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On July 2, 2013, staff with the Acute and Home
Care Licensure and Certification Section
surveyed The Baker Clinic for Women. The
survey findings revealed a potential imminent i
threat fo the health and safety of patients. Based |
on the survey findings, the facility failed to ensure |
quality control was performed in blood banking.
The facility failed to perform quality controf*testing
on one hundred-eight patients that received
Rh(D) testing; failed to ensure the ALBAclone
Anti-D blood grouping reagent manufacturer's |
performance specifications were verified priorfo
patient testing; failed to ensure a positive and :
negative red biood cell control material was
tested at least once daily when Rh(D) testing was
performed; failed to follow manufacturer's
instructions for performing Ri(D) testing, failed to
define an acceptable room temperature range in
accordance with manufacturer's instructions for
the performance of Rh(D) testing; and failed to
ensure policies and procedures were developed
for staff implementation for the performance of
patient Rh(D) testing using the ALBAcione Anti-D
blood grouping reagent. '

During the survey at 11:55AM on July 2, 2013, |
an immediate Jeopardy was identified in
immunohematology and immediately
communicated to the physician owner of the
facility. The immediate jeopardy was not abated
during the onsite survey.

Therefore, based on in-office review, it is the
finding of this agency that the facility has
neglected to provide the services to assure the
health, safety and welfare of the clients. Asa
result of the survey findings, the Section
substantiated Rule violations that include:
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10 NCAC 14E. .0302 Personin
Authority ‘

10 NCAC 14E. .0309 Laboratory
Services -

Findings reveal that, conditions at The Baker
Clinic for Women, present an imminent danger to |
| the health, safety and welfare of the clients and
| that emergency action is required to protect the
1’ clients.

i
|

| Pursuant to North Carolina General Statutes
N.C.G.S. § 150B-3(c), the Division of Health
Service Regulation (DHSRY), North Carolina
Depariment of Health and Human Services
(DHHS), HEREBY SUMMARILY SUSPENDS
YOUR CERTIFICATE TO OPERATE The Baker
Clinic for Women, an abortion clinic. YOU ARE
HEREBY DIRECTED TO CLOSE The Baker
Clinic for Women, BY NO LATER THAN 5:00 O *
CLOCK P.M. ON July 5, 2013. i

E 131{ .0302 PERSON IN AUTHORITY

10A NCAC 14E .0302 Person in Authority

The governing authority shall designate a person
to have authority and responsibility for the
administrative and professional functions of the
clinic. ;

This Rule is not met as evidenced by:
Based on record review, procedure review,
observation, and interviews July 2, 2013, the
facility's governing authority failed to ensure !
laboratory systems were in place to monitor and |
evaluate the overall quality of testing in the
specialty of Immunohematology.

Findings include:
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specified by the manufacturer {(see .0309(C)).

1. The laboratory failed to have a complete and
current procedure manual for performing Rh.(D)
testing using ALBAclone Anti-D blood grouping
reagent (see .0309(C)).

e ————{ st g 1

2. The laboratory failed to ensure that Rh(D)
testing was performed at the temperature X

3. The laboratory failed fo ensure that the
ALBAclone Anti-D bicod grouping reagent
manufacturer's performance specifications were
verified before patient testing was initiated (see
.0309(d)).

4, The laboratory failed to ensure that a positive |
and negative red blood cell control material was i
tested at least once each day when Rh(D) testing |
was petformed {see .0309(d).

5. The laboratory failed to follow the
manufacturer's instructions for performing Rh{D}
testing (see .0309(C)).

6. The laboratory failed to petform and document
corrective action on 15 days when room
temperature was outside the manufacturer's.
specifications for performing Rh(D) testing. Rh(D)
testing was performed and reported on 16
patients on 10 of the 15 days when the room
temperature was not within the manufacturer's
specifications (see .0309(d)).

7. The laboratory failed to have a quality
assessment plan and failed to perform and
document quality assessment activities in the
general laboratory system, analytic system and
post-analytic system to monitor, identify and
correct problems in the specialty of

immunohematology (see .0308(d)).
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in summary, the cumulative effect of these i
| systemic problems resuited in the laboratory's  :
inability to ensure the accuracy and reliability of
patient Rh(D) testing results. Therefore, itis the |
finding of this agency that the facility neglected o
provide the services to assure the health, safety |
: and welfare of the clients.

P

E 154 .0309(C) LABORATORY SERVICES | E154

10A-14E .0309 (¢} The facility shalt i
have instructions for each test i
. procedure performed, including: :
(1) Sources of reagents, standard and
calibration procedures; and

(2) Information concerning the basis
for the listed "normal” ranges.

This Rule is not met as evidenced by:
Based on review of the laboratory procedure
manual, review of manufacturer's product insert, |
review of 2013 temperature logs, review of 2013
Rh(D) testing logs, observation and interviews,
the laboratory's procedure manual was not
complete and current for the testing performed in
the laboratory; the laboratory staff failed to define
an acceptable room temperature range which
was consistent with the manufacturer's
| instructions for performance of Rh(D) testing;
failed to test positive and negative Rh (D) quality
control material each day that patients were
tested and failed to follow the manufacturer's
instructions for performing Rh(D) testing.

Findings include: i (’ ,4# Aﬁ/\f*“j. ?WW’&W@M wa,

A.1. The laboratory procedure manual fafled to mUi»ﬁEJL 2 vw?émlf / /%r
include a laboratory specific step-by-step Wg ¥'i :; Z; LAY, Jj o W : /
: procedure for performance of patient Rh(D) ,&@% ‘QLD ‘
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testing using the ALBAclone Anti-D blood
grouping reagent. The laboratory had a copy of
the manufacturer's instructions for use of
ALBAclone Anti-D blood grouping reagent, dated
2009, in the laboratory.

The laboratory procedure titled "Lab Procedures”
states "1. Record refrigerator and room
temperature in the lab 2. Bring reagents to room

| temperature (20*-30*) 3. Run controls and record
results as neededfindicated (Lab Log)...6.
Perform fingerstick: Hgb testing: fill microcuvette
with blood, place in Hemocue, read in 45 secs.
(Range 11.0-16.0 grams) Rh testing: Mix 1 drop

gently (mix) for 30 seconds; incubate (observe)
{for 5 minutes at Room termp if needed.
(Agglutination = Rh positive, no Agglutination= Rh
negative)...” '

The ALBAclone Anti-D blend product insert
(Z041UQPY/02 June 2010) RECOMMENDED
TECHNIQUES states "Slide Technique Add 1
drop of blood grouping reagent to an
appropriately prepared area of a glass slide e.g. a
wax pencil oval. Add 1 drop of red blood cells
suspended to 30-45% in group homologous
plasma/serum.. Mix well by rocking the slide for
approximately 30 seconds and incubate the test
for 5 minutes at 18-24 degrees C with occasional
mixing. After incubation, immediately observe
macroscopicalty for agglutination. This may be
facilitated by reading over a diffuse light source.”

2. The laboratory procedure manual failed to
include a step-by-step procedure for performing
Rh(D) testing Anti-D quality control (QC) testing
including the identity of positive and negative
controls used, the frequency of performing QC
testing, instruction for performing quality conirol

blood and 1 drop of Anti-D Reagent on slide, rock |

3
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testing, how fo interpret the results of QC and the
corrective action to take if the QC results are
uhacceptable.

] ) 4 [
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3. The laboratory procedure manual failed to
include a step-by-step procedure for using the
ALBAcheck - BGS Reagent Control for Anti-D.

include a procedure describing the course of

action to take if the Rh(D) testing was unable to |
be performed (e.g. no Anti-D available, no quality :
control material available, quality control results |
unacceptabie). ;

|
4, The laboratory procedure manual failed to %
i

5. The iaboratory procedure manual failed to i
include a step by step procedure for performing
fingerstick biood collection Including the
laboratory's requirements for labeling the
specimen, if applicable.

B. The ALBAclione Anti-D blend product insert
(Z041UQPI/02 June 2010) RECOMMENDED
TECHNIQUES states "Slide Techniqgue...Add 1
drop of blood grouping reagent to an
appropriately prepared area of a glass slideeg. a
wax pencil oval. Add 1 volume of red blood cells
suspended to 30-45% in group homologous _
plasmal/serum. Mix well by rocking the slide for
approximately 30 seconds and incubate the test
for 5 minutes at 18-24 degrees C with occasional
mixing..." :

The laboratory procedure titled "Lab Procedures”
states "1. Record refrigerator and room _
temperature in the lab 2. Bring reagents to room
temperature (20*-30%)... Rh testing: Mix 1 drop
blood and 1 drop of Anti-D Reagent on slide, rock
gently (mix) for 30 seconds; incubate (obsetve)
for 5 minutes at Room temp if needed...”
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The laboratory's room tempetrature range of 20 to
30 degrees C (Celsius) was observed to be

' degrees C for performing Rh(D) festing using
ALBAclone Anti-D.

| (Z041UQPI/02 June 2010) states "QUALITY
 CONTROL Quality control of reagents is
essential and should be performed with each
series of RhD groups, single RhD groups and in
accordance with local, state and federal
regulations. We suggest that the following red
blood cell samples are used to control the
reactions of this reagent. Other red blood cell

care.

O R1r red biood cells should be used as a
positive control ’

O rr red blood celis shouid be used as a negative
control”

The laboratory procedure titied “Lab Procedures”
does not indicate quality control testing using
positive and negative Rh(D) red blood celi control
material be tested each day patient Rh(D) testing
is performed. '

Review of laboratory testing logs from January
18, 2013 through July 1, 2013, revealed the
laboratory performed and reported Rh(D) testing
results on 108 patients when no quality controt
testing was performed (see D5449).

2. The ALBAcheck - BGS Reagent Control for
Anti-D product insert {Z271UQP1/01 05 October
2009) states "INTRODUCTION...This reagent is
designed to be used as a negative control in

1 C.1. The ALBAclone Anti-D blend product insert |

types may be suitable but shouid be selected with

|

outside the manufacturer's specifications of 18—24%

i
i
H
i
!
!
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Z031U, Z036U, Z039U, Z041U.. INTENDED i
PURPOSE ALBAcheck - BGS Reagent Control !
for Anti-D is intended for use as a negative '
control in conjunction with Alba Bioscience
monoclonal Anti-D reagents...INTERPRETATION |
OF RESULTS If a positive result is obtained with |
ALBAcheck - BGS Reagent Control for Anti-D, |
this will invalidate the test result obtained with the |
respective Al.BA Bioscience monocional Anti-D
reagent and the red blood cells.

e e a1 88

The laboratory had ne documentation of running
the ALBAcheck - BGS Reagent Control for Anti-D
with each of the 108 patient Rh(D) tests
performed since the facility opened on January
16, 2013..

3. The ALBAclone Anti-D blend product insert
(ZOA1UQPY/02 June 2010) states "Test
Procedures General Information This reagent
has been standardised for use by the techniques !
described below and therefore its suitability for
use in other technigues cannot be guaranteed.
When a test is required to be incubated for a
specific time period, a timer should be
used...Slide Technique Add 1 drop of blood -
grouping reagent to an appropriately prepared
area of a glass slide...Add 1 drop of red blood
cells suspended to 30-45% in group homologous |
plasma/serum. Mix well by rocking the siide for
approximately 30 seconds and incubate the test
for 5 minutes at 18-24 degrees C with occasional
mixing. After incubation, immediately observe
macroscopically for agglutination..”.

While touring the laboratory at approximately
9:10AM., the surveyor observed that there was no
timer present on the counter in the testing area.

% The director stated that they look at the wall ciock

A

/2 us
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| also stated during the interview that only one

: being performed on a patient. Testing personnel

Continued From page 8

to see what time the Rh{D) testing was started
and contihue to check the clock for 5 minutes. He

patient is in the laboratory at a time.

During an observation between 11:30AM and
11:40AM., the surveyor observed Rh(D) testing

(TP) #2 began the Rh(D) testing by placing a {
drop of ALBAclone Anti-D blend blood grouping
reagent on one side of the slide and & drop of the
ALBAcheck - BGS Reagent Control for Anti-D on
the other side of the glass slide. She then placed
a drop of the patient's blood on top of the §
reagents on each side of the slide, rocked the :
slide back and forth a few times fo mix the red
blood cells and the reagents. TP #2 then walked
to the other counter in the lab and placed the
Hemocue hemoglobin cuvette in the Hemocue
analyzer to be tested and asked TP #1 to check
on the Rh(D) testing while she brought the patient ;
into another room. The timer was not used to
ensure the Rh(D) testing incubated for 5 minutes
before the result was determined.

in summary, the cumulative effect of these
systemic problems resulted in the laboratory's
inability to ensure the accuracy and reliability of
patient Rh(D) testing results. Therefore, itis the
finding of this agency that the facility neglected to |
provide the services to assure the health, safety
and welfare of the clients.

.0309(D) LABORATORY SERVICES

10A-14E 0309 (d) The facility shall
perform and document, at least
quarterly, calibration of equipment
and validation of test results.

L E 154
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| This Rule is not met as evidenced by:

Based on review of test records; review of
manufacturer's product insert; the absence of

documentation on July 2, 2013, procedure review;

review of 2013 Rh{D) testing logs; interview with
testing personnel (TP); observation; review of
2013 temperature logs, and review of 2013 lab
logs, the facliity's laboratory staff failed to verify

the manufacturer's performance specifications for
| the ALBAclone Anti-D blend blood grouping

reagent before performing patient testing; failed
to test a positive and negative red blood cell
control at feast once each day Rh(D) testing was
perforred; failed to perform and document

| corrective action on 15 days between January 16,

2013 through July 1, 2013 when room
temperature was outside the manufacturer's
specifications for performing Rh(D) testing using
ALBAclone Anti-D blend blood grouping reagent;
and failed to establish and follow written policies
and procedures to monitor, assess, and correct
identified problems in the analytic system.

Findings include:

A. Review of 2013 jaboratory patienf"te's,ting

prisens L Lotk 200
records showed the laboratory began performing e < oM ZZ{-/ peed A

Rh(D) testing on patients using ALBAclone Anti-D |

blend blood grouping reagent on JAnuary 16,
2013.

The ALBAclone Anti-D biend product insert
(Z041UQPI/02 June 2010) states "SPECIFIC
PERFORMANCE CHARACTERISTICS Prior to
release, each lot of ALBAcione Anti-D blend is
tested by FDA recommended methods against a
panel of antigen-positive and anfigen-negative
red blood cells to ensure sultable reactivity.”

The facility failed to have documentation aVaiiableg
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to indicate the laboratory had performed and

documented testing of known Rh(D) positive and !

Rh(D) negative individuals to demonstrate they
were able fo obtain the expected results, positive
and negative, when performing testing in their
laboratory.

During interview at approximately 11:45AM., the
faboratory director stated they all tested each
other multiple times before they opened the
practice and started festing patients. He also
stated during the interview that they did not
document any of the testing.

1

B. The ALBAclone Anti-D blend product insert
(Z041UQPI/02 June 2010) states "QUALITY
CONTROL Quality control of reagents is

Seu F154)

P

essential and should be performed with each
series of RhD groups, single RhD groups and in
accordance with local, state and federal
regulations. We suggest that the following red
blood celt samples are used to control the
reactions of this reagent. Other red blocd cell
types may be suitable but should be selected with
care.

O R1r red blood cells should be used as a
posifive control

O rr red biood cells should be used as a negative
control"

The laboratory procedure fitlied "Lab Procedures”
does not indicate quality conirol testing using
positive and negative Rh(D) red biood cell controt
material be tested each day patient Rh(D) testing
is performed.

The laboratory "Lab Log" used for documenting

i Rh(D) testing results includes an area on the top |

right side of the form for documenting the Rh+

s
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i Duting interview at approximately 10:50AM, TP

| there was ho visible reaction on either slide.

(positive) Control and Rh- (negative) Contro! lot
number, expiration date and resuit.

Review of the "Lab Log" from January 1, 2013
through July 13, 2013, revealed the laboratory
documented only the results of an Rh- control i
result of negative on 1/16/13, 2/20/13, 3/6/13, ;
4110/13, 4/15/13, and 5/20/13. On a separate ’
"Lab Log" the laboratory documented positive and
negative control results for the ALBAclone Anti-D:
biend reagent on 6/2/13 and 7/1/13.

i
!
i
|
;

#1 stated when she tested the controls on July 1,
2013 she had a positive and negative result. She
stated she used a drop from each bottle of :
ALBAcheck Reagent Control and added a drop of
ALBAclone Anti-D and had a positive resulton

one slide and a negative result on the other slide.

Between 10:50AM and 11:10AM, the surveyor b
observed testing personnel (TP) #1 performing |

H
i
3

positive and negative quality control testing using i
the ALBAclone Anti-D blend blood grouping i
reagent and the ALBAcheck - BGS Reagent
Control for Anti-D. TP #1 placed 2 drops of of the |
ALBAcheck - BGS Reagent Confrol on 2 glass
slides and add 2 drops of AL.BAclone Anti-D
blend blood grouping reagent to each glass slide.
She then rocked the slide to mix the 2 clear
reagents together. After approximately 5 minutes

Review of laboratory testing logs from January
16, 2013 through July 1, 2013, revealed the
laboratory performed and reported Rh (D) testing
results on 108 patients when no guality control
testing was performed.

C. The ALBAclone Anti-D blend product insert

(3= Bl 1)

(502 FI5)

1
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(Z041UQPN02 June 2010) RECOMMENDED (
TECHNIQUES states "Slide Technique...Add 1
drop of blood grouping reagent to an
appropriately prepared area of a glass slideeg. a
wax pencil oval. Add 1 drop of red blood cells
suspended to 30-45% in group homologous
plasma/serum. Mix well by rocking the slide for
approximately 30 seconds and incubate the test
for 5 minutes at 18-24 degrees C with occasional
mixing..."

Review of temperature logs from January 4, 2013
through July 1, 2013 revealed room temperature
in the laboratory was documented as 25 degrees |
| C (Celsius) on 15 of 137 days (1/14/13, 312113,
4119113, 4120113, 5/2/13, 5/10/13, 611113,
5/17/13, 5/18/13, 6/7/13, 6/8/13, 6/13/13, 6/14/13,
6/15/13, and 6/18/13.

‘Review of the "Lab Log" from January 16, 2013
through July 1, 2013 revealed Rh(D) testing was
performed and results reported on 16 patients
when room temperature was outside the
manufacturer's specifications for testing (3/2/13,
4/19/13, 4/20113, 5/18/13, 6/7/13, 6/8/13, 6/13/13,
6/14/13, 6/15/13, and 6/18/13). :

The laboratory failed to have documentation
showing they had taken corrective action for any
of the 15 days when the temperature was
documented as 25 degrees C and patient Rh(D}
testing was performed.

D. The laboratory failed to have a written quality
assessment plan including a description of the
faboratory's policy for monitoring, evaluating and
cotrecting problems identified with the Rh{D)
testing performed in the laboratory.

1. The procedure manual failed to include !

[
E 155i Continued From page 12 E155 [ E !5+> :‘7/('2/5
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complete instructions for performing Rh(D)
testing. . )

2. The laboratory's room temperature range was
not within manufacturer's requirements for
performing Rh(D) testing.

3. The laboratory failed to verify the
manufacturer's performance specifications for the
Rh(D) testing.

' 4. The laboratory failed to test positive and L
negative Rh(D) quality control materials each day

of patient testing, failed to include an Rh(D)
reagent control with each patient tested, and
failed to follow the manufacturer’s instructions for
incubation of Rh(D) iests.

5. The laboratory failed to perform corrective
action when room temperature was outside the
manufacturer's specifications for performing
Rh(D) testing.

In summary, the cumulative effect of these
systemic problems resulted in the laboratory's
inability to ensure the accuracy and reliability of
patient Rh(D) testing results. Therefore, it is the
finding of this agency that the facility neglected to
provide the services to assure the health, safety
and welfare of ihe clients.

i
i
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