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Introduction 

 Chi Solutions, Inc. (Chi) is the country’s largest laboratory 

consulting company. 

 Chi’s projects encompass many areas of laboratory 

operations.  Regulatory compliance is one of our key 

service lines.  We have been involved in helping to resolve 

some highly publicized regulatory cases in the past. 

 During the past four years, we have seen a significant 

increase in the number of clients seeking help with CLIA-

related issues. 

 We have identified some common themes from these 

cases. 
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Overview 

 Chi has been contacted by multiple laboratories in the past 

four years  looking for assistance with addressing 

regulatory deficiencies identified either during the 

laboratory’s biannual inspection process or other focused 

inspection events. 

 The CLIA regulatory standards are established to ensure 

quality patient care.  Failure to address the underlying 

issues causing these failures will result in poor quality and 

potentially result in patient harm. 

 Under certain circumstances, however, the penalties 

required by law and the situations surrounding the 

violations need to be evaluated for intent.  CMS currently 

has very little leeway under the law when issuing 

sanctions. 
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Proficiency Testing  

 Issues concerning the referral of proficiency testing have 

been a common, serious problem for our clients. 

 Although the circumstances differ, the responses and 

sanctions from CMS are consistent. 

 Hospitals and health systems have been understandably 

reluctant to speak publicly about these issues. 

 Many have sought assistance from their legislators. 

 Two relatively recent developments: 

 The Ohio State University Medical Center case. 

 H.R. 6118 Taking Essential Steps for Testing (TEST Act). 
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What Does CLIA Say? 

 CLIA Regulations Sec 493.801 

 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. 

 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.  Any 

laboratory that CMS determines intentionally referred its proficiency testing samples 

to another laboratory for analysis will have its certification revoked for at least one 

year.  

 Any laboratory that receives proficiency testing samples from another laboratory for 

testing must notify CMS of the receipt of those samples. 
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PT Referral – How Does This Happen? 

 Chi has had many clients over the past few years find 

themselves in a position to respond to CMS because of 

this problem.  

 Each case has been handled confidentially with Chi 

offering technical advice and the hospital or health system 

working through its attorneys and others to resolve the 

issue.  This resolution can take several months and 

extensive legal expense. 

 We tend to hear from areas of the country where we have a 

large client base (Midwest and Eastern U.S.), so we are 

only aware of a fraction of all cases. 
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PT Referral Case Examples 

Calamity General 

Hospital 
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CLIA Deficiency Definitions 

 CLIA deficiencies fall into several categories: 

 Standard Level Deficiency:  Noncompliance with a CLIA standard. 

 Condition Level Deficiency:  Noncompliance with one or more of the 

condition-level requirements of CLIA and can be further defined in one of 

two categories. 

 No Immediate Jeopardy. 

 Immediate Jeopardy:  Most serious – the laboratory’s non-compliance 

already has or could lead to serious injury, harm, or death to 

individuals served by the laboratory. 

 When a laboratory has intentionally referred proficiency testing to another 

laboratory, the situation represents a condition level deficiency that poses 

immediate jeopardy. 

 Definition of intentionality from CMS: 

 “A referral is viewed as intentional if any employee of the laboratory 

was aware that a PT sample was sent to another lab for testing.” 
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Sanctions 

 Generally two types: 

 Principal Sanctions:  Include suspension, limitation, or revocation of CLIA 

certificate. 

 Alternative Sanctions:  May include a Directed Plan of Correction, State 

onsite monitoring, suspension of all or part of Medicare payments, civil 

money penalty. 

 In the case of referral of proficiency testing, the regulations have a definitive 

sanction.  Sec 493.1814 states: 

 Adverse action based on improper referrals in proficiency testing.  If CMS 

determines that a laboratory has intentionally referred its proficiency 

testing samples to another laboratory for analysis, CMS revokes the 

laboratory's CLIA certificate for at least one year, and may also impose a 

civil money penalty.  

 A companion sanction involves the laboratory’s ability to receive Medicare 

payments.  Sec 493.1807 (a). 

 (a) Principal sanction. Cancellation of the laboratory's approval to receive 

Medicare payment for its services.  
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The Ohio State Case 

 Highly publicized case for earlier in 2012.  

 Self-reported to CAP and the Ohio Department of Health. 

 Involved referral to a reference lab and subsequent 

discovery of referral between OSU laboratories while 

implementing corrective action. 

 Sanctions cited in the press were consistent with those 

experienced by Chi clients: 

 Revocation of the laboratory’s CLIA certificate. 

 Cancellation of the laboratory’s approval to receive 

Medicare payments. 

 Each case involves an appeal process that may take 

several months to resolve.  
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H.R. 6118 Taking Essential Steps for Testing (TEST) 

 Summary:  The Taking Essential Steps for Testing Act of 2012 would 

amend Section 353 of the Public Health Service Act to revise sanctions 

for clinical laboratories that unintentionally refer proficiency testing 

(PT) samples to other laboratories.  The legislation would allow the 

Secretary of Health and Human Services (HHS) discretion to make the 

one-year certificate revocation for such a laboratory optional rather 

than mandatory, and the flexibility to levy intermediate sanctions 

instead of the two-year prohibition against ownership or operation of a 

lab. 

 This bill passed the House of Representatives on September 19 and 

gives CMS greater latitude in determining sanctions against 

laboratories that inadvertently violate the PT referral regulations. 

 A companion bill (S. 3391) is now before the Senate. 
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What Can Be Done? 

 Educate, educate, educate…all staff who handle 

proficiency testing sample on the rules regarding PT 

testing. 

 Periodically audit the routine processes for sending 

specimens between laboratories to ensure that PT samples 

are not included. 

 If a problem is discovered, report up through the 

organization and contact the institution’s legal counsel. 

 If a laboratory receives testing from other facilities, 

remember the requirement to report any proficiency testing 

referrals received by the laboratory. 

 Stay abreast of legislative activities and how the legislation 

currently under consideration might impact future CMS 

activity/sanctions. 
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