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Catholic Health Initiatives

Catholic Health Initiatives (CHI) Denver based
national health care system with 87 Hospitals and
growing,16 LTCs, over 500 (CLIA) Clinical
Laboratories most of which are Waived testing
laboratories.
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How did | get here?

* Worked as a PA Department of Health examiner,
performed state and Medicare surveys within
Pennsylvania

» Worked in both university and primary care
hospital setting in laboratory leadership positions

— Most recently at a CHI hospital St. Joseph Medical
Center Reading PA as the Director of Laboratories
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How did | get here?

» CLMA Clinical Laboratory Management Association

— Government Relations Committee
— Health Care Policy Committee
— Medicare Billing Issues Committee
— Legislative Compliance and Reimbursement Committee
— The Joint Commission Laboratory Advisory Committee
— Governmental

o Pennsylvania Laboratory Advisory Committee

0 CMS Negotiated Rule Making

«+Developed first 23 National Coverage Decisions
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Lab Advocate Recommendation!

+ Get to know your lab leadership

— The lab is not just the black box in the basement that
runs itself!

— Put a laboratory representative on your Hospital
Compliance Committee
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""" The Laboratory is Loaded with
Compliance Landmines

They need your help!

— Laboratories have their own guidance from the Office
of the Inspector General for developing a compliance
plan published in the FR 8/24/1998. Described seven
fundamental elements that were to be contained in
each plan. This was to replace the previously issued
plan published March 3, 1997 and was more
consistent with the compliance program guidance
issued with respect to the hospital and homecare
industries.




" The Laboratory is Loaded with
Compliance Landmines

Why did the OIG develop this guidance for the
lab industry?

“ As with previously-issued compliance program
guidances, we believe that the development of this
guidance for clinical laboratories will continue as a
positive step towards promoting a higher level of ethical
and lawful conduct throughout the entire health care
community.”
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"™ The Laboratory is Loaded with
Compliance Landmines

WHAT ARE LABS WORRIED ABOUT?

+ Technical Licensure
— CMS/State
» CLIA Complexity- Waive, Moderate, High
— Accreditations
» The Joint Commission
» The College of American Pathologists
» COLA
« Billing/Coding
* Provider Interface
— Supplies
— Holiday Gifts “Stark”

Y The Laboratory is Loaded with
Compliance Landmines

WHAT ARE LABS WORRIED ABOUT?

» Fee Schedules- Medicare’s Stand
—Clients
—Providers
—Nursing Home
— Outpatient/Non Patient

* Point of Care Testing usually (moderate and
waived testing)

« Staffing Issues
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WY Why CHI Determined They Needed
a Director of Laboratory
Compliance
CMS (CLIA) Clinical Laboratory Improvement
Amendments as in other healthcare regulations can
be UNCLEAR
— CHl Incident
* What happened?
— CHI owned hospital purchased a local provider's

practice which included a moderately complex
CLIA licensed laboratory

—The laboratory received a Proficiency Testing
(PT) sample and the Doctor’s Office lab staff
ordered the tests required ... BUT.......

\Lr:\\{lT#L!}\TI'LE‘H EALTH PART 493—LABORATORY REQUIREMENTS
HIVES Subpart H—Participation in Proficiency
Testing for Laboratories Performing Nonwaived Testing

(b) Standard; Testing of proficiency not engage in any inter-laboratory
testing samples. The laboratory must examine communications pertaining to the resuls

or test, as applicable, the proficiency
testing samples it receives

from the proficiency testing program
in the same manner as it tests patient
specimens.

(1) The samples must be examined or

of proficiency testing sample(s)

until after the date by which the laboratory
must report proficiency testing

results to the program for the testing
event in which the samples were sent.
Laboratories with multiple testing

tested with the laboratory’s regular patient sites or separate locations must not

workload by personnel who routinely  participate in any communications or
perform the testing in the laboratory, i ions across tions concerning
using the laboratory’s routine proficiency testing sample results

methods. The individual testing or examining until after the date by which the

the samples and the laboratory laboratory must report proficiency

director must attest to the routine testing results to the program.

integration of the samples into the (4) The laboratory must not send PT
patient workload using the laboratory's samples or portions of samples to
routine methods another laboratory for any analysis
(2) The laboratory must test samples which itis certified to perform in its

the same number of times that it routinely own laboratory.

tests patient samples
(3) Laboratories that perform tests.
on proficiency testing samples must
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Some Background Data

As of June 2013, there were 239,922 CLIA certified
laboratories. Of these laboratories, 35,035 are
required to enroll in an HHS-approved PT program

and are subject to all PT regulations.

From 2007 through 2011, there were 41 cases of
cited, intentional PT referral. (averaging 8 per year).
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HERT How CMS Responded to the CHI

Incident
After many appeals and hundreds of thousands of

dollars later a settlement was reached. (3/8/12)

—Required CHI to train all lab testing staff
(25,0000) according to the CMS published
requirements

» Pathologists

» Contractors

» Testing personnel... Nurses, RTs, Lab
Techs

» Required to Document by CLIA number all
laboratories within CHI

— All Medical Directors had to attest to having
compliant PT policies (Documentation submitted)
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W How CMS Responded to the CHI

Incident
— Could not have any additional occurrences

within twelve months of the settlement corporate
wide
» If another incident occurred, settlement
would be null and void.
— Close referring laboratory

— Prohibited Medical Director of record from acting
as laboratory director for 2 years

—The laboratory itself would be closed for a
period of two years

Very real potential to have all CLIA licenses revoked
—Regional OIG discussed this possibility
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How CHI Responded (Short Term)

Short term
— Engaged legal council
— Investigated incident

— Conducted educational webinars for all CHI
entity and laboratory leadership

— Created an electronic educational module to
educate laboratory staff on the proficiency
testing requirements
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Proficiency Testing Training
1,(\[]\{)[!,(' l-||.\\HI

A spiri of innovation, @ lngacy of core.

Laboratory Proficiency Testing
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Proficiency Testing Training

CATHOLIC HEALTH P
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What is proficiency testing?

Proficiency testing or PT is the testing of unknown specimens sent to the
laboratory by a CMS approved PT program. Most sets of PT specimens are
sent to participating laboratories three times per year. After testing the PT
specimens in the same manner as its patient specimens, the laboratory
reports its specimen results back to their PT program. The program grades
the results using the CLIA grading criteria and sends the laboratory scores
reflecting how accurately it performed the testing. CMS and accrediting
organizations routinely monitor their laboratories’ performance.

*LP:“IHULIL' HEALTH

o Proficiency Testing Training
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Remember:

PT specimens may NEVER, under any circumstances,
be sent out of your laboratory.
*NEVER enter into discussion with another laboratory
about PT results before the due date set by the testing
agency for reporting results.
*NEVER analyze a PT specimen sent to you from another
laboratory - even if the laboratory is located in or
owned by your hospital or CHI.
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How CHI Responded (Short Term)

« Required each laboratory CLIA Medical Director to
review and submit their actual proficiency policy

« Required each Medical Director to submit an
attestation through corporate office to CMS stating
their staff understood the laboratory PT policy
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M How CHI Responded (Short Term)

» Each Medical Director was to sign and submit an
attestation through corporate office to CMS stating
that their laboratory was in compliance with all of the
settlement terms

* Hired me @

* http://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/CLIA Brochures.html
#38
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mremE - How CHI Responded (Short Term)
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Clinical Laboratory
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Impro

ts

(CLIA)

PROFICIENCY
TESTING

DOs and DON'T;
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How CHI Responded (Short Term)

— Submitted proof of education of all laboratory staff in
the proper handling of proficiency testing
* Required documentation of competency for all
testing personnel (25,000)
» Waived -- Nurses performing waived POC finger
glucoses
» CHI contested stating not required by regulation to
no avail
— Moderate
— High Complexity
— Completed 8/1/12 with final submission to CMS
— Follow-up

CATHOLIC HEALIH

B How CHI Responded (Long-Term)

+ Centralized all compliance functions/staffing
using a national model.

» Determined that CHI was responsible for over
500 laboratories most of which were waived.

» Developed an expanded (Online risk
ment) to and monitor level of
laboratory compliance throughout all CHI
Moderate and above licensed CLIA
laboratories.
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Annual Risk Assessment
CHI 2013 Laboratory

ble for indey ) ating and
. including the flexibil sign and
tions and any resulting corrective action? Citation #

1. Isa

e re-

+ l
acting on matters rel
coordinate intemnal inve:
20425

Is the I level

ble for ping a system to solicit
evaluate, and respond to complaints and problems? Citation# 20616

Is there an open line of between the
clini boratory employees? Citation# 20611

I | and

4. Has the compliance committee developed several independent reporting paths for
an employee to report fraud, waste or abuse so that such reports cannot be diverted
by supervisors or other personnel? Citation? 19735

ning provided to laboratory Ieadership, managers and other
cy of the chaims submitted to the
ent and private payors, such as employees involved in the coding, billing,

and marketing processes? Citation# 20609

se actions affect the ace

S

. Does the clinical laboratory retain adequate records of its training of employees,
including attendance logs and material distributed at training sessions? Citation#
19828

Does the clinical laboratory perform
external auditors who have expertise

ar compliance audits by intemal or
deral and state health care statutes,




CATHOLIC HEALIH
INITIATIVES

Annual Risk Assessment

16. Are physicians or other authorized individuals required to insert dia
information for cach test ordered on the lab requisition? (2009 NonCAH B.12.h
et 1340

n form require physici
st is ordered?  Citarion

3

allowed to customize profiles, is there a lab polic;
billing of

18. If physic
procedure

19. Does the lab require th
medical leadersh
laboratory m

¢s the lab have a policy and procedures prohibiting the charging of ordered tests
that were not performed or not completed? (2009 NonCAH B.12.b/ CAH

B.3.b) Refer 2532

rence

21. Does the compliance program commu
for services will only be paid i
for the beneficiary? Ciration#

te to physicians that
is cove

d, reasonable, 2

2

2. Has the laboratory constructed its requisition form to ensure that the phys
other authorized individual has made an independent medical necessity
with regard to each test the laboratory will bill? Ciration# 19757
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Findings of Risk Assessment

— Most CHI laboratories had some form of a compliance
plan in place; however, existing plans were varied.
Needed to be standardized

— Some did not have a laboratory compliance committee
in place

— The majority of laboratory leadership was not involved
with or had input into the institutional compliance
committee

— Personnel constraints were a major concern for
laboratories

— Many were trying to just keep up with new
developments in regulation and perform patient testing
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How CHI Responded (Long-Term)

Assembled a CHI Laboratory National Compliance
Committee
— Accomplishments

* Developed a national laboratory addendum
complimentary to the national CRP plan
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Corporate Responsibility Program
Clinical Laboratory Addendum
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R A CHI Laboratory Compliance
Addendum

Appendix J
! Laboratory Orders/Ordering Procedurs

Orders for clinical Iabortoey tests and services must be documented and include the clements defiacd in
this procedre.

Only s that arc medically neceasary, for the diagnosis or rcate
Medicars docs not gencrally pay for fests for scroening €xoépe in |
ot pay for non pproved fests or those fcsts considered cxperimental. Orders
boralory fests will not b changed unlcss.the ordering physiclarypracitionsr has bo
Current CLIA requireements statc that an ondering physician'practitionss s signaturs” is not rogy
a laboratory requisition/reques: for utpat) clinical laboratory testing ualess required by
ocal regulation.

of the paticnt, may bs crdcy.
d cases akowed by |

1. Standing Orders:

tory bills for propely crdered and docurented sianding orders and maintains

b Standing ocders are renewed at least

wally.

€ Stasding orders must contin a frequency, beginning and end date (1.e, once a week from
MMDDYYYY to MMDDYYYY).

d. Tests with frequency limitstioas (L., lipid pancis) should be reviewed for sppropristeness before
nitioting, any standing orders.

& 1fthe froquoncy andior change during standing order,
e o st be witten

£ Acconding to need (PRN) o¢ orders with an snnwal frequency is mt considered a standing order
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polickcs. pertaining 10 the sppropei
aborstory (csting on hisher patcnts
viduals must be able

» provide an I

an ircd M code or specific namative
orts ths modlcel mecsskyfor dach et ardere

3. When the Medicarepatient i presea,clinical sboratry saflwil btin and executcan ABN wsing

Medicars will not cover the requesied

testof there is a frequency limit on

3, Physicianfpractitioncr provided di,
the most current ARN format ac
Information/ BNVABN himl, refer to S

& the entity defincd ABN tool in
sovMedicareMedicare-Genenl-

Bot permittod. An ABN may only be ob
payment, or when there is a frequcacy
otherwise would be considerod obtaining a “Blasket™ ABN

od whe it is reasonably anticipated
ation on the testing requested. To do

s, I‘||(lml ¢ orders will be evalusicd in e 0 Medicare Local or National Coverage
Iabosatory fests that are ot FDA approved o
e cxperimanta, An ABN il be cormplted whem & paint i present snd c0s of (hess Sss 18
ordered
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T S CHI Laboratory Compliance
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§ CATHOLIC HEALTH
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e s sicent s evpety o nd i qmpioy e g T
have the mevcusany ool o perforr the wodk.

e o propety msioed 109

Requirements for proper ICD-9.CM coding inchade:

1. Onlythe cumrcnt ok o digoesi nformathon submiticd by O cdering
b used. A coule foem an

orders) may ot b uned.

isa penctitonce s
dler daie of service ot

2. Software tha allows the clie
from the crdering physiiame

ratory to sutomatically insert a disgrosis code without input
rwill mot be wilized

“Chieat sheets™ which ideatify
wilized

s that have Wrggered reimbarscrmcel in the past will sot be

4. Makiog. S aliowed

5. The paticnt may not be asked forthe reason for the esting

Activies inteaded o the crdering ptyvician/peacttiones which codefs) sboukd

7. For Mt ks with 4 N o LCT, a xdrag poschenpncaicnt o Mhrsall s
v, iyl abortory s wil st hem e

Proondare, Ambigaes Onder

o Unclear Orders.)
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A How CHI Responded (Long-Term)

What else did we do?

—Provided Webinars for moderate
and above complexity laboratories
and invited all laboratorians to
attend (Leadership and Bench
techs)

—Required each entity to appoint a
laboratory compliance officer and
committee
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T How CHI Responded (Long-Term)

— Required each laboratory to conduct an annual
compliance assessment in a multitude of ways

« External compliance review
« Internal compliance review

« Conduct specific education with staff (monthly
meetings)

— Required each laboratory to monitor OIG guidance’s
issued separately or through annual work plan

CATHOLIC HEALIH
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How CHI Responded (Long-Term)

— Instructed Laboratory leadership and Staff via Webinars
and Addendum Electronic learning as to procedures for
proper:

« Ordering protocols

« Billing protocols

« Coding protocols

« ABN protocols

» Marketing, sales and contract protocols
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Staff Education and Competency
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""" staff Education and Competency
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How CHI Responded (Long-Term)

* Director of Laboratory Compliance (DoLC)
— Performed onsite compliance reviews

» Invite entity and divisional compliance officers to
accompany onsite reviews.

» Developed checklist for waived laboratories
— Local CROs or Physician Enterprise Specialists used this
tool to review 25% of the POLs annually
» Purpose was to make typically non-professional
laboratorians aware that there were testing
requirements




AT Example Waived Testing Document

[Any Questions/Clarifications Please Contact. Tim
ENTER CLA# OnLe 1
Fighightin
alow
[resting
lpone At
Iuame of Lab frhis Lab e
o
Iagdress: o Time
Fecal
Ocault | Rapid Strep
Blood
IMecical A License Ouoose | 1 Rate | lonsiossusioz
[Femogiob] Urinalysis
Iconsutant in_| Dipstick
[Femogiob] _ Urine
in AC1_| Pregnan
Rematocr] Other Listto
[resting t Right
Influenza
Tyme
Disease brovt1s
e Completed Ovulation
e X0 o prser
lEv 2013 - Waved Test w1 ves | wo | wa
. Ave il tests performea cassified as waivea? §5493.15(c),and
g3 17751b)3)5e0 1 of waived tests
[ Does foran
b Does e
5199 15(e)1)
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M Example Waived Testing Document

Using the appropriate specimen?
Ib) Adding the required reagents in the prescribed order?

) Adhering to the manufacturer's storage and handiing

Instructions?

Using the proper expiration date for the storage method?
le) Performing the quality control as required by manufacturer?
) Performing function checks or calibration?

Performing confirmatory test e
In)Temp Checks and documents results each day of

ige?

In1)Are there hil low acceptable temperature ranges established
ind documented for each device monitored? Including Room
temp if storage requires it?
action i out of range?
) Reporting the patients' test results with the terminology or in
ihe units described in the package insert?
) Performing and documenting instrument maintenance as
fescribed by the manufacturer?

fs. Does the testing personnel understand the manufacturer's
Instructions for alltests performed?

/5. Does the testing personnel
) Document the name of the test, reagentcontrol lot number,
nd expiration date for al tests performed?

Ip) Ae laboratory personnel given training when they are newly

lired?

)IF answered YES 10 5 b, how is the training documented?

- Ave testing stat
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" How CHI Responded (Long-Term)

» DoLC developed a standardized tool to be used to
evaluate Moderate and High Complexity
laboratories.

— Included in-house auditing network to assist in onsite
reviews
» DoLC reviewed sampled pre-audit data and post
audit data and added recommendations where
appropriate
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T AT VEs Standardized Review Document

Laboratory Compliance Checklist
FY 2014

D ]
[ Tocon Fevewsd | 1
Primary Certacts | Hame, T
Mase, T
[CETT ]
PAst 1 - ENTrTY DATA

i

Toomomr
Resuts

Quesnion Descarnon RATORMLE
T T o s on the sty CLIA | OB & 5opy o e CLIA and Accregiion | The rars on P borsory s CLIA wd Accradiaion
=

e | . us
[y Aetreer g e AT sae. B
st Pt b et wi ey s of
Lit CLiA MuarberCartficate o Regetaton e e
For New Laa) e cktan oy of Liense ¢ 10 wenamene miew
a0, of

‘acerestng sgences ikoming mem o
Lt Acreataton ereSiaton nuries and crange
enecte

e . ‘agencies must be made 1 aritng wifun fety
e oy o g i) i
+ omen
s e

(1) T ke Commisicn
(AABS) Amancan Associsnon cf o3
ke

cou

e 2
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PaRTZ-C:

a0 subert e o,
Cs

e Drector of Labor vt priormzation
BOOMONAL A0
Quesnon Descreron ENFORCEMENT RATIONALE Resus.
31 Flas lobcratory recerved a fnal | Feeveew most curren (Ful) Fullnspectons are nomally
| Uesnsing every offer ybor wih 8 st

ot ane responses or action plans in | Obtain 3 copy of the defickency | inspecion on the akemate year.
response 1 accresting o oner letter an compare for
comgiste? ‘scton plan. 1o review neeced i

lab siready received final leter of

‘sceraatanon

st rame of napectng agency
‘and dae(s) of Survey(s). Revew
and artach oefciency lefer

T2 W complance suss were noied, | Fof each of e defiencies “Corecive acions st be
s the lowng perdormed y ctan | deveioped

‘survey reponts and reiated regardess of severy
identfed? carmective: actons were made and | Folowo i typically verfied by

D e place, folow D Aas | et reviening the A3 Saicacy
b made or

‘st st o0t

. stafl
rocess changes where aporopriste? Look for engoing follow-p.

. Were af corrective action pians and
rocess ehanges revewed and aned
ofl by Medical Director and staff?

‘. f paices wers updsted of
Geveloped, is there documentaion that
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How CHI Responded (Long-Term)

« Gained access to accrediting bodies summation
material CAP,TJC and COLA, looked at
inspections, PT results.

— Helped determine the next year’s (onsite reviews)

» Worked with Divisional and local CROs to
determine onsite work schedule development
Emergent or routine




miave"""" How CHI Responded (Long-Term)

« Established a mechanism for facilities to notify
DoLC of new CLIA applications (moderate and
above)

— Reviewed for accuracy

— Reviewed PT policies and education when appropriate
(reviewed common compliance concerns) Temperatures,
competencies, validations, SOPMs

« Established a mechanism for laboratories to notify
DoLC of any regulatory adverse actions/
notifications

— Would be actively involved with council with any response
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How CHI Responded (Long-Term)

— Issued guidance
» CBC
* Urinalysis
* IHC staining changes 88342 and 88343 and
G0461 and G0462

— Maintain a Q+A library on CHlI intranet site
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CPT® 85025 Blood count; complete (CBC), (Hgh, Het, RBC WBC and platelet count) and aut
differential WBC count
+  CPT® 85027 Blood count; complete (CBC), automated (Hgh, Het, RBC, WBC and platelet count)

or pracitioner
laboratory may

ory req y only be performed and billed if the
cian or practitioner specifically orders a CBC, (CPT® 85027), with manual
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Guidance Issued

} CATHOLIC HEALTH
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Labaratory Compliance Advisory

mmunahistachemistry Coding Changes

Dicpariey betwecn i

them has camed 1 o new eodes G461 and
GO462. Thes d revised codes will become cffective Jamury 1, 2 ¥ reqire cach aborstory 10
develop spesific billing. s

At the tiese of this release, the

wcrpretation o these new and revised codes and their
fed immediately shoukd aything change with

op!
thisinterpectation
Nen Madicare Patients

e, CPT® revised code 88342 and added & sew code $8343 to clarify urit-of-service

In thi 5
s for qualis istry (THC) for

Pieginning January . please find the codes your laboratory billing department will neod bo s 10 report

qualiative [H

dy pr shide
n addvion to

lab pesforms or refers esting 1o & referenee labosalory for
odcs may be applied when one or more satbodies
e or cells;creaics visual changes tha the pathologist an uss

These sodes are 10 be usod for billing purposes whs
THC saini on dingnostic purposes. Thess
inds 10 an astieas) and if peeseat,
1o provide a diagnosis
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Related Synergies and Activities
* Worked closely with:

— Legal - Interpretation and guidance

— Advocacy - Emerging regulatory issues

— Business operations throughout the enterprise
on various issues involving lab and other related
regulations.

* Thank You




