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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.

How did I 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 



How did I 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

o CMS Negotiated Rule Making

Developed first 23 National Coverage Decisions

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

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. 



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.”

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”

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

The Laboratory is Loaded with 
Compliance Landmines



Why CHI Determined They Needed 
a Director of Laboratory 

Compliance
CMS (CLIA) Clinical Laboratory Improvement 
Amendments as in other healthcare regulations can 
be UNCLEAR 

– CHI 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…….

PART 493—LABORATORY REQUIREMENTS
Subpart H—Participation in Proficiency

Testing for Laboratories Performing Nonwaived Testing

(b) Standard; Testing of proficiency

testing samples. The laboratory must examine

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

tested with the laboratory’s regular patient

workload by personnel who routinely

perform the testing in the laboratory,
using the laboratory’s routine

methods. The individual testing or examining

the samples and the laboratory

director must attest to the routine

integration of the samples into the

patient workload using the laboratory’s

routine methods.

(2) The laboratory must test samples

the same number of times that it routinely

tests patient samples.
(3) Laboratories that perform tests

on proficiency testing samples must

not engage in any inter-laboratory

communications pertaining to the results

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

sites or separate locations must not

participate in any communications or

discussions across sites/locations concerning

proficiency testing sample results

until after the date by which the

laboratory must report proficiency

testing results to the program.

(4) The laboratory must not send PT

samples or portions of samples to 
another laboratory for any analysis
which it is certified to perform in its

own laboratory. 

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).



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)

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

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



Proficiency Testing Training

Proficiency Testing Training

Proficiency Testing Training



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

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
#8

How CHI Responded (Short Term) 



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

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 
assessment) to assess  and monitor level of 
laboratory compliance throughout all CHI 
Moderate and above licensed CLIA 
laboratories. 

Annual Risk Assessment



Annual 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 

Findings of Risk Assessment

How CHI Responded (Long-Term)

Assembled a CHI Laboratory National Compliance 
Committee

– Accomplishments

• Developed a national laboratory addendum 
complimentary to the national CRP plan



CHI Laboratory Compliance 
Addendum

CHI Laboratory Compliance 
Addendum

CHI Laboratory Compliance 
Addendum



CHI Laboratory Compliance 
Addendum

CHI Laboratory Compliance 
Addendum

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



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

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

Staff Education and Competency



Staff Education and Competency

Staff Education and Competency

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 



Example Waived Testing Document

←    ENTER  CLIA #  On LINE 1    

Any Questions/Clarifications Please Contact: Tim 
Murray

Name of Lab:                                           

Highlight in 
Yellow 
Testing 
Done At 
This Lab Tim Murray

Address:
Cholester

ol
Prothrombin 

Time Director, Laboratory Compliance 

Fecal 
Occult 
Blood

Rapid Strep
Catholic Health Initiatives

Medical Director/Confirm on CLIA License
Glucose

Sedimentatio
n Rate Ph 610-594-5102

Consultant:
Hemoglob

in
Urinalysis 
Dipstick timothymurray@catholichealth.net

Hemoglob
in AC1

Urine 
Pregnancy

Testing personnel Interviewed:
Hematocri

t
Other List to 

Right

Influenza

Lyme 
Disease Rev 4-13

Date Assessment Completed: Ovulation

Place "X "in Box for Answer

FY 2013 - Waived Testing Assessment # 1 YES NO N/A Please write answers to the NON Yes/No questions here:

1.Are all tests performed classified as waived? §§493.15(c), and 
493.1775(b)(3)See 15 for abbreviated list of waived tests

2. Does the laboratory have the current manufacturer’s instructions for all 
tests performed?

3. Does the laboratory follow the current manufacturer’s instructions for all 
tests performed by: §493.15(e)(1) 

Example Waived Testing Document
a) Using the appropriate specimen?

b) Adding the required reagents in the prescribed order?

c) Adhering to the manufacturer’s storage and handling 
instructions?

d) Using the proper expiration date for the storage method?

e) Performing the quality control as required by manufacturer?

f) Performing function checks or calibration?

g) Performing confirmatory tests as required? 
h)Temp Checks and documents results each day of 
supply/reagent storage?
h1)Are there hi/ low acceptable temperature ranges established 
and documented for each device monitored? Including Room 
temp if storage requires it?

h2)Corrective action if out of range?

i) Reporting the patients’ test results with the terminology or in 
the units described in the package insert?

j) Performing and documenting instrument maintenance as 
described by the manufacturer?

4. Does the testing personnel understand the manufacturer’s 
instructions for all tests performed? 

5. Does the testing personnel: 

a) Document the name of the test, reagent/control  lot number, 
and expiration date for all tests performed?
b) Are laboratory personnel given training when they are newly 
hired?

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

6. Are testing staff:

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 



Standardized Review Document

Standardized Review Document

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



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

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 CHI intranet site

Guidance Issued



Guidance Issued

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


