not be disinfected between patients.

4. An observation during the Initial tour July 17, M
2012 at 9:58 a.m., with Staff #10 revealed a ¢ \96

plastic container with a red blanket inside. Staff
#10 reported the facility’s laundry was pmcessed‘ﬁ\—-—————w— MWL m
by the parent facility In a different city and brought (WU

to the facility "every Wednesday.” Staff #10
reported the staff from the parent facllity

transported the soiled linens after the procedure
day was completed and brought clean linens the
next week.

An interview was conducted on July 17, 2012 at
3:48 p.m. with Staff #1. A request was made for
information that ensured the facility's linens were

washed at the proper temperature. Staff #1 )
reported he/she did not have the information and
would contact the parent facility responsible for

washing the linens. On July 18, 2012 at 8:39
a.m., Staff #1 presented the policy related to the
processing, handling, storage, and transport of
clean linens. Staff #1 reported he/she did not
have information related to the whether the linen
were washed at the correct water temperature of
160 degrees Fahrenheit. An interview was
conducted on July 18, 2012 at approximately 2:15
p-m., with Staff #4. Staff #4 reported the washer
had not been purchased that reached the required
temperature. Staff #4 reported the facliity shouid
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be utilizing disposable linens. Staff #1 was not

aware the facility was to use disposable linens.

The facility did not have a policy /procedure

related to the need to switch to disposable linens.

T 180{ 12 VAC 5-412-220 D Infection prevention T180

D. The facility shall have an employee heaith
program that includes:

1. Access to recommended vaccines,

2. Procedures for assuring that employees with
communicable diseases are identified and
prevented from work activities that could result in
transmission to other personnel or patients;

3. An exposure control plan for blood-boumne
pathogens;

4. Documentation of screening and
immunizations offered/received by employees in
accordance with statute, regulation or
recommendations of public health authorities,
including documentation of screening for
tuberculosis and access to hepatitis B vaccine;

5. Compliance with requirements of the U.S.
Occupational Safety & Health Administration for
reporting of workplace-associated injuries or
exposure to infection.

This RULE: is not met as evidenced by:

Based on interview and record review the facility's
employee health program failed to have a written
exposure controf plan for blood bome pathogens
or policies/procedures for compliance with U.S.
Occupational Safety & Health Administration
(OSHA) requirements and reporting workplace
injuries and employee exposure to infections.

The findings included

Review of the facility’s policies on July 17, 2012
did not reveal an employee health program plan,
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reporting activities:

develop;

outbreaks of disease.

infections.
The findings included:

During an interview conducted on July 17, 2012 at
approximately 3:35 p.m., Staff #1 reported hefshe
would check with the parent facllity for additional
information. An interview with Staff #1 conducted
on July 18, 2012 at approximately 8:24 a.m.
provided no additional information.

T 185] 12 VAC 5-412-220 E infection prevention T185

E. The facility shall develop, implement and
maintain policies and procedures for the
following patient education, follow-up, and

1. Discharge instructions for patients, to include
instructions to call or return If signs of infection

2. A procedure for surveillance, documentation
and tracking of reported infections; and

3. Policies and procedures for reporting
conditions to the local health department in
accordance with the Regulations for Digease
Reporting and Control (12 VAC 5-90), including

This RULE: is not met as evidenced by:
Based on interview and record review the facility
falled to have a procedure for the tracking

Review of the facility's infection prevention plan

T180  Hh adnmuwdhatlan algo

policlas or procedures for compliance with OSHA %: : OSHA ,ﬁm ﬁi

requirements. The facility did not have an

exposure control plan for bliood bome pathogens. . hed
The facility's policies and procedures did not Whness o P
include a process for reporting employee Wormunmue o
workplace injuries or employee exposure to u W , Luudot

Infections. QAL
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did not reveal the facility's methods or processes
for surveillance, documentation and tracking
Infections.

On July 17, 2012 at approximately 9:00 a.m., Staff
#1 provided the surveyors a "Complication”
binder. The “Complication™ binder had one entry.

An interview was conducted on July 18, 2012 at
10:08 a.m., with Staff #1. Staff #1 reported the
facility did not have a system in place to track or
trend infections.

An interview with Staff #4 conducted on July 18,
2012 at 3:16 p.m. revealed the facility logged the
complications but did not track or trend the
occurrences/infections.

12 VAC 5-412-300 A Quality assurance

A. The abortion facility shall implement an
ongoing, comprehensive, integrated,
self-assessment program of the quality and
appropriateness of care or services provided,
including services provided under contract or
agreement. The program shall Include process,
design, data collection/analysis, assessment and
improvement, and evaluation. The findings shall
be used to correct identified problems and revise
policies and practices, as necessary.

This RULE: is not met as evidenced by:

Based on review of the Policy and Procedure
Manual and interview with Staff #1, it was
determined that no comprehensive plan had been
implemented to develop a Quality Assurance
Committee to accass and evaluate the services of
the facility as required in Section 12 VAC
5-412-300.A.

T185
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The findings included:

1. On July 17, 2012, the Surveyor raviewed the
Policy and Procaedure Manual at various times in
the facility’s office. No policies and procedures to
form a Quality Assurance Commiittee, to asses
and improve services provided, a means of
educating the staff and update polices and
procedures .

2. Staff #1 acknowledged during interview that no
policy and procedure had been developed to
address the Quality Assurance Meeting. This
interview occurred in the facility's office, on July
17, 2012, approximately at 4:10 p.m.

12 VAC 5-412-300 B Quality assurance

B. The following shall be evaluated to assure
adequacy and appropriateness of services, and

T315

T 320

fo identify unacceptable or unexpected trends or
3. Patient records;
4. Patient satisfaction,;

OCCUITeNnCes:
5. Complaint resolution;

1. Staffing pattems and performance;
2. Supervision appropriate to the level of

6. Infections, complications and other adverse
events; and

service;
7. Staff concems regarding patient care.

This RULE: is not met as evidenced by:

Based on review of the Policy and Procedure
Manual and interview with Staff #1, it was
determined that no policy and procedure were
developed to ensure all the subjects of the Quality
Assurance Committee would be addressed as
required in Section 12 VAC 5-412-300.B.#1-#3
and #5-#7.
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The findings included:

1. On July 17, 2012, the Surveyor reviewed the
Policy and Procedure Manual at various times in
the faciiity's office. No policy and procedure to list
the subjects that would be discussed in the
Quality Assurance Committee meeting as Staffing
patterns and performance, Supervision
appropriate to the level of service, Patient
satisfaction, Complaint resolution, Infections,
complications and other adverse events and

Staff concerns regarding patient care.

2. Staff #1 acknowledged during interview that no
policies and procedures were developed that
would address the subjects that would be
discussed in the Quality Assurance Committee
Mesting. This interview occurred in the facility's
office, on July 17, 2012, approximately at 4:15
p.m.

12 VAC 5~412-300 C Quality assurance

C. A quality improvement committee responsible
for the oversight and supervision of the program -
shall be established and at a minimum shall
consist of:

1. A physician

2. A non-physician health care practitioner,

3. A member of the administrative staff; and
4. An individual with demonstrated ability to
represent the rights and concerns of patients.
The individual may be a member of the facility's
staff. In selecting members of this committee,
consideration shall be given to the candidate’s
abilities and sensitivity to issues relating to
quality of care and services provided to patients.

This RULE: s not met as evidenced by:

T320

T 326
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Based on review of the Policy and Procedure oo O AHOAL v
Manual and interview with Staff #1, it was oL WM w
determined that no policy and procedure were L A
developed to address how problems would be . ¢ W j
addressed in the Quality Assurance Committee as m 14,
required in Section 12 VAC 5-412-300.D. e SN f
The findings inciuded: '
ne O A 4 Wu..
1. On July 17, 2012, the Surveyor reviewed the NS wr ol ameoyan
Policy and Procedure Manual at various times in .
the facility's offica. No policy and procedure to D MUl “e““@ﬁ“’ ¢
address how concerns would be addressed by thel A3 A m‘n
Quality Assurance Committee was available for 5 NG
roview. 12 VA 5-200-A8.00D, E.
| 2 staft#1 acknowledged during interview that no  Qdnrurwatn oA WUt
policy and procedure was developed that AR A Urum KL
addressed the concemns and problems of the Mmudin
Quality Assurance Committee. This interview o "“WW
occurred in the facility's office, on July 17, 2012, : f k : o wuL-
approximately at 4:18 p.m.
SrruwrwlLe 4
T 335| 2 VAC 5-412-300 E Quality assurance Tass  (DFusub w\,\uu,ug wh
E. Results of the quality improvement program ( '
shall be reported to the licensee at least annually
and shall include the deficiencles identified and
recommendations for corrections and
improvements. The report shall be acted upon
by the governing body and the facility. All
corrective actions shall be documented.
Identified deficlencles that jeopardize patient
safety shall be reported immediately in writing to
the licensee by the quality improvement
commitiee.
This RULE: is not met as evidenced by:
Based on review of the Policy and Procedure
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T 400

Manual and interview with Staff #1, it was
determined that no policy and procedure were
developed to address the reporting of the results
of the Quality Assurance Committee to the
Gaverning Body as required in Section 12 VAC
5-412-300.E.

The findings included:

1. On July 17, 2012, the Surveyor reviewed the
Policy and Procedure Manusl at various times in
the facility's office. No policy and procedure to
address how the results of the Quality Assurance
Committee would meet annually, and would
self-assesses problems to ensure that a
comprehensive review of the facility's program
and what adverse events should be reported
immediately was available for review.

2. Staff #1 acknowledged during interview that no
policy and procedure was developed that
addressed the reporting, analysis and data
collected by the Quality Assurance Committes.
This interview occurred in the facility's office, on
July 17, 2012, approximately at 4:21 p.m.

12 VAC 5-412-380 Local and state codes and T400
standards

Abortion facuities shall comply with state and
local codes, zoning and building ordinances, and
the Uniform Statewide Building Code. In
addition, abortion facilities shall comply with Part
1 and sections 3.1-1 through 3.1-8 and section
3.7 of Part 3 of the 2010 Guldelines for Design
and Construction of Health Care Facilities of the
Facilities Guidelines Institute, which shall take
precedence over Uniform Statewide Building
Code pursuant to Virginia Code 32.1-127.001.
Entities operating as of the effective date of
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these regulations as identified by the department
through submission of Reports of Induced
Termination of Pregnancy pursuant to 12 VAC
5-550-120 or other means and that are now
subject to licensure may be licensed in their
current buikdings if such entities submit a plan
with the application for licensure that will bring
them into full compliance with this provision
within two years from the date of licensure.

Refer to Abortion Reguiation Facllity
Requirements Survey workbook for detailed
facility requirements.

This RULE: is not met as evidenced by:

Based on observation, interviews and record
review the facility failed to meet the following
requirements established in Part 1 and sections
3.1-1 through 3.1-8 and section 3.7 of Part 3 of
the 2010 Guidelines for Design and Construction
of Health Care Facilities of the Facilities
Guidelines Institute:

The findings included:

jO
Observations conducted on July 17, 2012 from ™ Wi o ﬁb\w’\ Wbh M

9:09 a.m. to 1:00 p.m. during the initial tour of the \V\‘M
facility revealed:

The facility did not have handicap-designated houit conns WW W,‘
parking space(s). Access from the parking lot to )

the side walk required maneuvering over a oond W J'\HMULDt M‘L
curb/raised sidewalk afg%e approximately 3.5 n e W a)q
inches in height. The facility’s sideway did not

have a wheelchair accessible grading. The front Rt rued e o
sidewalk had an uneven grading with an m WY)omU« Vb, 1o,
approximate 2.5-inch gap and raised area. M‘P‘W Aol
Neither the building’s front, back nor emergency W ounel &

exits were wheeichair accessible. A vaw n
Sterile supplies were kept on the bottom of an Wm

open cart in the “Clean” scrub/utility. The room
did not have a visible system to monitor the
temperature and humidity.
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Sinks in the laboratory, "Soiled” scrub/utility and
bathrooms had valves, which required the use of

one’s hands to tum on the water.

The eyewash station was connected to the sink in
a manner where it accessed hot water.

The "Sviled" scrublutility room served as the
holding area for medical waste items awaiting
transport. Staff #10 reported the blood/ tissue
contaminated items used during procedures were
placed [n a blohazard red bag lined box. Staff #10
reported products of conception where placed in
the same red box. Staff #10 reported the inner
red bag was tled and the box was taped and
remained in the "sailed™ scrub/utility room for six
days until pick up by the contracted medical waste|
transport company. Observation of the "Soiled”
scrublutility room did not reveal an exhaust
ventilation system.

The public corridor from the receptionist desk to
the accessible bathroom and back door did not
equal the required five feet width,

The facility’s record did not reveal an attestation
from an architect that the building met the required

(FGI) guidelines. The facility did not have B B

documentation that the heating and cooling
system provided two exchanges of outside air
avery hour.

An interview and rounds was conducted on July
18, 2012 from 8:30 a.m. to 10:15 a.m. with Staff
#11. The FGI workbook was reviewed with Staff
#11 through questions and request for
information/documentation of compliance. Staff
#11 acknowledged the findings listed above.

The above findings were discussed on July 18,
2012, at 3:16 p.m., with Staff #4. Staff #4
acknowledged the findings. No additional
information was offered prior fo the end of the
survey.
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