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performance or testing event for reasons other
than a failure to participate, the laboratory must
undertake appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency testing
failure.

(2) For any unacceptable analyte or testing event
score, remedial action must be taken and
documented, and the documentation must be
maintained by the laboratory for two years from
the date of participation in the proficiency testing
event.

This STANDARD is not met as evidenced by:
Based on review of proficiency testing (PT)
documentation and interview with the General
Supervisor (GS), the laboratory failed to
investigate and document the investigation of
ungraded blood cell identification PT results and
failed to investigate and document the
investigation of an unsatisfactory blood cell
identification PT result for the 2nd event of 2014.
Findings include:

a. The laboratory was enrolled with the
American Proficiency Institute (API) PT program

for blood cell identification for the 2nd event 2014.

b. The API results showed that two of five
samples (BCI-13, BCI-14) were ungraded.

c. TheAPI results showed that BCI-11 was
graded as "unacceptable.”

d. There was no documenation that the

Cell ID (Educational)” were “N

investigation and conclusions.

Four out of five challenges for
Cell Identification” were accep

passing grade. The lab has

investigated the one unaccept
challenge and documented its
investigation and conclusions.

enhanced procedures for profi

followed.

monthly QA meetings by revie

Graded” for the second API event o
2014. The lab has investigated this
ungraded PT event and documente

for the second API event of 2014,
meaning that the PT event received

The new lab director has approved

testing, which reinforce the lab’s
systems for investigation of ungrade
PT results and any challenges that
receive an unacceptable grade. The
lab’s technical supervisors are
responsible for ensuring that these
procedures are implemented and

The lab will provide oversight throug

investigations and corrective action
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D2128 Contn;ued From pagefZ | D2128 D2128 (continued)
:::/%rsati gea(ie"’:j"d unsatisfactory results had been for proficiency tests with outcomes ¢
' less than 100% or challenges that a
e. The general supervisor stated that the Quality ungraded. In addition, the lab will
Control/Quality Assurance (QC/QA) Manager was monitor compliance through its
responsible for investigating ungraded PT results. improved occurrence management
f. The QC/QA Manger confirmed on 11/18/15 audit procedures.
that an investigation was not done or
documented.
D5024 | 493.1215 HEMATOLOGY D5024
D5024 2/12/16
If the laboratory provides services in the specialty The laboratory has completed
of Hematology, the laboratory must meet the i i iants
requirements specified in §§493.1230 through :foZifs ern Srn ;lit/?r:getﬂgfg (;itr;)r/]tl?;tltgng;
493.1256, §493.1269, and §§493.1281 through . ' e g
493.1299. affected by the issues identified in tl
observation, and has taken correcti\
and preventative action. Among oth
This CONDITION is not met as evidenced by: things, the lab has hired a new lab
Based on the number and se(\:/erigy of the director and established improved
deficiencies cited herein, the Condition: .
Hematology was not met. The laboratory failed to quality S.yStemS.and pr_oced_u_res .
have a procedure manual which included the addressing the issues identified in ti
corrective action to take when complete blood observation. (D5403, D5437, D544
counts (CBC) calibration and quality control (QC) D5469, D5481, D5779, D5801).
results failed to meet the laboratory's criteria for
acceptability (see D5403); document CBC
calibrations (see D5437); include two QC
materials with differing white blood cell (WBC)
patterns each day of testing (see D5447); verify
stated values of commercially assayed CBC
controls (see D5469); ensure QC for PT/INR was
acceptable prior to reporting patient test results
(see D5481); follow corrective action policies and
procedures as necessary to maintain the
laboratory operation for testing patient CBC
specimens in a manner that ensured accurate
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D5391 | Continued From page 6 D5391 D5391 #1 (continued)
patient tests annually. the lab’s QA program, and has also
2. Based on laboratory personnel interviews and appointed a Quality Director who wi
patient specimen referral policies and procedures provide additional oversight.
record review on September 23, 2015, the 2/12/16
laboratory failed to establish written policies and D5391 #2
procedures for an ongoing mechanism to As noted in the findings, the lab’s
monitor, assess, and when indicated, correct ti i . t' | f
problems identified in the laboratory's preanalytic practice was 10 review Its 1og o
systems for patient specimens referred to other patient specimens referred to other
laboratories for testing. Findings included: labs to ensure the timely receipt anc
reporting of the test results performe
a. According to laboratory personnel, a log of by the other labs.
patient specimens referred to other laboratories
for testing was reviewed daily to ensure the timely .
receipt and reporting of the test results performed The new lab director has approved
by the other laboratories. enhanced procedures for referral
testing, which require, among other
b. The laboratory maintained no written policies things, the lab to document its revie
S?d procedures detailing this quality assessment of pending orders and results for
ocess. : : '
D5393 | 493.1249(b){c) PREANALYTIC SYSTEMS D5393 ricggnatl ;ezg}rl]gﬂg?gg rtrgz It%bostrllcé?
QUALITY ASSESSMENT p P
110H labs.
120H | The preanalytic systems assessment must
140H | include a review of the effectiveness of corrective The lab’s management, including th
210B | actions taken to resolve problems, revision of lab director and quality systems
:23?83 policies and procedures necessary to prevent director, is responsible for monitorin
300M | ECUITENCE of problems, gnd discussion of ' and assessing compliance with thes
330B | Preanalytic systems quality assessment reviews g p X =
340B | With appropriate staff. The laboratory must proced}lres, a:nd ensuring that
400B | document all preanalytic systems quality corrective action is taken as needec
510M | assessment activities. The lab also requires monitoring of
, _ , turnaround times for reference labs
This STANDARD is not met as evidenced by: and related issues during monthly
Based on laboratory personnel interviews and . .
patient specimen referral policies and procedures meetlngs, t_hrOUQh regular audits, ar
record review on September 23, 2015, the through its improved occurrence
management.
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D5391 Cor.mnued From page 6 D5391 (Continued)
patient tests annually.
2. Based on laboratory personnel interviews and
patient specimen referral policies and procedures
record review on September 23, 2015, the
laboratory failed to establish written policies and
procedures for an ongoing mechanism to
monitor, assess, and when indicated, correct
problems identified in the laboratory's preanalytic
systems for patient specimens referred to other
laboratories for testing. Findings included:
a. According to laboratory personnel, a log of
patient specimens referred to other laboratories
for testing was reviewed daily to ensure the timely
receipt and reporting of the test results performed
by the other laboratories.
b. The laboratory maintained no written policies
and procedures detailing this quality assessment
process. D5393
5393 493 1249(0)(c) PREANALYTIC SYSTEMS 5393 ps noted in the findings, the lab's |2/12/16
110H practice was to review its log of
120H | The preanalytic systems assessment must patient specimens referred to other
1‘110H include a review of the effectiveness of corrective labs to ensure the timely receipt anc
2283 actions taken to resolve problems, revision of reporting of the test results performe
3108 policies and procedures necessary tq prevent by other labs.
300M | ECUITENCE of problems, gnd discussion of '
330B | Preanalytic systems quality assessment reviews )
340B | With appropriate staff. The laboratory must The new lab director has approved
400B | document all preanalytic systems quality enhanced procedures for referral
510M | assessment activities. testing, which require, among other
, _ , ' things, that review of referral testing
This STANDARD is not met as gwdenced by: logs will be documented.
Based on laboratory personnel interviews and
patient specimen referral policies and procedures
record review on September 23, 2015, the
FORM CMS-2567(02-99) Previous Versions Obsolete Event ID: W34211 Facility ID: CA22046272 If continuation sheet Page 7 of 121

TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED:

01/25/2016

FORM APPROVED
OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES

(X1) PROVIDER/SUPPLIER/CLIA

(X2) MULTIPLE CONSTRUCTION

(X3) DATE SURVEY

Each laboratory that performs nonwaived testing
must meet the applicable analytic systems
requirements in §§493.1251 through 493.1283,
unless HHS approves a procedure, specified in
Appendix C of the State Operations Manual (CMS
Pub.7), that provides equivalent quality testing.
The laboratory must monitor and evaluate the
overall quality of the analytic systems and correct
identified problems as specified in §493.1289 for
each specialty and subspecialty of testing
performed.

This CONDITION is not met as evidenced by:
Based on the number and severity of the
deficiencies cited herein, the Condition: Analytic
Systems was not met. The laboratory failed to
have a procedure manual that included corrective
action for chemistry quality control (QC) (see
D5403); failed to have procedures signed, dated,
and approved by the laboratory director prior to
use (see D5407); failed to have freezer
temperature consistent with manufacturer

The laboratory has completed
assessments to identify any patient:
affected or having the potential to bi
affected by the issues identified in ti
observation, and has taken correcti
and preventative action. Among ott
things, the lab has hired a new lab
director and established improved
guality systems and procedures
addressing the issues identified in ti
observation. (D5403, D5407, D541
D5421, D5423, D5429, D5437,
D5447, D5449, D5469, D5477,
D5481, D5775, D5779, D5787,
D5791, D5793).
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D5393 | Continued From page 7 D5393 D5393 (continued)
laboratory failed to document all preanalytic ) : ;
systems quality assessment activities, specifically The Ifib S manageme;nt, including th
for patient specimens referred to other lab director and quality systems
laboratories for testing. Findings included: director, is responsible for overseeir
' compliance with these procedures.
a. According to laboratory personnel, a log of The lab also requires monitoring of
patient specimens referred to other laboratories turnaround times for reference labs
for testing was reviewed daily to ensure the timely d related i duri th
receipt and reporting of the test results performed ana related Issues during montnly C
by the other laboratories. meetings, through regular audits, ar
through its improved occurrence
b. The laboratory maintained no documentation management.
indicating that the patient specimen referral log
was reviewed daily.
D5400 | 493.1250 ANALYTIC SYSTEMS D5400 D5400 2/12/16
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D5403 #2 (continued)
D5403 | Continued From page 11 . ) iy
5/6/2014 pag D3403) £4ils to meet the lab’s acceptability
D5407 | 493.1251(d) PROCEDURE MANUAL ps4o7|C1iteria, and the lab has conducted

Procedures and changes in procedures must be
approved, signed, and dated by the current
laboratory director before use.

This STANDARD is not met as evidenced by:
Based on review of procedures and interview
with the technical supervisor, the current
laboratory director (LD) failed to sign, date and
approve procedures prior to use. Findings
include:

a. The current LD start date was 2/10/2015.

b. Eight procedures were reviewed. Seven of
seven procedures did not include a LD signature
prior to putting into use and one of one was not
signed by the current LD.

¢c. CL SOP-08161, Revision A (Apolipoprotein)
showed an effective date of 12/5/2014, but was
not signed by the LD until 9/19/2015. It was
signed by a technical supervisors "for the LD."
The procedure was not signed, dated and
approved by any LD prior to 9/19/2015.

d. CL SOP-10001, Revision B (Measuring
Prothrombin Time-Innovin (PT) on the Siemens
BCS XP Instrument) showed an effective date of
12/5/2014, but was not signed by the LD until
9/19/2015. The procedure was not signed, dated
and approved by any LD prior to 9/19/2015.

e. CL SOP-06060, Revision A (SensoScientific
Monitor) showed an effective date of 6/23/2015,
but was not signed by the LD until 8/22/2015.

training on those procedures.

Lab management, including technic
supervisors, the lab director, and the
quality director, will be responsible
for ensuring compliance with these
procedures. The lab will provide
oversight through monthly QA
meetings, and will monitor
compliance through its improved
occurrence management, and audit
procedures.
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D5403 | Continued From page 11 D5403
5/9/2014.
D5407 | 493.1251(d) PROCEDURE MANUAL D5407
@ 7! b5407 2/12/16

Procedures and changes in procedures must be
approved, signed, and dated by the current
laboratory director before use.

This STANDARD is not met as evidenced by:
Based on review of procedures and interview
with the technical supervisor, the current
laboratory director (LD) failed to sign, date and
approve procedures prior to use. Findings
include:

a. The current LD start date was 2/10/2015.

b. Eight procedures were reviewed. Seven of
seven procedures did not include a LD signature
prior to putting into use and one of one was not
signed by the current LD.

¢c. CL SOP-08161, Revision A (Apolipoprotein)
showed an effective date of 12/5/2014, but was
not signed by the LD until 9/19/2015. It was
signed by a technical supervisors "for the LD."
The procedure was not signed, dated and
approved by any LD prior to 9/19/2015.

d. CL SOP-10001, Revision B (Measuring
Prothrombin Time-Innovin (PT) on the Siemens
BCS XP Instrument) showed an effective date of
12/5/2014, but was not signed by the LD until
9/19/2015. The procedure was not signed, dated
and approved by any LD prior to 9/19/2015.

e. CL SOP-06060, Revision A (SensoScientific
Monitor) showed an effective date of 6/23/2015,
but was not signed by the LD until 8/22/2015.

The lab directors during the period
covered by the survey no longer hol
any position with the lab. The new I
director was hired after the on-site
survey had been completed.

The new lab director has approved
enhanced document control policies
and procedures to ensure that the
relevant personnel approve new or
revised documents before they
become effective. The lab has
conducted training on those
procedures.

All active SOPs relevant to testing
currently being performed have bee
approved by the new lab director.

The lab has appointed a Document
Control Manager whose
responsibilities include tracking new
and revised policies and procedures
ensure they are reviewed, approvec
and signed by the lab director befor:
they become effective.

The lab will provide oversight of
document control through monthly
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D5413 #2 2/12/16
D5413 ' . .
gs:;:l;:i:rﬁg IZi?)?algry failed to follow the oA This PT/INR issue related to one lot
manufacturér instructions for expiration date of The lab p?‘used. testing on the S.Iem
Innovin (thromboplastin) used for Prothrombin BCS XP, including PT/INR, during
Time/International Normalized Ratio (PT/INR) the survey. The lab has completed
testing. Findings include: assessment to identify any patients
Dade | in (thromboplastin) lot ) affected or having the potential to b
a. Dade Innovin (thromboplastin) lot number e
539280 was put into use by the laboratory at the affected by this issue.
end of March 2015. )
The new lab director has approved
b. The general supervisor stated that the enhanced reagent qualification and
package inserts were usually white. management procedures that reinfo
T cage | or lot ber 539280 the lab’s practice of ensuring that
c. The package insert for lot number manufacturer inserts and notificatior
was pink which indicated that the manufacturer . d and foll d. The lab
had included special instructions for the specific are reviewed an _0_ owed. ela
lot number of Innovin. has conducted training on those
procedures.
d. Review of the Pl revealed an "important note"
that this specific lot number was only stable for 2 Before the lab resumes PT/INR
days instead of 10 days after reconstiution when testing, the lab will reinforce with
' relevant testing personnel the
e. The current vial of Innovin reagent was importance of reviewing and
observed in the 2-8 C refrigerator with a 5 day following instructions on
expiration date. manufacturer inserts and notificatiol
including instructions concerning
f. CL SOP-10001 Revision A, "Measuring o
Prothrombin Time..." stated on page 10, section explljatlon-dates. The same type of
12.1 that "the package insert for a new lot must training will occur for personnel
be reviewed for any changes before use." conducting other tests. These
trainings, along with competency
g. The general supervisor confirmed on 8/23/15 testing, will ensure that practice is
that the change in storage and stability of the consistent with these procedures.
Innovin reagent had not been identified from
March 2015 through September 2015. . )
D5421 | 493.1253(b)(1) ESTABLISHMENT AND Ds421| Lab management, including the nev
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, D5413 #2 (continued)
D5413 : ; . .
gs:;:ﬁi:r;rg IZi?)falgry failed to follow the oA quality director, is responsible for
manufacturér instructions for expiration date of ensuring that these proced'ures are
Innovin (thromboplastin) used for Prothrombin followed. The lab will provide
Time/International Normalized Ratio (PT/INR) oversight through monthly QA
testing. Findings include: meetings, and will monitor
, _ compliance through its improved
a. Dade Innovm (thromboplastin) lot number occurrence management, and audit
539280 was put into use by the laboratory at the d
end of March 2015. procedures.
b. The general supervisor stated that the
package inserts were usually white.
¢. The package insert for lot number 5639280
was pink which indicated that the manufacturer
had included special instructions for the specific
lot number of Innovin.
d. Review of the Pl revealed an "important note"
that this specific lot number was only stable for 2
days instead of 10 days after reconstitution when
stored at 2-8 C.
e. The current vial of Innovin reagent was
observed in the 2-8 C refrigerator with a 5 day
expiration date.
f. CL SOP-10001 Revision A, "Measuring
Prothrombin Time..." stated on page 10, section
12.1 that "the package insert for a new lot must
be reviewed for any changes before use."
g. The general supervisor confirmed on 9/23/15
that the change in storage and stability of the
Innovin reagent had not been identified from
March 2015 through September 2015.
D5421 | 493.1253(b)(1) ESTABLISHMENT AND D5421
VERIFICATION OF PERFORMANCE
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D5421 | Continued From page 16 D5421  hp 401 #2 2/12/16
2. Based on review of verification procedures, The Iab_proactlvely paused testing ¢
verification documentation and interivew with the Advia XPT during the survey.
general supervisor and technical supervisor, the The lab has completed an assessm
laboratory failed to verify accuracy, precision, to identify any patients affected or
and/or reportable range for calcium, albumin, having the potential to be affected b
apolipoprotein, triglyceride, carbon dioxide, and this issue.
glucose. In addition, the laboratory failed to verify
the reference interval (normal range) for carbon
dioxide. Findings include: Before the lab resumes any test on

Advia XPT, the lab will ensure that
a. CL QOP-00022, "Verification of Procedures the test has been re-verified pursua
Revision A", effective 8/12/14, stated in Section to the lab’s improved method
V.B.1.a. in order to determine accuracy "at least verification procedures that have be
20 samples of various reactivity's should be .
compared between the method and the oid approved by the new lab d'reCtO_r'
method...if a second method is not available These enhanced procedures reinfor
onsite, compare 20 samples tested by a different the required steps and acceptance
method used by a different laboratory." The criteria that must be followed to veri
procdures also stated that the validation plan accuracy, precision, reportable rang
should determine what percentage of accuracy is and reference intervals before a tes
acceptable. put into use.
b. CL QOP-00022, "Verification of Procedures
Revision A", effective 8/12/14, stated in Section Before any verification studies are
V.B.1.b. that "a replication experiment" is used to performed, these improved procedu
determine precision. The procedure further require the lab director’s review and
stated that "at least 20 samples of various .
reactivity's are run 2 or 3 times and results appr_ova_l of a detailed .m.ethOd .
compared. Duplicate runs may be on different verification plan containing defined
days or by different microbiologists..." The acceptance criteria. The lab director
procedure also required that the percentage of must also review and approve the
precision for acceptability must be determined. verification report before any patien
c. CL QOP-00022, "Verification of Procedures testing begins.
Revision A", effective 8/12/14, stated in Section L.
V.B.1.c. that the reportable range "is the range of The lab has conducted training on
test results from the lowest to the highest that are
reliable and therefore reportable.”
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D5421 | Continued From page 21 D5421 (Continued; see above)

manufacturer summary report showed that the
reportable range was 0-500 mg/dL. The
manufacturer summary report revealed reference
interval (normal range) was 0-300 mg/dL.

ii. The accuracy study included samples which
ranged from 62.7-259 mg/dL.

iii. The accuracy study did not include samples
across the entire reportable range.

iv. The acuracy study did not include a
comparison study as required by the laboratory's
procedure.

v. The accuracy study did not indicate an
acceptable percentage for accuracy.

vi. The precision study included samples which
ranged from 77.6-237.3 mg/dL.

vii. The precision study did not include samples
across the entire reportable range.

viii. The precision study only included within run
precision and did not include day-to-day,
run-to-run, or different operators.

ix. The reportable range data included samples
from 74.0-447.0 mg/dL which did not cover the
entire reportable range stated in the SOP.

X. The laboratory director did not sign and
approve the verification of performance
specifications. Patient testing began 12/18/14.

Glucose

i. Standard Operating Procedure (SOP) CL
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110H

(e) For reagent, media, and supply checks, the
laboratory must do the following:

(e)(4) Before, or concurrent with the initial use--
(e)(4){i) Check each batch of media for sterility if
sterility is required for testing;

(e)(4)(ii) Check each batch of media for its ability
to support growth and, as appropriate, select or
inhibit specific organisms or produce a
biochemical response; and

(e)(4){iii) Document the physical characteristics of
the media when compromised and report any
deterioration in the media to the manufacturer.

(g) The laboratory must document all control
procedures performed.

This STANDARD is not met as evidenced by:;
Based on technical supervisor interview and
bacteriology media quality control record review
on November 18, 2015, the laboratory failed to
check each batch of media for its ability to
support growth before or concurrent with initial
use. Findings included:

a. From November 15, 2015 to November 18,
2015, the laboratory performed patient
bacteriology testing using Hardy blood agar
plates (BAP), lot number 15300, expiration date
01/25/20186.

b. For this lot of BAP, the laboratory relied on
manufacturer's documentation that the
manufacturer performed quality control
procedures on the BAP. The laboratory did not,
before or concurrent with initial use, performed
any quality control procedures to check whether
this lot of BAP supported organism growth.
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D5477 | 493.1256(e)(4 CONTROL PROCEDURES D5477
(e)4)a) D5477 2/12/16

The lab has completed an assessm
to identify any patients affected or
having the potential to be affected b
this issue.

The new lab director has approved
enhanced QC procedures for
microbiology.

Lab management, including technic
supervisors, will be responsible for
ensuring that these procedures are
followed. The lab will provide
oversight through monthly QA
meetings, and will monitor
compliance through its improved
occurrence management and audit
procedures.
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D5787 | Continued From page 46 D5787 D5787
D5787 | 493.1283(a) TEST RECORDS DS787' The lab is keeping records that tracl 2/12/16
110H | The laboratory must maintain an information or the media used to test any given
record system that includes the following: bacteriology patient specimen.
(a)(1) The positive identification of the specimen.
(a)(2) The date and time of specimen receipt into The lab has Comp|eted an assessm
the laboratory. ; : ;
(a)(3) The condition and disposition of specimens to |q|ent|fy any pat_lents affected or
that do not meet the laboratory's criteria for ha_lw_ng the potential to be affected b
specimen acceptability. this issue.
(a)(4) The records and dates of all specimen
testing, including the identity of the personnel who The new lab director has approved
B e ot et as e by enhanced procedures regarding
Based on technical supervisor interview and docu_mentatlon of the t_)acterlolo_gy
bacteriology media quality control record review media used to test patient specimer
on November 18, 2015, the laboratory failed to
have an information or record system that The lab will ensure these procedure
included the records of all bacteriology patient are followed through audits perform
specimen testing. Findings included: pursuant to the lab’s new audit
Although the laboratory maintained pro_cedures, and through OVF_.‘I’SIght
documentation to indicate that all lots of during the monthly QA meetings.
bacteriology media used to test patient
bacteriology specimens had been quality
controlled by the manufacturer or laboratory, the
laboratory maintained no documentation of the lot
of media used to test any given patient
bacteriology specimen. The laboratory
maintained no such information or record system.
D5791 | 493.1289(a)(c) ANALYTIC SYSTEMS QUALITY D5791|D5791 #1
ASSESSMENT A review of hourly data demonstrate|2/12/16
that average hourly temperature for
(a) The Ia:)oratorydmust establisp and follow nearly all of the freezers at issue me
written policies and procedures for an ongoing
mechanism to monitor, assess, and when the manufacturer temperat!Jre
indicated, correct problems identified in the requirements for the materials store
analytic systems specified in
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400B

ASSESSMENT

(b) The analytic systems quality assessment must
include a review of the effectiveness of corrective
actions taken to resolve problems, revision of
policies and procedures necessary to prevent
recurrence of problems, and discussion of
analytic systems quality assessment reviews with
appropriate staff.

(c) The laboratory must document all analytic
systems assessment activities.

This STANDARD s not met as evidenced by:

1. Based on laboratory personnel interviews and
complete blood counts (CBC) quality control and
calibration record review on September 23, 2015,
the laboratory failed to have an analytic systems
quality assessment mechanism that included a
review of the effectiveness of the laboratory's
CBC processes. Finding included:

a. The laboratory's Siemens Advia 2120i
procedure failed to include the corrective actions
to be taken when calibration or quality controf
results failed to meet the laboratory's criteria for
acceptability. See D5403.

b. The laboratory's quality assessment
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D5791 | Continued From page 53 D5791 D5791 #4 (continued)
d. The QA presentation from the 2nd quarter .
2015 showed that the number 1 reason that The new lab dlr.eCtor ha}S approved
patient specimens had to be redrawn was clots enhanced specimen rejection
(116). procedures, which require the relevi
lab personnel to further monitor and
e. There was no documentation which showed assess received patient specimens
that the lab had identified the large number of to correct problem as needed
redraws due to clots or that any action had been '
taken to correct the number of redraws due to . )
clots. During monthly QA meetings, the la
D5793 | 493.1289(b)(c) ANALYTIC SYSTEMS QUALITY D5793| will review, among other things,

specimen rejection rates and any
associated issues. In addition, the le
will monitor compliance through its
improved occurrence management
audit procedures, both of which
address preanalytic activities.
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(b) The analytic systems quality assessment must
include a review of the effectiveness of corrective
actions taken to resolve problems, revision of
policies and procedures necessary to prevent
recurrence of problems, and discussion of
analytic systems quality assessment reviews with
appropriate staff.

(c) The laboratory must document all analytic
systems assessment activities.

This STANDARD s not met as evidenced by:

1. Based on laboratory personnel interviews and
complete blood counts (CBC) quality control and
calibration record review on September 23, 2015,
the laboratory failed to have an analytic systems
quality assessment mechanism that included a
review of the effectiveness of the laboratory's
CBC processes. Finding included:

a. The laboratory's Siemens Advia 2120i
procedure failed to include the corrective actions
to be taken when calibration or quality controf
results failed to meet the laboratory's criteria for
acceptability. See D5403.

b. The laboratory's quality assessment
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D5791 | Continued From page 53 D5791
d. The QA presentation from the 2nd quarter
2015 showed that the number 1 reason that
patient specimens had to be redrawn was clots
(116).
e. There was no documentation which showed
that the lab had identified the large number of
redraws due to clots or that any action had been
taken to correct the number of redraws due to
clots,
D5793 | 493.1289(b)(c) ANALYTIC SYSTEMS QUALITY D5793| D5793 #1
ASSESSMENT The laboratory proactively paused |2/12/16
400B testing on the Advia 2120i during th

survey. The lab has completed an
assessment to identify any patients
affected or having the potential to b
affected by this issue.

The new lab director is responsible
the lab’s QA program and has
approved enhanced quality system:s
and related procedures. The lab ha:
also appointed a Quality Director wi
will provide additional oversight.

The new lab director has approved
enhanced QC procedures that addr
among other things, parallel testing
verify QC values; review of QC date
including regular review by technice
supervisors; and investigation and
correction action to take when QC
fails to meet the lab’s criteria for
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three quality control materials (Bio-Rad, lot
number 40310, expiration date 12/31/2017) in
use on November 19, 2015 indicated that for the
level 1 quality control material the criteria for
acceptability used to monitor patient HCG testing
was 9.38 - 14.4 miU/mL, the level 2 quality
control material's criteria for acceptability used to
monitor patient HCG testing was 20.6 - 32.4
mlU/mL, and the level 3 quality control material's
criteria for acceptability used to monitor patient
HCG testing was 264 - 376.

c. According to the manufacturer's package
insert, the assayed values of the three quality
control materials in use on November 19, 2015 to
monitor patient HCG testing was 8.66 - 18.2
mlU/mL for level 1, 21.6 - 40.6 mIU/mL for level
2, and 306 - 460 mIU/mL for level 3.

d. According to laboratory records, the criteria
for acceptability for the three quality control
materials in use on November 19, 2015 to
monitor patient HCG testing was changed on
September 11, 2015 to the criteria for
acceptability that was used until November 19,
2015. According to laboratory personnel, the
change to the criteria for acceptability was made
on September 11, 2015 because there was an
apparent "shift" in the laboratory's quality control
materials test results. The laboratory conducted
no further investigation or review prior to
changing the criteria for acceptability for the three
quality control materials.

e. The laboratory's change of the criteria for
acceptability for the two of the three HCG quality
control materials resulted in criteria for
acceptability outside the criteria established by
the manufacturer. The laboratory maintained no
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, D5793 #3 (continued
D5793 | Continued From page 56 D5793 ( )

These new procedures reinforce the
need to document investigations an
the reasons for corrective action wh
QC fails to meet the lab’s criteria for
acceptability, including the reasons
any changes to QC parameters. Thi
lab has conducted training on those
procedures.

These procedures require the techn
supervisors to regularly review QC
and to initiate investigations and
corrective action when QC fails to
meet the lab’s acceptability criteria.
addition, oversight of QC reviews,
investigations and corrective action
occurs through monthly QA meeting
The lab will also monitor compliance
through its improved occurrence
management, and audit procedures

Before the lab resumes any test on
Siemens Immulite 2000 XPi, the lab
will ensure that the test has been
re-verified pursuant to the lab’s
improved method verification
procedures that have been approve
by the new lab director. The lab will
also ensure that testing personnel h
been trained and demonstrated
competency to ensure that practice
consistent with these procedures ar
the other procedures for that test.
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. D5793 #5 2/12/16
D5793 | Continued From page 59 D5793

the effectiveness of LH quality control corrective
actions taken to resolve problems. Findings
included:

a. It was the practice of the laboratory to use the
Siemens Advia Centaur XP Immunoassay
System instrument to perform and report patient
LH test results. it was also the practice of the
laboratory to use three levels of assayed quality
control materials and the stated values of the
commercially assayed quality control materials as
the laboratory's criteria for acceptability to monitor
patient LH testing.

b. Areview of the criteria for acceptability for the
three quality control materials (Bio-Rad, lot
number 50980, expiration date 11/30/2016) in
use on November 19, 2015 indicated that for the
level 1 quality control material the criteria for
acceptability used to monitor patient LH testing
was 2.86 - 4.18 miU/mL, the level 2 quality
control material's criteria for acceptability used to
monitor patient LH testing was 16.98 - 25.48
mlU/mL, and the level 3 quality control material's
criteria for acceptability used to monitor patient
LH testing was 57.6 - 84.8 mlU/mL.

¢. According to the manufacturer's package
insert, the assayed values of the three quality
control materials in use on November 19, 2015 to
monitor patient LH testing was 2.86 - 4.18
miU/mL for level 1, 16.6 - 23.9 mIU/mL for level
2, and 57.6 - 84.8 miU/mL for level 3.

d. According to laboratory records, the criteria
for acceptability for one of the three quality control
materials in use on November 19, 2015 to
monitor patient LH testing was changed on July 9,
2015 to the criteria for acceptability that was used

The lab proactively paused testing ¢
the Siemens Advia Centaur XP
Immunoassay System during the
survey.

The lab has completed an assessm
to identify any patients affected or
having the potential to be affected b
this issue.

The new lab director is responsible
the lab’s QA program and has
approved enhanced quality systems
and related procedures. The lab has
also appointed a Quality Director wt
will provide additional oversight.

These new procedure reinforce the
need to document investigations an
the reasons for corrective action wh
QC fails to meet the lab’s acceptabi
criteria, including the reasons for an
changes to QC parameters. The lab
has conducted training on those
procedures.

These procedures require the techn
supervisors to regularly review QC
and to initiate investigations and
corrective action when QC fails to
meet the lab’s criteria for
acceptability. In addition, oversight ¢
QC reviews, investigations and
corrective action occurs through
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b. Areview of the criteria for acceptability for the
three quality control materials (Bio-Rad, lot
number 19880, expiration date 09/30/2016) in
use on November 19, 2015 indicated that for the
level 1 quality control material the criteria for
acceptability used to monitor patient CA-125
testing was 18.6 - 28.7 U/mL, the level 2 quality
control material's criteria for acceptability used to
monitor patient CA-125 testing was 53.5 - 82.2
U/mL, and the level 3 quality control material's
criteria for acceptability used to monitor patient
CA-125 testing was 92.5 - 141 U/mL.

¢. According to the manufacturer's package
insert for quality control materials Bio-Rad, lot
number 19980, there were no assayed values for
the three quality control materials in use on
November 19, 2015 to monitor patient CA-125.
According to laboratory personnel, the quality
control material's manufacturer could not publish
the criteria for acceptability at the time the quality
control material was received by the laboratory,
and was told by the manufacturer to use the
criteria for acceptability from the previous lot of
quality control materials. The laboratory
maintained no documentation to support the
manufacturer's instructions for the use of the
criteria for acceptability from the previous lot of
quality control materials.

d. Areview of the manufacturer's criteria for
acceptability from the previous lot of CA-125
quality contro!l materials revealed that the criteria
for acceptability for the quality control materials
used by the laboratory on November 18, 2015 to

this issue.

the lab’s QA program and has

The new lab director has appr

and the reasons for corrective
acceptability criteria, including

parameters. The lab has cond
training on those procedures.

These procedures require the
corrective action when QC falil

meet the lab’s criteria for

also monitor compliance throu

having the potential to be affected b

The new lab director is responsible

approved enhanced quality systems
and related procedures. The lab has
also appointed a Quality Director wt
will provide additional oversight.

enhanced QC procedures to reinfor:
the need to document investigations
when QC fails to meet the lab’s

reasons for any changes to QC

supervisors to regularly review QC
and to initiate investigations and

acceptability. In addition, oversight (
QC reviews, investigations and
corrective action occurs through
monthly QA meetings. The lab will
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D5793 | Continued From page 61 D5793 : : ;
Pag to identify any patients affected or

oved

actiol
the

ucted

techn

sto

ghits

monitor patient CA-125 testing did not match the improved occurrence management,
criteria for acceptability from the previous lot of and audit procedures.
CA-125 quality control materials.
FORM CMS-2567(02-99) Previous Versions Obsolete Event ID: W34211 Facility ID: CA22046272 If continuation sheet Page 62 of 121

TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA




TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



PRINTED: 01/25/2016

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
05D2025714 B. WING 11/20/2015
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
THERANOS INC 7333 GATEWAY BLVD
NEWARK, CA 94560
(X4) 1D SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACT{ON SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
, D5793 #8
D5793 | Continued From page 64 D5793

results and quality assessment (QA)
documentation the laboratory failed to take
corrective actions when chemistry QC in the
venipuncture laboratory was observed ten
consecutive times on the same side of the mean.
Findings include;

a, CL QOP-00013 Revision D, "Quality Control
in Chemistry", stated in section 6.3.1.7.2 that QC
is deemed to have passed when...Westgard rules
hae not been violated (see following monthly QC
section 6.3.2)."

b. CL QOP-00013 Revision D also stated in
section 6.3.2.5 that ten consecutive observations
on the same side of the mean should be
monitored.

c. The Advia XPT was put into use for chemistry
testing on 12/18/14. Prior to 12/18/14, the Advia
1800 was used for chemistry testing.

Albumin

i. Review of the PT results for albumin for the
1st and 2nd events of 2015 revealed that the
submitted results showed a negative bias ranging
from -3.3t0 -4.9 and -1.8 to -3.5, respectively.

ii. Review of Levey-Jenning reports from April
2014 and September 2014, revealed that
MultiQual Level 1 (MQ1) and Multi Qual Level 2
(MQ2) had at least 10 consecutive results below
the mean but within 2 standard deviations (SD).

ii. Review of Levey-Jenning reports for January
2015 through April 2015 revealed MQ1 (Lot
number 45661) had 10 consecutive results below
the mean, MQ2 (Lot humber 45662) had 10

The lab has completed an assessm
to identify any patients affected or
having the potential to be affected b
this issue.

The new lab director is responsible
the lab’s QA program and has
approved enhanced quality systems
and related procedures. The lab has
also appointed a Quality Director wi
will provide additional oversight.

The new lab director has approved
enhanced QC procedures to reinfor:
that regular review of QC data is
required and that investigations and
corrective actions must be taken wr
QC fails to meet the lab’s criteria fot
acceptability. The lab has conductel
training on those procedures to ens
that practice is consistent with them

These procedures require the techn
supervisors to regularly review QC
and to initiate investigations and
corrective action when QC fails to
meet the lab’s criteria for
acceptability. In addition, oversight (
QC reviews, investigations and
corrective action occurs through
monthly QA meetings. The lab will
also monitor compliance through its
improved occurrence management,
and audit procedures.
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. ] v
D5793 | Continued From page 65 D5793 (continued; see above)

consecutive results below the mean and
MultiQual Level3 (MQ3, Lot number 45663) had
10 consecutive results below the mean but within
2 SDs for all four months.

iv. MQ1 data revealed 125 of 125 below the
mean for January 2015 through April 2015 but
within 2 SDs.

v. MQ2 data revealed 126 of 126 below the
mean for January 2015 through April 2015 but
within 2 SDs,

vi. MQ3 data revealed 123 of 125 below the
mean for January 2015 through April 2015 but
within 2 SDs.

vii. Review of Levey-Jenning reports from May
2015 revealed that MQ1, MQ2 and MQ3 were
below the mean for 21 of 31 days.

viii. The mean for all three levels was adjusted on
5/22/15 to fit the data without investigation or
documentation of an investigation. After 5/22/15
all 3 levels of QC were above the mean.

ix. The manufacturer ranges for MQ1 (Lot
number 45661) was 2.03-3.04 g/dL; MQ2 (Lot
number 45662) was 3.04-4.56 g/dL; MQ3 (Lot
number 45663) was 3.26-4.89 g/dL.

X. After adjusting the acceptable ranges on
5/22/15, the laboratory's ranges fell outside the
manufacturer's assayed ranges and were as
follows: MQ1 (1.77-2.665 g/dL); MQ2 (2.5-3.74
g/dL; MQ3 (3.02-4.52 g/dL).

xi. Quarterly Quality Assessment PowerPoint
presentations from the 3rd quarter of 2014
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D5801

D5805

Continued From page 69

systems.

(a)(3) Manually transcribed or electronically
transmitted results and patient-specific
information reported directly or upon receipt from
outside referral laboratories, satellite or
point-of-care testing locations.

This STANDARD is not met as evidenced by:
Based on review of the patient results,
manufacturer International Sensitivity Index (1SI)
number, and the laboratory's mean normal
prothrombin time (MNPT), the laboratory failed to
ensure that the reported International Normalized
Ratio (INR) was calculated accurately prior to
reporting final patient test resuits. Findings
include:

a. Laboratory quality control records revealed
that Dade Innovin (thromboplastin) lot number
539280 was put into use in March 2015. The
MNPT for this lot number was determined to be
8.0 seconds and the manufacturer stated that the
IS| was 0.89.

b. Areview of the INR results from 4/3/15
through 9/21/15 revealed that 81 of 81 reported
final patient results were not accurate when the
patient prothrombin time (PT) was used with the
above MNPT and ISI numbers to calculate the
INR.

c. The final reported resuits varied from the true
results by 0.1-0.5 units.

493.1291(c) TEST REPORT

The test report must indicate the following:

(c)(1) For positive patient identification, either the
patient's name and identification number, or a
unique patient identifier and identification number.

D5801

D5805

D5805:

The lab revised its patient reports fc
PT/INR during the survey so that the
interpretive note appears only unde|
the heading for patients with therap

2/12/16
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D5805 | Continued From page 70 D5805 'I:I')r?e8 ?:b(ﬁzgt?gnig}eted an assessm
(c)(2) The name and address of the laboratory : : :
location where the test was performed. LO |q|ent|fy any pat_lents affected or
(c)(3) The test report date. aving the potential to be affected b
(c)(4) The test performed. this issue.
(c)(b) Specimen source, when appropriate.
(c)(6) The test resuit and, if applicable, the units The new lab director has approved
of measurement or interpretation, or both. enhanced reporting procedures that
(c)(7) Any information regarding the condition and ire the technical . ¢
disposition of specimens that do not meet the require the technical SUpervisor to
laboratory's criteria for acceptability. verify that interpretive information is
This STANDARD is not met as evidenced by: accurate and to obtain approval fror
Based on review of final reports and interview the lab director or clinical consultant
with the Senior Vice PrESident, the |ab0rat0ry before any updates are |mp|emente
failed to differentiate the intrepretive data for
g:ggﬁgg ;[:gzadpg’: vs. Non-Warfarin Therapy. The lab will provide oversight_ throuc
monthly QA meetings, and will also
a. Thirteen of thirteen final patient test reports monitor compliance through its
reviewed indicated that the International improved occurrence management,
Normalized Ratio (INR) interpretive data on the i
final report was identical for Warfarin therapy and and audit procedures.
non-Warfarin therapy.
b. The Senior Vice President confirmed the
above finding on 9/22/15 at approximately 4:45
pm.
D5821 | 493.1291(k) TEST REPORT D5821|pD5821: 2/12/16
When errors in the reported patient test resuits The new lab director has approved
are detected, the laboratory must do the enhanc_ed proceo_lures to agjdresg
following: correcting potentlal errors In patient
(k)(1) Promptly notify the authorized person reports. These procedures require
ordering the test and, if applicable, the individual the person ordering the test is
using the test resultsdof reporting errolrs. promptly notified after the lab
(k)(2) Issue corrected reports promptly to the ; P
authorized person ordering the test and, if determmes that a correction is
applicable, the individual using the test results. required.
(k)(3) Maintain duplicates of the original report, as
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oo c?gf?c:;z:iictjagrc:t:dp:s:ee;z the Condition: oonre D6076 (continued)
Laboratories performing high complexity testing; dlre(.:tor and established improved
laboratory director was not met. The laboratory quality systems and related procedt
director failed to ensure that appropriate addressing the issues identified in ti
personnel were responsible for the quality control observation. (D6079, D6083, D608
(QC) and quality assessment (QA) programs (see D6086, D6093, D6094, D6102).
D6079); failed to ensure that the freezer
temperatures were appropriate for storage of
specimens and reference materials (see D6083);
failed to ensure the methodologies selected
provided quality results (see D6085); failed to
ensure the verification procedures were adequate
(see D6086); failed to ensure that the QC
programs (see D6093) and QA programs (see
D6094) are established and maintained; failed to
ensure that the final patient test reports included
appropriate interpretation information for PT/INR
(see D6098); and failed to ensure that all
personnel were appropriately trained (see
D6102). D6079
D6079 | 493.1445(a)(b) LABORATORY DIRECTOR D8079 | The lab directors during the period |2/12/16
RESPONSIBILITIES
covered by the survey no longer hol
The laboratory director is responsible for the any position with the lab. The new
overall operation and administration of the lab director was hired after the on-s
laboratory, including the employment of personnel survey had been completed.
who are competent to perform test procedures,
record and report test results promptly, accurately
and proficiently, and for assuring compliance with Th_e lab . has Comp_leted an assessm
the applicable regulations. to |d_ent|fy any pa’glents affected or
(a) The Iaboratory director, if qualified, may having the potential to be affected b
perform the duties of the technical supervisor, this issue.
clinical consultant, general supervisor, and testing
personnel, or delegate these responsibilities to The new lab director is responsible
personnel meeting the qualifications under )
493.1447, 493.1453, 493.1459, and 493.1487 the lab’s QA program and has
respectively. approved enhanced qual_|ty systems
(b) If the laboratory director reapportions and related procedures, including
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, D6079 (continued
D6079 | Continued From page 73 D6079 ( )

D6083

performance of his or her responsibilities, he or
she remains responsible for ensuring that all
duties are properly performed.

This STANDARD is not met as evidenced by:
Based on the Plan of Correction (POC) from the
12/3/2013 recertification survey and review of
quality control (QC) and quality assessment {(QA)
documentation and the Laboratory Personnel
Report (CMS-209), the laboratory director (LD)
failed to ensure that the laboratory’'s QC and QA
programs were delegated to a qualified technical
supervisor {TS). Findings include:

a. The POC from the laboratory's 12/3/2013
recertification survey stated that a QA/QC
Manager was hired and began employment on
12/10/13.

b. The QA/QC Manager stated on 9/23/15 and
again on 11/19/15 that evaluating and monitoring
the QA and QC programs was solely the QA/QC
Manager's responsibility.

c. The QA/QC Manager was not listed on the
CMS-209 forms dated 9/19/15, 9/23/15, or
11/15/15 in any capacity.

d. The QA/QC Manager was not qualified to
oversee and maintain the QC and QA programs.
493.1445(e){2) LABORATORY DIRECTOR
RESPONSIBILITIES

The laboratory director must ensure that the
physical plant and environmental conditions of the
laboratory are appropriate for the testing
performed.

This STANDARD is not met as evidenced by:
Based on review of temperature documentation

revised QC procedures to ensure th
appropriate supervisors are involve(
in review of quality metrics. The lak
has conducted training on those
procedures. The new lab director is
the technical supervisor for chemist
hematology, and immunohematoloc
During the survey, CMS determinec
that Technical Supervisor #3 was
gualified in bacteriology, mycology,
virology, and diagnostic immunolog
These technical supervisors are no\
responsible for QC assessments in
their respective specialties.

The lab will ensure that the new lab
director is effective in overseeing
compliance with these procedures
through audits performed pursuant
the lab’s new audit procedures,
through oversight during monthly Q.
meetings, and through use of a new
on-site visit log that records the lab
director’s time spent physically in th
lab.

D6083
D6083 2/12/16
The lab directors during the period
covered by the survey no longer hol
any position with the lab. The new
lab director was hired after the on-s
survey had been completed.
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RESPONSIBILITIES

The laboratory director must ensure that the
quality control programs are established and
maintained to assure the quality of laboratory
services provided and to identify failures in quality
as they occur.

This STANDARD is not met as evidenced by:

1. Based on laboratory personne! interviews,
direct observations, and quality control document
reviews, the laboratory director failed to ensure
that quality control programs were established
and maintained to assure the quality of laboratory
services provided and to identify failures in quality
as they occur. The laboratory director failed to
ensure that the laboratory included two quality
control materials at least once each day patient
specimens were examined (see D5447), the
laboratory included a positive control material at
least once each day patient specimens were
assayed (see D5449), stated values of
commercially assayed quality control materials
were verified (see D5469), each batch of media
was checked for its ability to support growth (see
D5477), results of quality control materials met
the laboratory's criteria for acceptability (see
D5481), and the laboratory followed established
quality control corrective action protocols (see
D5779).

2. Based on review of the prothrombin
time/international normalized ratio (PT/INR)
procedure, quality control (QC) records and
interview with the general supervisor, the
laboratory director failed to ensure that the QC for
PT/INR was acceptable prior to reporting patient

results and failed to identify that the QC data
revealed a shift greater than 2 standard

of a new on-site visit log that record
the lab director’s time spent physica
in the lab.

The lab’s enhanced procedures for
reagent qualification and managem
include procedures to ensure
manufacturer inserts are reviewed.
Training on these procedures has
occurred.

Before PT/INR testing resumes, the
lab will also ensure that the new lab
director prepares and implements a
revised assay-specific procedure fol
PT/INR to reinforce that the Mean
Normal Prothrombin Time (MNPT)
must be calculated for each new lot
number of Innovin. The relevant
testing personnel will be required to
demonstrate competency to ensure
that practice is consistent with these
procedures.
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time/international normalized ratio (PT/INR)
procedure, quality control (QC) records and
interview with the general supervisor, the
laboratory director failed to ensure that the QC for
PT/INR was acceptable prior to reporting patient
results and failed to identify that the QC data
revealed a shift greater than 2 standard

The lab directors during the period
covered by the survey no longer hol
any position with the lab. The new I
director was hired after the on-site
survey had been completed.
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covered by the survey no longer hol
The laboratory director must ensure that the any position with the lab. The new [
quality control programs are established and director was hired after the on-site
mair}tained tO. assure the .quali.ty of .Iaborqtory . survey had been Comp|eted_
services provided and to identify failures in quality
as they occur.
This STANDARD is not met as evidenced by: Th.e lab. has Comp.leted an assessm
1. Based on laboratory personnel interviews, to identify any patients affected or
direct observations, and quality control document having the potential to be affected b
reviews, the laboratory director failed to ensure this issue.
that quality control programs were established
and maintained to assure the qualty of laboratory The lab will ensure that the new lab
services provided and to identify failures in quality di frectively imol d
as they occur. The laboratory director failed to |rec_tor efiectively imp emems E_m
ensure that the laboratory included two quality monitors lab proced_ures, including t
control materials at least once each day patient lab’s improved quality systems and
specimens were examined (see D5447), the related procedures, through oversig
ot oncs sach day patient specimens vere. during monthly QA meetings, throut
assayed (see D5449), stated values of audits pde_trforme?j pursuancti tt?l the lﬁt
commercially assayed quality control materials new audit proceadures, and throug
were verified (see D5469), each batch of media of a new on-site Vvisit log that reCQrd
was checked for its ability to support growth (see the lab director’s time spent physica
D5477), results of quality control materials met in the lab.
the laboratory's criteria for acceptability (see
D5481), and the laboratory followed established
quality control corrective action protocols (see
D5779).
2. Based on review of the prothrombin D6093 #2 2/12/16
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deviations (SD) from April 2015 through
September 2015. Findings inciude:

a. CL SOP-10001 Revision A, "Measuring
Prothrombin Time-Innovin (PT on the Siemens
BCS XP Instrument" stated on page 6, section
8.6 that if control values are outside of the
determined range, the controls, reagents and
instrument performance should be checked and
that identification and correction of the problem
shoud be documented prior to reporting patient
results.

b. QC records for Citrol 3 (Lot number 548425)
were reviewed from 4/1/15 through 9/23/15.

¢. The general supervisor stated that QC was
acceptable if the values were +/- 2 SD from the
mean,

d. From April 1, 2015 through September 16,
2015, 32 of 69 days showed Citrol 3 QC values

were greater than 2 SD (- 2 SD) below the mean.

e. On 4/7/15, Citrol 3 was run six times before
an acceptable QC value was obtained.

f. On 9/7/15, Citrol 3 was run seven times
without obtaining an acceptable QC value.

g. On 9/8/15, Citrol 3 was run twelve times
without obtaining an acceptable QC value.

h. On 25 of 32 days, Citrol 3 was not retrun
when the QC value was greater than - 2 SD.

i. Onb5/15/15, 8/13/15, 8/21/15 and 9/10/15,
Citrol 3 was run twice. All QC results were
unacceptable.

In addition, the lab paused testing o
the Siemens BCS XP, including
PT/INR, during the survey. The lab
has also completed an assessment
identify any patients affected or
having the potential to be affected b
this issue.

The lab will ensure that the new lab
director effectively implements and

monitors lab procedures, including (
procedures, through oversight durin
monthly QA meetings, through audi
performed pursuant to the lab’s new
audit procedures, and through use ¢
new on-site visit log that records the
lab director’s time spent physically i
the lab.

This improved oversight will ensure
that the new lab director implement:
the lab’s enhanced QC procedures,
which reinforce and detail the requir
investigation and corrective action tl
must occur to address QC issues
before patient tests are performed a
clarify which employees are
responsible for performing and
documenting these activities. The la
has conducted training and
competency testing on those
procedures to ensure that practice i
consistent with them.
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D6102 (continued)

audit procedures, through oversight
during monthly QA meetings, and
through use of a new on-site visit lo
a. The QA/QC Manager and technical that records the lab director’s time

supervisor stated that all training documentation spent physically in the lab.
was kept in each testing person's employee file.

D6102 | Continued From page 88 D6102

b. Venipuncture Laboratory

b. Three testing personnel files were reviewed.

c. Testing Person #6 (TP6) training records did
not include documentation for the Siemens XPT,
Advia 2120i, Eldon Card, and were incomplete for
the Centaur, IRIS, BC SXP and Cellavision.

d. TP86 stated that training had not been
completed as of 9/23/15; however PT6 had been
running and reporting patient test results since
April 2015. TP6 also stated that activities listed
on the training documentation which were not
signed off were performed by TP8, but training
had not occurred.

e. TP86 confirmed the above findings on 8/23/15
at approximately 3:30 pm.

f. Testing Person #11 (TP11) training records
did not include documentation for the Advia,
Immulite, BC SXP, Advia 2120i, Centaur,
MacroVu RPR, Multispot HIV, and Diasorin
Liaison.

g. TP®6 stated that TP11 ran and reported
patient test results from these systems.

h. Testing Person #31 (TP31)'s training
documentation included documents on critical
values and critical values logsheets. No other
training documentation was found.
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(c)(3)(i) Have an earned doctoral degree in a
chemical, physical, biological or clinical laboratory
science from an accredited institution; and
(c)(3)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
bacteriology; or

(c)(4)(i) Have earned a master's degree in a
chemical, physical, biological or clinical laboratory
science or medical technology from an accredited
institution; and

(c)(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
bacteriology; or

(c)(5)(i) Have earned a bachelor's degree in a
chemical, physical, or biological science or
medical technology from an accredited institution;
and

(c){(5)(ii) Have at least 4 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
bacteriology.

(d) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the subspecialty of mycobacteriology, the
individual functioning as the technical supervisor
must--

(d)(1)(i) Be a doctor of medicine or doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

establishment of performance
specifications (see 06115). The lab
has conducted training on these
procedures to ensure that its practic
consistent with them (see 06111 an
06115).

In addition, the lab has improved its
guality systems and procedures
including quality assurance review,
monitoring, and audits-to prevent
recurrence (see 06111 and 06115).
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Continued From page 92

(d)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or

(d)(2)(i) Be a doctor of medicine, doctor of
osteopathy, or doctor or podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

(d)(2)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
mycobacteriology; or

(d)(3)(i) Have an earned doctoral degree in a
chemical, physical, biclogical or clinical laboratory
science from an accredited institution; and
(d)(3)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
mycobacteriology; or

(d)(4)(i) Have earned a master's degree in a
chemical, physical, biological or clinical laboratory
science or medical technology from an accredited
institution; and

(d)(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
mycobacterioiogy; or

(d)(5)(i) Have earned a bachelor's degree in a
chemical, physical or biological science or
medical technology from an accredited institution;

— (continued; see above)
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and

(d)(5)(ii) Have at least 4 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
mycobacteriology.

(e) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the subspecialty of mycology, the
individual functioning as the technical supervisor
must--

(e)(1)(i) Be a doctor of medicine or doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

(e)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or

(e)(2)(i) Be a doctor of medicine, doctor of
osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

(e)(2)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of microbiology with a
minimum of 8 months experience in high
complexity testing within the subspecialty of
mycology; or

(e)(3)(i) Have an earned doctioral degree in a
chemical, physical, biological or clinical laboratory
science from an accredited institution; and
(e)(3)(ii) Have at least 1 year of laboratory training
or experience, or both in high complexity testing
within the specialty of microbiology with a
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minimum of 6 months experience in high
complexity testing within the subspecialty of
mycology; or

(e)(4)(i) Have earned a master's degree in a
chemical, physical, biclogical or clinical laboratory
science or medical technology from an accredited
institution; and

(e)(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
mycology; or

(e)(5)(i) Have earned a bachelor's degree in a
chemical, physical or biological science or
medical technology from an accredited institution;
and

(e)(5){ii) Have at least 4 years of laboratory
training or experience, or both, in high complexity
testing within the speciaity of microbiology with a
minimum of 8 months experience in high
complexity testing within the subspecialty of
mycology.

{f) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the subspecialty of parasitology, the
individual functioning as the technical supervisor
must--

(f)(1)(i) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

(H(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent {o those required
for such certification; or

(f)(2)(i) Be a doctor of medicine, doctor of
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osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

(N(2)(ii) Have at least one year of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
parasitology;

())(3)(1) Have an earned doctoral degree in a
chemical, physical, biological or clinical laboratory
science from an accredited institution; and
(f)(3)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
parasitology; or

(f)(4)(i) Have earned a master's degree in a
chemical, physical, biological or clinical laboratory
science or medical technology from an accredited
institution; and

()(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
parasitology; or

(f)(5)(I) Have earned a bachelor's degree in a
chemical, physical or biological science or
medical technology from an accredited institution;
and

(f)(5)(ii) Have at [east 4 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of

D6111

(continued; see above)
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parasitology.

(g) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the subspecialty of virology, the individual
functioning as the technical supervisor must--
(9)(1)(i) Be a doctor of medicine or doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

(9)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or

(g)(2)(i) Be a doctor of medicine, doctor of
osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

(9)(2)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
virology; or

(9)(3)(i) Have an earned doctoral degree in a
chemical, physical, biological or clinical laboratory
science from an accredited institution; and
(9)(3)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
virology; or

(9)(4)(i) Have earned a master's degree in a
chemical, physical, biological or clinical laboratory
science or medical technology from an accredited
institution; and
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(9)(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 8 months experience in high
complexity testing within the subspecialty of
virology; or

(@)(5)(i) Have earned a bachelor's degree in a
chemical, physical or bioclogical science or
medical technology from an accredited institution;
and

(g9)(5)(ii) Have at least 4 years of laboratory
training or experience, or both, in high complexity
testing within the specialty of microbiology with a
minimum of 6 months experience in high
complexity testing within the subspecialty of
virology.

(h) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the specialty of diagnostic immunology,
the individual functioning as the technical
supervisor must-

(h)(1){i) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

(h)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivaient to those required
for such certification; or

(h)(2)(i) Be a doctor of medicine, doctor of
osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

(h)(2)(ii) Have at least 1 year of [aboratory training
or experience, or both, in high complexity testing
for the specialty of diagnostic immunology; or

FORM CMS-2567(02-98) Previous Versions Obsolete Event ID: W34211 Facility ID: CA22046272 If continuation sheet Page 98 of 121

TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA




TRADE SECRET/CONFIDENTIAL COMMERCIAL INFORMATION - EXEMPT FROM DISCLOSURE UNDER FOIA



PRINTED: 01/25/2016

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
05D2025714 B. WING 11/20/2015
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE

7333 GATEWAY BLVD

THERANOS INC NEWARK, CA 94560

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (%5)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
. continued; see above
D6111 | Continued From page 99 D6111 ( ’ )
located; and

(i)(2)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
for the specialty of chemistry; or

(i)(3)(i) Have an earned doctoral degree in a
chemical, physical, biological or clinical laboratory
science from an accredited institution; and
(1)(3)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of chemistry; or

(i)(4)(i) Have earned a master's degree in a
chemical, physical, biological or clinical laboratory
science or medical technology from an accredited
institution; and

(i)(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing for the specialty of chemistry; or

(iY(5)(i) Have earned a bachelor's degree in a
chemical, physical or biological science or
medical technology from an accredited institution;
and

(i)(5)(ii) Have at least 4 years of laboratory
training or experience, or both, in high complexity
testing for the specialty of chemistry.

(j) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the specialty of hematology, the individual
functioning as the technical supervisor must--
()(1)(i) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

()(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or

()(2)(i) Be a doctor of medicine, doctor of
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osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

()(2)(ii) Have at least one year of laboratory
training or experience, or both, in high complexity
testing for the specialty of hematology (for
example, physicians certified either in hematology
or hematology and medical oncology by the
American Board of Internal Medicine); or

()(3)(i) Have an earned doctoral degree in a
chemical, physical, biological or clinical laboratory
science from an accredited institution; and
(H(3)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of hematology; or

()(4)(i) Have earned a master's degree in a
chemical, physical, biological or clinical laboratory
science or medical technology from an accredited
institution; and

())(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing for the specialty of hematology; or

())(5)(i) Have earned a bachelor's degree in a
chemical, physical or biological science or
medical technology from an accredited institution;
and

(N(B)(ii) Have at least 4 years of laboratory
training or experience, or both, in high complexity
testing for the specialty of hematology.

(k)(1) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the subspecialty of cytology, the individual
functioning as the technical supervisor must--
{(K)(1)(i) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and
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(K)(1)(ii) Meet one of the foliowing
requirements--
(K)(1)(ii)(A) Be certified in anatomic pathology by
the American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent fo those required
for such certification; or
(K)(1)(ii)(B) Be certified by the American Society
of Cytology to practice cytopathology or possess
qualifications that are equivalent to those required
for such certification;
(1) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the subspecialty of histopathology, the
individual functioning as the technical supervisor
must--
(1) Meet one of the following requirements:
(H(1)(i)(A) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and
(N(1)(i)(B) Be certified in anatomic pathology by
the American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification;,
(N(1)(ii) An individual qualified under
§493.1449(b) or paragraph (1)(1) of this section
may delegate to an individual who is a resident in
a training program leading to certification
specified in paragraph (b) or (/)(1)(i)(B) of this
section, the responsibility for examination and
interpretation of histopathology specimens.
()(2) For tests in dermatopathology, meet one of
the following requirements:
((2)(i)(A) Be a doctor of medicine or doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
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located and--
()(2)(i)(B) Meet one of the following

requirements:
()(2)(H(B)(1) Be certified in anatomic pathology
by the American Board of Pathology or the
American Osteopathic Board of Pathology or
possess qualifications that are equivalent to those
required for such certification; or
()(2)(i)(B)(2) Be certified in dermatopathology by
the American Board of Dermatology and the
American Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or
(N(2)(1))(B)(3) Be certified in dermatology by the
American Board of Dermatology or possess
qualifications that are equivalent to those required
for such certification; or
(N(2)(ii) An individual qualified under
§493.1448(b) or paragraph (1)(2)(i) of this section
may delegate to an individual who is a resident in
a training program leading to certification
specified in paragraphs (b) or (I)(2)(i)(B) of this
section, the responsibility for examination and
interpretation of dermatopathology specimens.

(1)(3) For tests in ophthalmic pathology, meet
one of the following requirements:
(N(3)(1)(A) Be a doctor of medicine or doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located and--
(N(3)(1)(B) Must meet one of the following
requirements:
(N(3)(1)(B)(1) Be certified in anatomic pathology
by the American Board of Pathology or the
American Osteopathic Board of Pathology or
possess qualifications that are equivalent to those
required for such certification; or
(N(3)(1)(B)(2) Be certified by the American Board

(continued; see above)
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of Ophthalmology or possess qualifications that
are equivalent to those required for such
certification and have successfully completed at
least 1 year of formal post-residency fellowship
training in ophthalmic pathology; or

(N(3)(ii) An individual qualified under
§493.1449(b) or paragraph (1)(3)(i) of this section
may delegate to an individual who is a resident in
a training program leading to certification
specified in paragraphs (b) or (1)(3)(i)(B) of this
section, the responsibility for examination and
interpretation of ophthalmic specimens; or

(m) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the subspecialty of oral pathology, the
individual functioning as the technical supervisor
must meet one of the following requirements:
{m){1)(i) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located and--

(m)(1)(ii) Be certified in anatomic pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or

(m)(2) Be certified in oral pathology by the
American Board of Oral Pathology or possess
qualifications for such certification; or

(m)(3) An individual qualified under §493.1449(b)
or paragraph {m)(1) or (2) of this section may
delegate to an individual who is a resident in a
training program leading to certification specified
in paragraphs (b) or (m)(1) or (2) of this section,
the responsibility for examination and
interpretation of oral pathology specimens.

(n) If the requirements of paragraph (b) of this
section are not met and the Iaboratory performs
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tests in the specialty of radiobioassay, the
individual functioning as the technical supervisor
must--

(n){(1)(i) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

(n)(1)(ii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or

(n)(2)(i) Be a doctor of medicine, doctor of
osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

(n)(2)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
for the speciaity of radiobioassay; or

(n)(3)(i) Have an earned doctoral degree in a
chemical, physical, biological or clinical laboratory
science from an accredited institution; and
(n)(3)(ii) Have at least 1 year of laboratory training
or experience, or both, in high complexity testing
within the specialty of radiobioassay; or

(n)(4)(i) Have earned a master's degree in a
chemical, physical, biological or clinical laboratory
science or medical technology from an accredited
institution; and

(n)(4)(ii) Have at least 2 years of laboratory
training or experience, or both, in high complexity
testing for the specialty of radiobioassay; or
(n)(5)(i) Have earned a bachelor's degree in a
chemical, physical or biological science or
medical technology from an accredited institution;,
and

(n)(5)(ii) Have at least 4 years of laboratory
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{p}(1)(i) Be a doctor of medicine, doctor of
osteopathy, or doctor of podiatric medicine
licensed to practice medicine, osteopathy, or
podiatry in the State in which the laboratory is
located; and

{p)(1)(ii) Have 4 years of training or experience,
or both, in genetics, 2 of which have been in
clinical cytogenetics; or

{p)(2)(i) Hold an earned doctoral degree in a
biological science, including biochemistry, or
clinical laboratory science from an accredited
institution; and

{p}(2)(ii) Have 4 years of training or experience,
or both, in genetics, 2 of which have been in
clinical cytogenetics.

(q) If the requirements of paragraph (b) of this
section are not met and the laboratory performs
tests in the specialty of immunohematology, the
individual functioning as the technical supervisor
must--

(9)(1)(i) Be a doctor of medicine or a doctor of
osteopathy licensed to practice medicine or
osteopathy in the State in which the laboratory is
located; and

(9)(1)Xii) Be certified in clinical pathology by the
American Board of Pathology or the American
Osteopathic Board of Pathology or possess
qualifications that are equivalent to those required
for such certification; or

Note: The technical supervisor requirements for
"laboratory training or experience, or both" in
each specialty or subspecialty may be acquired
concurrently in more than one of the specialties or
subspecialties of service. For example, an
individual, who has a doctoral degree in chemistry
and additionally has documentation of 1 year of
laboratory experience working concurrently in
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high complexity testing in the specialties of
microbiology and chemistry and 6 months of that
work experience included high complexity testing
in bacteriology, mycology, and mycobacteriology,
would qualify as the technical supervisor for the
specialty of chemistry and the subspecialties of
bacteriology, mycology, and mycobacteriology.

This STANDARD is not met as evidenced by:;
Based on review of training documentation, two
of three technical supervisors failed to have the
required 4 years of training or experience, or
both, in a specialty or subspecialty as required to
qualify as a technical supervisor. Findings
include:

a. Training documents from the personnel file
for three technical supervisors were reviewed.

b. Technical Supervisor #1 (TS1) and the
QA/QC Manager stated that all training
documentation was kept in the personnel file for
each employee.

c. TS1 was unable to provided documentation
which showed 4 years of training and/or
experience in high complexity testing for
hematology or immunology.

d. Technical Supervisor #2 (TS2) was unable to
provided documentation which showed 4 years of
training and/or experience in high complexity

testing for hematology, chemistry or immunology.

e. T81 confirmed on 9/23/2015 at 10:30 am that
the documentation did not show the required
training or experience in immunology and
hematology for TS1.
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(b)(2)(ii)(A)(2)(iii) Twelve
semester hours of chemistry, biology, or medical
laboratory technology in any combination; and

(b)(2)(ii)(B) Have laboratory training that

includes either of the following:
(b)(2)(i)(B)(1) Completion of a clinical laboratory
training program approved or accredited by the
ABHES, the CAHEA, or other organization
approved by HHS. (This training may be included
in the 60 semester hours listed in paragraph (b)
(2)(ii)(A) of this section.)
(b)(2)(ii)(B)(2) At least 3 months documented
laboratory training in each specialty in which the
individual performs high complexity testing.
(b)(3) Have previously qualified or could have
qualified as a technologist under §493.1491 on or
before February 28, 1992;
(b)(4) On or before April 24, 1995 be a high
school graduate or equivalent and have either--
(b)(4)(i) Graduated from a medical [aboratory or
clinical laboratory training program approved or
accredited by ABHES, CAHEA, or other
organization approved by HHS; or
(b)(4)(ii) Successfully completed an official U.S.
military medical laboratory procedures training
course of at least 50 weeks duration and have
held the military enlisted occupational specialty of
Medical Laboratory Specialist (Laboratory
Technician);
(b)(5)(i) Until September 1, 1997--

(b)(5)(i)(A) Have earned a high school
diploma or equivalent; and
(b)(5)(i)(B) Have documentation of training
appropriate for the testing performed before
analyzing patient specimens. Such training must
ensure that the individual has--
(b)(5)(i)(B)(1) The skills required for proper
specimen collection, including patient preparation,
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personnel are limited, with strict
adherence to regulatory requiremer
and may only be performed under tl
direct supervision of licensed
personnel. The lab has conducted
training on these procedures to ens
that its practice is consistent with
them.

The laboratory management, includ
the new lab director and newly
appointed quality director, is
responsible for ensuring that practic
is consistent with these procedures.
The lab will further assure the
adequacy and competency of staff
during monthly QA meetings. In
addition, the lab will monitor the
implementation of these procedures
through audits performed pursuant
the lab’s new audit procedures.
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if applicable, labeling, handling, preservation or
fixation, processing or preparation, transportation
and storage of specimens;
(b)(5)(1)(B)(2) The skills required for implementing
all standard laboratory procedures;
(b)(5)(i)(B)(3) The skills required for performing
each test method and for proper instrument use;
(b)(5)(i)(B)(4) The skills required for performing
preventive maintenance, troubleshooting, and
calibration procedures related to each test
performed;
(b)(5)(i)(B)(5) A working knowledge of reagent
stability and storage;
(b)(5)(i)(B)(B) The skills required to implement the
quality control policies and procedures of the
laboratory;
(b)(5)(i)(B)(7) An awareness of the factors that
influence test results; and
(b)(5)(i)(B)(8) The skills required to assess and
verify the validity of patient test results through
the evaluation of quality control values before
reporting patient test results; and
(b)(5)(i)(B)(8)(ii) As of September 1, 1997, be
qualified under §493.1489(b)(1), (b)(2), or (b)(4),
except for those individuals qualified under
paragraph (b)(5)(i) of this section who were
performing high complexity testing on or before
April 24, 1995;
(b)(6) For blood gas analysis--

(b)(6)(i) Be qualified under §493.1489(b)(1),
(b)(2), (b)(3), (b)(4), or (P)(5);
(b)(6)(ii) Have earned a bachelor's degree in
respiratory therapy or cardiovascular technology
from an accredited institution; or
(b)(6)(iii) Have earned an associate degree
related to pulmonary function from an accredited
institution; or
(b)(7) For histopathology, meet the qualifications

D6171
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of §493.1449 (b) or (1) to perform tissue
examinations.

This STANDARD is not met as evidenced by;
Based on review of personnel documentation
and interview, one of thirty five testing personnel
(TP14)failed to meet the high complexity
personnel educational qualifications. Findings
include:

a. Review of TP14's personnel records revealed
a bachelors degree in Liberal Studies.

b. The general supervisor and technical
consultant stated that all personnel documents
were kept in the personnel records.

¢. No further records were identified which
showed a bachelor's degree in a chemical,
physical, biological, clinical laboratory science or
medical technology.

493.1495(b)(4) TESTING PERSONNEL
RESPONSIBILITIES

Each individual performing high complexity
testing must follow the laboratory's established
policies and procedures whenever test systems
are not within the laboratory's established
acceptable levels of performance.

This STANDARD is not met as evidenced by:
Based on laboratory personnel interviews and
complete blood counts (CBC) quality control
corrective action record review on September 23,
2015, the testing personnel, high complexity
testing, failed to follow the laboratory's
established policies and procedures whenever
CBC test systems were not with the laboratory's
established acceptable levels of performance.

D6171

D6178

D6178: 2/12/16
The lab has completed an assessm
to identify any patients affected or
having the potential to be affected t
this issue.

The new lab director has approved
revised QC procedures to ensure tr
QC is acceptable before patient res
are reported. Lab personnel have t
trained on these procedures.

The laboratory management, includ
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