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COMPLAINTS
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THE SURVEYOR

How Surveyors Prepare

Check Survey Fees Are Paid

Pull Information From Last Survey
1. How many specialties did the laboratory have?
2. Were there any citations or recommendations?
3. What was the last test volume reported?

Proficiency Testing Report
Open Enforcement Cases

Planning Meeting
Contact Laboratory with Potential Date
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POLL QUESTION #1
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THE LABORATORY

«care, therefore, to only cite to the portions of this document that are applicable to the
laboratory operations and the complexity of testing performed.

1. Identifying Sources of Information
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

A. Scheduling Surveys

There are three activities associated with scheduling surveys:

The intention to survey which is the in-office formulation of a work plan,
Announcing the survey, which is notifying the laboratory (when applicable) of the
survey date and time, and

¢ Performing the survey, which is the actual on-site inspection.

For efficiency when scheduling, attempt to cluster surveys geographically to include
initials, recertifications, complaints and validations. Extenuating circumstances require
RO review. In instances where the State requires a laboratory survey at a different time
frame than CLIA, the State must meet both survey scheduling requirements as efficiently
as possible. For example, the State requires a survey before the laboratory can operate in
that State. The SA can survey the laboratory for compliance with the State requirements,
and return in the appropriate time frame to survey for compliance with the CLIA
requirements.

1. Initial Surveys: In order to permit observation of actual testing during the
initial survey, schedule the initial survey to occur at least 90 days after the

data entry of the CMS Form-116, but no later than 12 months after the data 2. Recertification Surveys: Schedule the recertification survey to occur at least 6
entry of the CMS Form-116. For example, the CMS Form-116 data entry datg months (180 days) prior to the expiration date of the laboratory’s current

is May 10, 2006. The initial survey should be conducted between August &, . s s s

2006 (0% day after May 10, 2006) and May 9, 2007 (365® day after May 10, certificate, but no earlier than 12 months prior to the expiration date of the
2006.) If after the 90 days, a representative from the laboratory states that current certificate. For example, the current certificate expiration date is

laboratory testing is not bein rformed because equipment is not ready., ete. 5 .
advise l]:z labor::lury that Ih::gCPEIA number will bcctcrI:ninmod until su:i time December 3 1" 2006. The recertification survey should be conducted between
testing is being performed. If there is suspicion that the laboratory is being December 3 1, 2005 and Jul}u’ 3, 2006.

operated in a manner that constitutes a risk to human health, schedule an

unannounced survey. An unannounced survey is an option any time there is

suspicion of risk to human health

2. Recertification Surveys: Schedule the recertification survey to occur at least 6
months (180 days) prior to the expiration date of the laboratory*s current
certificate, but no earlier than 12 months prior to the expiration date of the
current certificate. For example, the current certificate expiration date is
December 31, 2006. The recertification survey should be conducted between
December 31, 2005 and July 3, 2006.

Establish a date and time for the survey once the schedule has been completed. Ifa

. ﬂ“‘ . . Excellent Laboratories, Outstanding Health



THE LABORATORY

Form Approved

DEPARTMENT OF HEALTH AND HUMAN SERVICES
OME No. 0938-0581

CENTERS FOR MEDICARE & MEDICAID SERVICES

CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA)
APPLICATION FOR CERTIFICATION

N5 OF THIS FORM MUST BE COMPLETED.

CMS 116

ALL APPLICABLE SE
I GENERAL INFORMATION

Anticipated Start Date (CLIA IDENTIFICATION MUMBER

[_] initial Application
1 survey o
[] change in certificate Type

[] other Changes {Specify)

(If an initial application leave biank, a number will be assigned)

f::fl‘ieuii:: FEDERAL TAX IDENTIFICATION NUMBER SPECIALTY / ACCREDITING ANNUAL SPECIALTY / EEREFHINNES A"‘I”E‘;’:L
SUBSPECIALTY ORGANIZATION|TEST VOLUME SUBSPECIALTY ORGANIZATION VOLUME

EMAIL ADDRESS TELEPHONE NO. finclude araa code) |FAX NO. / HISTOCOMPATIBILITY 010 HEMATOLOGY 400

] RECEIVE FUTURE NOTIFICATIONS VIA EMAIL

FACILITY ADDRESS — Physical Locatian of Labaratory {Building, Fioer, Suite if|MAILNGEILLING ADDRESS (if different from facilty address) send Fee Coupan [1ra nsplant O Hematology

ﬂﬁﬁf::;f?::::";m will be mailed to this Address unless malling [ar certificate O Nontransplant % IMMUNOHEMATOLOGY

NUMBER, STREET (o P.O. Baces) NUMEER, STREET

MICROBIOLOGY

[]ABO Group & Rh Group 510

ary STATE ZIP CODE (=12

STATE I CODE

[]Bacteriology 110

SEND FEE COUPOM TO THIS ADDRESS |SEND CERTIFICATE TO THIS ADDRESS |CORPORATE ADDRESS {f ciffersnt
from fadility) send Foe Coupan or

NUMBER, STREET

[ mycobacteriology 115

[] Antibody Detection (transfusion) 520

[] Antibody Detection (nontransfusion) 530

[ mycology 120

[ parasitology 120

PICK ONE: PICK ONE: s
L] Pysical ] Physical
[ mailing I msiting L STATE 2P COOE
[ corporate ] corporate

Laboratory Director's Phone Number

NAME OF DIRECTOR [Last, First, Midclle initial)

[Jvirology 140

[ antibody Identification 540

[ compatibility Testing 550

PATHOLOGY

DIAGNOSTIC IMMUNOLOGY

[JHistopathology 610

CREDENTIALS FOR OFFICE USE ONLY

Date Recsived

[ syphilis Serology 210

[]oral Pathology 620

instructions for inspection and

Il. TYPE OF CERTIFICATE REQUESTED (Check anly one) Please refer ta the
certificate testing requirements)

[ ] General Immunology 220

[ ]cytology 630

CHEMISTRY

RADIOBIOASSAY 800

[ certificate of Waiver (Complete Sections | - VI and I1X - X)

NOTE: Laboratery directors performing non-waived testing (including PPM) must meet specific education, training and experience under

Proof of these qualifications for the

subpart M of the CLIA

director must be submitted with this spplication.

L] certificate for Provider Performed Microscopy Procedures (PPM) (Complete Sections I-VIl and 1X-X)

[C] centificate of Compliance (Complete Sections I - X)

] certificate of Accreditation {Complete Sections | - X) and indicate which of the following organization(s) your
laboratory is accredited by for CLIA purposes, or for which you have applied for accreditation for CLIA purposes.

[Jaanusmrap  [AaBE [Jazia

[]coLa

[1The Joint Commission

[Jcar [ 1AsH

If you are applying for a Certificate of Accreditation, you must provide evidence of accreditation for your lsboratory by an approved
accreditation erganization as listed sbove for CUA purpeses or evidence of application for such acereditation within 11 months after receipt of

your Certificate of

[ routine 310

[ Rradiobioassay

[ urinalysis 320

CLINICAL CYTOGENETICS 900

[J endocrinology 330

[Jclinical Cytogenetics

[ Toxicology 340

TOTAL ESTIMATED ANNUAL TEST VOLUME;

Form CMS-116 (04/20)

PRA Disclosure Statement

According to the Paperwark Reduction Act of 1995, no persons are required to respond to 2 collection of infarmation unless it displays a valid GMS cartral rumber.

The valid OME control numer for this information collection & 0938-0581, Expiration Date: 033
estimated to average ane haur per response. incliding the time to review inssructiors, ssarch e

review the infarmation collection. If you have comments cancerning the accuracy of the time estimatels) or suggestioms: for
CMS, 7500 Security Bouleuard, Attn: PRA Reports Clearance Officer, Mail Stop £4.26.05, Baltimore, Maryland 212441850,

The time required to complese this information callection is
ing data resources, gather the data needed, and complete and

s write to,
Please da nat

praving this for
+CMS Diclaim,

send applications, claims, payments, medical records er any dacuments eantaining seraitive infermation o the PRA Rizports Clearance Dffice. Pleae nate that any
comespondence not pertaining to the information collection burden approved under the asociated OMB control numbser listed an this form will not be reviewed,

forwarded, or retained. f you have questions ar cancerns regarding where to submit your doruments, please confact La

b Excellence@cms hhs.go

Farm CMS-116 D420}
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THE LABORATORY

DEPASTMENT OF HEALTH AMD HLIMAN SERVICES Farm Approwssd
CENTERS FOR MEDICARE & MEDICARD SERVICES OM8 Ko, 0335 0151

LABORATORY PERSONNEL REPORT (CLIA)
{For moderate and high complexity testing)

1. LABCRATORY NAME 2. CLIA IDENTIFICATION NUMBER

1. LARORATORY ADDRESS (NUMBER AND STREET) ary STATE [zip conE

4. Instructions:
a. Lisz below all technical personme, by name, wha are emplayed iy the
eld. For 7€

5. TELEPHOMNE Lo A

o)

o 2 gh compiasmy laDoratory st ihe T Tt
pom ions of O, CC, TS, GS and 'F For cytalogy, Ikt D, CC, TS, CTAGS and 'P- Tening Parwcns
b. Indicate highest leved of testing for which pevsonnel ane qualified: Use IMI or (=0 (_,|=|“,g.,“.‘uum mar

,FOR OFFICIAL USE ONLY
E COMPLETED 87 LABORATONT)
% ACCOMCANG TO SL AN

mosderata and (H} for high compleaity. T - Eytatmhnologit
] o oo e
EMPLOYEE NAMES POSITION HELD M
o
LAST NAME FIRST NAME Mi o |ec|1e|rs [s [P |am|er |

I Check {w) here if additional space is needed to list all technical personnel. Capy this page and attach continuation
sheet(s) to the original form.

READ THE FOLLOWING CAREFULLY BEFORE SIGNING

Staternent or Entities Generally: Whoever, in any manner within the jurisdiction of any department or agency of the United States
knowingly and willfully falsifies, conceals or covers up by any trick, scheme, or device a material fact, or makes fake, fictitious or
fraudulent statements or repi or makes or uses any false writing or document knowing the same to contain any false,
fictitious or fraudulent statements or entry, shall be fined not more than $10,000 or imprisoned not more than five years, or both.
(U5, Code, Title 18, Sec 1001)

CERTIFICATION: | CERTIFY THAT ALL OF THE INDIVIDUALS LISTED ABOVE QUALIFY, TO FUNCTION IN THE POSITION INDICATED,
ACCORDING TO THE PERSONNEL REGULATIONS OF 42 CFR PART 493 SUBPART M.

&, SIGNATURE OF LABDRATORY DIRECTOR 7. DATE

FORM CMS.203 (82015 IF CONTINUATION SHEET PAGE __ OF

INSTRUCTIONS FORM CMS5-209

This form will be completed by the laboratory. It will be used by the surveyor to review the gualifications of
technical personnel in the laboratory.

Instructions
1. Only one person may be listed as the laboratory director (D)

2. For a moderate complexity laboratory, list the positions of D, CC, TC and TP. For a high complexity laboratory,
list the positions of D, CC, TS, GS and TP. For cytology, list D, CC, TS, CTIGS and CT.

3. Do not list individuals that only perform waived testing, no testing, and administrative functions.
4. Use a separate line for individuals performing more than one CLIA position

5. For 4{a) TOTS:
‘When listing those individuals holding technical consultant/technical supervisor (TC/TS) positions, use the
following grid to indicate the specialty(iesisubspecialty(ies) in which they presently function. Record the
number corresponding to the specialtysubspecialty in the appropriate column (TGTS). When an individual
functions as a TUTS in more than one specialty/subspecialty, use a line for each specialtyisubspecialty.

GRID:
1. Bactericlogy 10. Clinical Cytogenetics
2. Mycobacteriology 11. Histocompatibility
3. Mycology 12. Radicbioassay
4. Parasitology 13. Histopathology
5. Virology 14. Oral Pathology
6. Diagnostic Immunology 15. Cytology
7. Chemistry 16. Dermatopathology
8. Hematology 17. Ophthalmic Pathology
3. Immunchematology
EXAMPLE
< T e o sumver
EMPLOYEE MAMES POSITION HELD M
LAST NAME FIRST MAME M D |CC |TC | T8 |65 |TP o |CT :
Smith John 1 M
4 H
[ H

FOR OFFICIAL USE ONLY

Indicate the applicable regulatory citation under which the ing i are ified: Each
director, technical consultant, technical supervisor, clinical consultant, general supervisor, cytology supervisor, and
those testing personnel and cytotechnologist sampled during the survey process.

According to the Papenwork Reduction Act of 1995, no persans are requined 10 respond to 3 collection of infomation unless it diplays 3 valid OMB contro

nbss. The valid OME control numbser for this information collection & 093840151, Expiratéon Date: $3072021. The thme reclred o compbets this infarmation
callectson s estimated to average 30 mirates per rspanse, ncluding the tne to revies MRTUctions, sarch exsting data recurce, gathar the data noeded,
and complate and revew the information colecton. 1 you haus commants concaming the acruracy o the time etimatets) o sugoestions for mpeouing this
o, pleass verite to: CMS, T500 Sécurity Boukvard, Attr: PRA Reports Clearance Otfices, Mall Stop C4.26-05, Battimore, Maryland 212441850,

ese M Disclaimarss+Fleasa o nat sand applications,daims, payments, medical recards ar any documants coetaining senstva infarmation to the PRA
Reports C . Ploase note that ary partaning o the information calloction burden approved under the assoclated OMB contro
riumb listedd on this form will no be reviewed, forwandsd, of rot i 1y v ‘questions or concerns regarding where to wbmit your deuments, pleas
CONEACT LabERCE I nCRECE NS g,

FORM CM5-209 (03,2015

CMS 209
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THE LABORATORY

TEST DIRECTORY

Test Performed 'New Test Annual Test | Instrument /Kit Comments
since last Volume
survey? Yes
or No
Dynex Agility/InBios CHIKjj Test Discontinued, CDC
Chikungunya IgM No 0 Detect IgM ELISA Sendouts
Chlamydia/Gonorrhea by DNA Hologic Panther/Aptima
Probe No 105,589 Combo 2
Dynex Agility/InBios DENV Test Discontinued, CDC
Dengue IgM No 0 Detect IgM Sendouts
CMIA, Abbott, Architect
Hepatitis A IgG Yes 1 i1000SR
CMIA, Abbott, Architect
Hepatitis A IgM Yes 0 i1000SR
Abbott Architect i1000SR/
Hepatitis B Core Antibody (IgM No 262 Architect CORE-M
Abbott Architect i1000SR/
Hepatitis B Core Antibody (Total) No 2335 Architect CORE
Abbott Architect i1000SR/
Hepatitis B Surface Antibody No 317 Architect AUSAB
Abbott Architect i1000SR/
Hepatitis B Surface Antigen No 286 Architect HBsAg Qualitative
‘ CMIS, Abbott Architect
Hepatitis C EIA No 34,892 i1000SR/ Architect Anti-HCV g
Hepatitis C RNA (Qual) iYes 4027 | Hologic Panther/ Aptima HCV N

Excellent Laboratories, Outstanding Health
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WHO IS RESPONSIBLE

DON’T FORGET ABOUT...
SPECIMEN HUMAN
RECEIVING & IT RESOURCES
PROCESSING
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GET THE SURVEY
READY SAYS

THE
SURVEYORS

ARE HERE RESOURCES
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THE OPENING MEETING

POLL QUESTION #2 \
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THE TOUR

Facility Tour/Surveyor Section Tour

=5
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THE REVIEW

What Do Surveyors Want To See?

Records Generated Since the Last Survey
Provide Requested Records in a Timely Manner
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GET THE SURVEY
READY SAYS

THE
SURVEYORS

ARE HERE RESOURCES
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THE
REPORT
THE
POC/AOC

THE SURVEY
SAYS
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THE CLOSEOUT

POLL QUESTION #3
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Opening
Meeting




THE CLOSEOUT

Opening
Meeting

Invite the Laboratory Staff
Overview of the Survey

Ask Questions
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Table V1I-1
Decision Algorithm for Laboratory Citations
MAMDATORY CITATIONS
FINDINGS
; YOU MUST AT LEAST | YOU MUST AT LEAST
Is the problem related to Mandatory IF YOU FIND CITE THE STANDARD |CITE THE COMDITION
il e MON-COMPLIANCE WITH. . . | AT D-TAS. . . AT D-TA5. .
_ i 5 Mon-grrcliment in Proficiency Testing 2000
l 42 CFR & 493 BOI
here s ox patertie Proficiency Testing Referral B20i3 L2000
apre 1 or
Ptk st Wby tesigt | —> (1O —> o Deficency 42 CFR § 493 BOIEN4)
: - Unsucces=ful Participation in L2028, 2037, H2D4&, L2016
l Proficiency Testing D055, 2064, D20T4,
42 CFRt B 493 803 D084, D20E5, D209,
@ D057, L2107, D2 0B,
l DE118, D219, D210,
] ; - X D131, DE16E, D263
Does or could the identified problem Use OOSP to N : .
potentially impact patient results? —»(NO )—»|  geterminethe D2I72, 2181, D2190, OR
. ‘ deficiencies D191
l Loboratary Director D591 L5980
FRMF
@ Testing Personnel D599 5990
FRMF
. Laby Birecta D003 6000
CGtepd) Is the identified problem due to Consult with RO = “::T ll:: T;,
5 | Spetarai fogserty T
noncompliance with CLIA?  —>(_NO )—» iy | Technical Cansultant DEOIS 6033
5 Waoderate Complenity Testing
i | Clinicoll Consultant DEOST L6056
v | Moderete Complexity Teiting
Cite Applicable g Testing Perzonnel DE06S D06 S
CLIA Standard(s) Not £ | Mederate Complexity Testing
Ll Z [ Loboratory Birectar DEOTE D4OTE
F | High Complesity Teiting
Has the situation already caused, is Cita Corditforclevel 3‘ Technical Supervisor Did11 L6108
causing, o slikely to cause serious | ——* — e 5 | b complesty Testing
injury, harm or death? g Cllinicol Consultant DEISS D134
§ H!h Cﬂlﬂ: Ty T=“'=
l Eeneral Supervisor DEI43 D141
YEs  High Complescty Testing
Cytology Semeral Supervisor DEISS 4153
Cite Condition-leve| :-Euzrdoglﬂl E::g: ::::
(Step7) Non-Compliance ing Personne!
» Immediate Jeopardy HM

Excellent Laboratories, Outstanding Health
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o o HEBMPTIHOM UNDHR THE FREEDOM OF INFORMATION ACT
PRINTED; 0172622016
FORM APPROVED
¢ (%) MULTIPLE CONSTRUCTION
- A BUILDING
) 2. WiNG _ -
NAME OF PROVIDER OR SUPPLER STREET ADDRESS, CITY, STATE, ZIP CORE
7333 GATEWAY BLVD
THERANOS INC SEMARIC A TS0
&l’ 10 SBUMMARY BT/ rann' OF DEFICH! 0 PLAN OF CORRECTION Um
EFIX (EAGH DEFICIENCY MUST BE PREEDED avruu PREFIX (EACH CORRECTIVE ACTION D BE o "TON |
TAG REQULATORY OR LSC IDENTIFYING INFORMATION) ™o EFERENCED TO THE APPROPRIATE owE ;
DEFICIENCY)
. |
D - I AG D2094#53.841(e) ROUTINE CHEMISTRY ~ ™\ 02084 ‘2/12/1 6
The lab has investigated this ungraded

(1) For any unsatisfactory analyte or test
performance or testing event for reasons other
than a fallure to participats, the laboratory must
undertake appropriate training and empioy the
technical assistance necessary to correct -

witha y tasting

falluré.
(2) For any unacceptable analyte or testing event
score, remedial action must be taken and
e must be
malintained by the laboratory for two years from
d.nlu of participation In the proficiency laalny
documentation and Interview with the Ganeral ]
Supervisor (es) the Iabomlmy failed to
of
ngudod aikaﬂne phosphdase (ALP) PT ruuﬁsJ

Deficient
Practice
Statement

This STANDARD is not met as evidenced by:
4 Y Based on revisw of proficiency testing (PT)

for the 3rd event of 2014. Findings Includa:

a. The laboratory was enrolled with the Gollege
of Amerlcan Plhuloglutst(:AP) PT program for
ALP for the 3rd event 2014,

b, The CAP results showed that five of five
samples (CHM-08 through CHM-10) were
ungraded withra code [20).

¢, There was no documenation that the
ungraded ALP results had been investigated.

d. The general supervisor stated that the Quality
- Conmlﬂ\mky Assumnct (QCIQA) Manager was
results.

e. The QC/QA Manger confirmed on 11/18/15

PT event for ALP and has documented
its investigation and conclusions.

ting, which reinforce the lab’s
systems for the investigation of
ungraded PT results. The lab’s
technical supervisors will be
responsible for ensuring that these
procedures are implemented and
followed.

The lab will provide ovcrslght thmugh
monthly QA meetings by reviewing
investigations and-corrective actidn
for ungraded proficiency tests with
‘outcomes of less than 100%. In
addition, the lab will monifor M
compliance through its improved
occurrence management, and audit

procedures,

that an investigation was not done or
PROVIDER/SUPPLIER
Oigitally signed by Kingshuk Das

UABGRATORY DIREGTORS GR
Kingshuk Das Date: 2016.02.13 101605 -0800"

RePRLsEﬂAm SIGNATURE

0%) OATE
212/16

TME
Lab Director

CFR and
Regulatory
Language

Any deficdency m-m-ln-\na-hk(')muu-&-ﬂdmwynﬁhhnnmmmm.yhmnwmmmp.munumummamu
“"(n'mlmplm prolection to the patients. (Buhllmc&ml) Except for nursing homes, the findings staled sbove are disclosatle 50 days
C- #ng the dats of survey whether or not & plan of Gomedtion Is provided. For nursing homes, (he above findings and pians of correction are disclosable 14
,-ﬂlmutmnmmaom are ummnmmvy If deficlencies ara cited, sn approved plan of correation is requisite to contined
program participation.

If confinuation shest P.go 1 d 121

Fecllly I0: CA22046272

IOV NOEVY QDN 50 YO CHI SET. WEND ENNS0TDSICN0 Sl LaNEYE! ROLLYIAUEDANT IVEJSHNINOD TYEUNEIEN0D.

Excellent Laboratories, Outstanding Health




PLAN OF CORRECTION (PoC)

ALLEGATION OF COMPLIANCE (AoC

EXBMPT EROM DISCL UNDER THB EREEDOM OF INFORMATION ACT

. PRINTED: 01/26/2016
DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED

1. Documentation describing the corrective actions that have oo or e A sevce o

. . N o Q #%)PLAN GF CORREGTION w’mﬁmncmou»m :a;:m u:l;scousrmmrox
been taken for patients that were identified by the survey and _ O e — -
subsequent analysis as having been affected by the deficient I i L’siv;“iifgigmmm ez
- Tho mwimwﬁﬁm‘%wmm b &m«m@ggﬁmz i ;

practice(s); .
D2094 | 483.841(e) ROUTINE CHEMISTRY ) D2084 D2094 2216

(1) For any unsatisfactory analyte or test The lab has investigated this ungraded

performance or testing event for reasons other PT event for ALP and has documented
than a fallure to participats, the laboratory must its investigation and conclusions.
, : e e i g e sy,
2. An explanation as to how the laboratory has identified other P s sy g | [Thenew bttt
2) For w&'&”&'ﬁ”’&"w&ﬂ testing event testing, v;rhu;;: rclnfor:‘;;;:xe lubfs
H . " score; remedisl m n and systems for the investigation o
patients who may have been affected by the deficient ey e e | [T e Th
. ) t‘r‘r;ndriu of parficipation in the proficiency testing mcz::aiblo for ensuring “";‘ these
impl ted and
p ra Ctlce(s); y i g::Tw&Rx:mﬂm;xdmmw ?;uuw:;'esaxe implemented an
L . | documentation and Interview with the General
Supervisor (GS) the Iabomtory failed to - The Iab will provide oversight through
e i e VP | (ol 4 g by i

for the 3rd t 12014 Findings Include:
et e ol | for ungraded proficiency tests with

a. The laboratory was enrolled with the College outcomes of less than 100%. In

3. A description of the correction(s) that have been put into AT TR e | e, i o

occurrence management, and audit
b, The CAP results showed that five of five procedures.

place and/or the systemic changes that have been made to - e

¢, There was no decumenation that the
ungraded ALP results had been investigated.

ensure that the deficient practice does not recur; and e

cwlmiIQuulﬁyAswrunoe (QC/OA) Manager was {
PTresults. | f

e. The QC/QA Manger confirmed on 11/18/15 |
that an investigation was not done or . |
ABGRATORY DIREGTOR'S GR PROVIDER/SUPPLIER REPREGCTATIVES SIONATURE TME O OATE .

4. How the corrective actions are being monitored to ensure Kingshuk Das  SEBsiets e

A Mmmmnhmmﬂmam daficlency whi
*n’q ards provide sufficient prolection to the patients. (See instru Hov\l)Empl mmmmmm md

#ng the dats of survey whether o not a plan of comection Is provided. For nursing homes, (e abovs findings and pians of correction are hciosabio 1
.y following the dat ato thoss docimants v mada mmunmm«y mmnw n approved pian of coreation s requisite to continued

the deficient practice does not recur. o Lomm Rl

FORM CI85.2867(02-99) Provious Vs S Faollly I0: CA22046272 f continuation shest Pags 1 of 121 E

m)mwmmmm RO CEIETER SECT, WRCND ENS0TOSICIN0 Sl LN YS NOLLY/DANT " TVIONINNOD TYELNEIER0D.
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THE
SURVEYORS
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WEBSITES, TRAININGS, AND DOCUMENTS

POLL QUESTION #4




WEBSITES, TRAININGS, AND DOCUMENTS

e - :/,’www.cms.govae s-and-Guidance/Regulations-and-Guidance ~ & & | search..

gulatig
U4 Regulations & Giéance | CMS | ]

e 3

EE An official website of the United States government Here's how you know v P

Home | About GMS | Newsroom | Archive | @ Help £ Print

C MS . g O V Search CMS Search

Centers for Medicare & Medicaid Services

Medicare-Medicaid Private Innovation Regulations & Research, Statistics, Qutreach &

Medicas Medicaid/CHI Coordination Insurance Center Guidance Data & Systems Education

Regulations & Guidance

Press Release: CMS Proposes
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Safety & Oversight - Certification & Compliance » Clinical Laberatory Improvement Amendments (CLIA)

Clinical Laboratory
Improvement
Amendments (CLIA)

P PAY CLIA FEES ONLINE >

How to Apply for a CLIA Cerfificate,
i Laboratories

Clinical Laboratory Improvement Amendments (CLIA)

Get Online Payment Info (PDF

Accreditation Organizations/Exempt
States

S—— CERTIFICATION QUICK START GUIDE >

Certification Boards for Laboratory

Directors of High Complexity Testing

Th: Centers for Medicare & Medicaid Services (CMS) regulates all laboratory testing (except research) performed on humans in the
A T U.5. through the Clinical Laboratory Improvement Amendments {CLIA). In total, CLIA covers approximately 260,000 laboratory
enjties. The Division of Clinical Laboratory Improvement & Quality, within the Quality, Safety & Oversight Group, under the Center
linical Standards and Quality (CC3Q) has the responsibility for implementing the CLIA Program.

CLIA Regulations and Federal Register
Documents fo

CLIA Related Hearing Decisions and THe objective of the CLIA program is to ensure quality laboratory testing. Although all clinical laberatories must be properly certified
LCompliance Topics tareceive Medicare or Medicaid payments, CLIA has no direct Medicare or Medicaid program responsibilities.

Cytology Proficiency Testing L . N )
or the following information, refer to the downloads/links listed below:

d Quality Control Plan

Frequently Asked Questions (FAQs), CLIA Guidance During the COVID-19 Emergency;
Frequently asked Questions (FAQs), Abbott i-STAT;
For additional information about a particular laboratory, contact the appropriate State Agency (PDF) or CLIA

Operations Branch;

Information about what is CMS’ authority regarding Laboratory Developed Tests (LDTs) and how does it differ from FDA’s
authority is found in the downloads section in the file called "LDT and CLIA FAQs";

CMS Blog - FDA & CMS Form Task Ferce on LDT Quality Requirements;

Informatien on research testing and CLIA is found in the file called "Research Testing and CLIA™;

IQCcP

Interpretive Guidelines for Laboratories

L v D Lookup

Laboratory Regisiry

Proficiency Testing Programs

Rrogram Descriptions/Projects
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DIVISION OF LABORATORY SYSTEMS

New Free Online CLIA Training
Introduction to the Clinical Laboratory
Improvement Amendments 1988 (CLIA)

— el T/ /3
The Clinical Laboratory Improvement Amendments of 1988 (CLIA) regulations include federal standards applicable to all U.S. facilities or sites that test human specimens

for health assessment or to diagnose, prevent, or treat disease. CDC, in partnership with CMS [4 and FDA [, supports the CLIA program and clinical laboratory quality.
Learn more about CLIA.

A-Z Topics

CLIA LAW & CLIA DOCUMENTS TEST COMPLEXITIES LABORATORY SEARCH
REGULATIONS BT A ‘ =
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A-Z Topics

CLIA LAW & CLIA DOCUMENTS
REGULATIONS

Clinical Laboratory Improvement Advisory Committee (CLIAC)

Find information about the Clinical Laboratory Improvement Advisory Committee (CLIAC), which is managed by the Centers for Disease Control and Prevention (CDC),
provides scientific and technical advice and guidance to the Department of Health and Human Services (HHS).

Get Answers to CLIA Related Questions

Find links for answers to frequently asked questions on the CLIA Quick Tips page or email CMS directly.

Find the Laboratory Quality Portal
Laboratories are on the frontline for protecting our communities’ health. CDC provides clinical and public health laboratories with training and technical assistance to

help them achieve the highest-quality laboratory science while ensuring the safety of laboratory professionals and the communities where they work. Learn more
about CDC's laboratory quality efforts.
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Displaying title 42, up to date as of 1/12/2022. Title 42 was |ast amended 1/11/2022.

“Title 42 - Public Health
«Chapter IV - Centers for Medicare 5 Medicaid Services, Department of Health and Human Services
Subchapter G - Standards and Certification

ENHANCED CONTENT =TABLE OF CONTENTS

Part 493 Laboratory Requirements

Subpart A General Provisions
§493.1 Basis and scope.
§493.2 Definitions
§4933  Applicahility
§493.5 Categories of tests by complexity.
§493.15 Laboratoties performing waived tests,
§493.17 Test calegorization.
§493.19 Providerperfarmed microscopy (FPM) procedures.
§493.20 Laboratories performing tests of moderate complexity.
§493.25 Laboratonies perfarming tests of high complexity.

Subpart B Certificate of Waiver
§493.35 Application for a certificate of waiver.
§493.37 Requirements for a certificate of waiver.
§493.39 Notification requirements for [aboratories issued & certificate of waiver,
§493.41 Condtion: Reporting of SARS-CoV-? test results.

Subpart C Registration Certificate, Certificate for Providessperformed Microscopy Procedures, and

Certificate of Compliance

493.1 - 453.2001
4931 - 453.25

493.35 - 493.41

493 .43 — 493 53

§493.43 Application for registration certificate, certificate for provider l
certificate of compliance.

§493.45 Requirements for a registration certificate.

§493.47 Requirements for a certificate for providerparformed mi (PPM) proced

§493.49 Requirements for a certficate of compllance,

§493.51 Maotification requitements for laboralories issued a certificale of compliance.

By (PPM) pi and

§493.53 Natification requirements for laborataries issued a certificate for praviderperformed micrascopy (PPM)

procedures,
Subpart D Certficate of Accreditation

§493.55 Application for regisiration certificate and certificate of accraditation.

§493.57 Requirements for a registration certificate,

§493.61 Requiremnents for a certificate of accrediation,

§493.63 Notification requiremnents for laboratories issued a certificate of accreditation
Subpart E Accreditation by a Private, Nonprofit Accreditation Grganization or Exemption Under an

Approved State Laboratory Program
§493.551 General requirements for |aborataries.

§493.553 Approval process (spplication and reapzlication] for accreditstion arganizations and State licensure programs.

§493.555 Federal review of laboratory requirements

§493.557 Additional submission requirements.

§493.559 Publication of approval of deeming authority or CLIA exemption

§493.561 Denial of application or respplication

§493.563 Validation inspections - Basis and focus,

§493.565 Selection for validation inspection - laboratory respensibilites.

§493.567 Refusal to cooperate with validation inspectian.

§493.569 Cor of & finding of a5 a result of & velidation inspection
§493.571 Disclosure of accreditalion, State and CMS validation ingpection results

493 55— 493 63

493.551 —493.575

§493.573 Continuing Federal oversight of private nonprofit accreditation organizations and approvad State licensure

programs.
§493.575 Removal of deeming authority or CLIA exemption and final determination review.
Subpart F General Administration

493.602 — 493 649
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State Operations Manual
Appendix C - Survey Procedures and Interpretive
Guidelines for Laboratories and Laboratory Services

Table of Contents
(Rev. 166, 02-03-17)

Transmittals for Appendix C

SURVEY PROTOCOLS
Introduction

The Outcome-Oriented Survey Process
L Identifying Sources of Information
A_ Scheduling Surveys
B. Amnounced and/or Unannounced Surveys
C. Pre-Survey Preparation
IL Entrance Interview
L Information Gathering
A_ Organizing the Survey
B. Observation of Facilities and Processes
C. Interviews
D. Record Review
IV, Assessing Outcome or Potential Outcome
V. Regulatory Compliance Decision
VI Exit Conference
VII Development of the § of Deficiencie:
A Citing Standard-Level Defici
B. Citing Condition-Level Deficiencies
C. Choosing the Appropriate Citation
D. Mandatory Citations
E. Allegation of Compliance/Plan of Correction
VI Survey Report Documentation and Data Entry
IX. Additional Information
A. Couating Tests
C. Conducting Surveys of Waived Tests
D. Conducting Surveys of Certificate for PPM Procedures
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CLIA REGULATIONS eCFR:: 42 CFR Part 493 -- Laboratory Requirements

CLIA INTERPRETIVE GUIDELINES ~ SOM- Appendix C (cms.gov)

CMS CLIA WEBSITE Clinical Laboratory Improvement Amendments (CLIA) | CMS

CDC CLIA WEBSITE Clinical Laboratory Improvement Amendments (CLIA) | CDC

INTRODUCTION TO CLINICAL LABORATORY IMPROVEMENT AMENDMENTS OF 1988 (CLIA) - WB4497 -
CDC TRAIN - an affiliate of the TRAIN Learning Network powered by the Public Health Foundation

STATE SURVEY AGENCIES (CLIA CONTACT LIST) (cms.gov)

CMS OPERATIONS BRANCH (CLIA CONTACT LIST)

CMS 116 LabExcellence@cms.hhs.gov CMS 209
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https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/som107ap_c_lab.pdf
https://www.cms.gov/regulations-and-guidance/legislation/clia
https://www.cdc.gov/clia/
https://www.train.org/cdctrain/course/1097897/
https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/CLIASA.pdf
https://www.cms.gov/files/document/clia-operations-branch-contacts.pdf
https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS116.pdf
https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS209.pdf
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For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

Marranda Scott (404)498-4552 or juz2@cdc.gov

Images used in accordance with fair use terms under the federal copyright law, not for
distribution.

Use of trade names is for identification only and does not imply endorsement by U.S.
Centers for Disease Control and Prevention.

The findings and conclusions in this report are those of the authors and do not

necessarily represent the official position of Centers for Disease Control and Prevention.
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