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On behalf of the American Society for Clinical Pathology (ASCP), we appreciate the opportunity to 
provide comments on the Request for Information: Revisions to Personnel Regulations, Proficiency 
Testing Referral, Histocompatibility Regulations and Fee Regulations under the Clinical Laboratory 
Improvement Amendments of 1988 (CLIA); CMS-3326-NC. These comments are focused on the RFI’s 
policy proposals specific to Proficiency Testing (PT) Referral.  Our perspective is based on our 
experience as a member organization representing physician and non-physician laboratory 
professions across the United States as well as a provider of a CMS-approved gynecological (GYN) 
Cytology PT program. 
 
The ASCP is a 501(c)(3) nonprofit medical specialty society representing over 100,000 members. 
Our members are board certified pathologists, other physicians, clinical scientists (PhDs), certified 
medical laboratory scientists/technologists and technicians, and educators. ASCP is one of the 
nation’s largest medical specialty societies and is the world’s largest organization representing the 
field of laboratory medicine and pathology. As the leading provider of continuing education for 
pathologists and medical laboratory personnel, ASCP enhances the quality of the profession 
through comprehensive educational programs, publications, and self-assessment materials. The 
ASCP also supports our membership and customers as we strive to stay on the leading edge of the 
profession. We provide the quality improvement education and assessment solutions our members 
need to remain current in the field and meet institutional, regulatory, licensure, and other 
requirements, such as ASCP’s Certification Maintenance Program (CMP) for non-physicians, 
Maintenance of Certification (MOC) for Physicians, and the College of American Pathologists’ (CAP) 
Laboratory Accreditation Program. ASCP is accredited by the Accreditation Council for Continuing 
Medical Education (ACCME) to provide continuing medical education (CME) for physicians, and has 
received Accreditation with Commendation status for the last 6 accreditation cycles. 
 
As an organization dedicated to improving the quality of laboratory testing and protecting patient 
health, ASCP strongly supports the framework of the Clinical Laboratory Improvement 
Amendments of 1988 (CLIA) as a means to further the goals to which our organization is 
committed. ASCP views proficiency testing as critically important to accurate and reliable testing. 
At the same time, however, we believe it is imperative that CMS, as CLIA’s primary enforcement 
agency, act in a manner consistent with a reasonable interpretation of the CLIA regulations.  
 
In the RFI, CMS indicates that it is seeking public comments on allowing for enhanced discretion in 
situations where the Agency determines that a laboratory has referred its PT samples to another 
laboratory and has reported the other laboratory's PT results as its own, and under what 
circumstances the discretion should be applied. 
 
 
Current PT Referral Requirements 
 
The current regulatory landscape for proficiency testing was published on May 2, 2014, when CMS 
released its Final Rule (0938-AR62) implementing the changes to proficiency testing brought about 
by the “Taking Essential Steps for Testing Act of 2012” (TEST Act) (Pub. L. 112-202).  In this rule, 
CMS proposed long overdue changes that would give it more discretion with regard to the severity 
of the punishments it would apply for cases involving PT referral.  In the final rule CMS divided the 
sanctions for PT referral into three categories based on the severity and extent of the referrals.  The 
penalties associated with these penalty tiers are as follows: 
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• Category One—These cases pertain to “most egregious violations, encompassing cases of 
repeat PT referral or cases where a laboratory reports another laboratory's test results as 
its own.  Here, CMS would revoke the laboratory’s CLIA license for one year and the 
laboratory owner and laboratory director would be barred from owning or operating a 
laboratory for one year.  A civil monetary penalty (CMP) could also be applied. 
 

• Category Two—In such cases, CMS would either suspend or limit (rather than revoke)  the 
CLIA license and would apply other sanctions, such as mandating retraining of laboratory 
testing staff, imposing a CMP, and imposing a directed plan of action.  In cases of a 
suspension of the license, on-site monitoring by state CLIA personnel would be required. 
 

• Category Three—This sanctions category would apply to those cases in which the 
laboratory does not receive the results of a referred PT specimen prior to the event cut-off 
date.  In such cases, the laboratory would have to pay a CMP and submit to a directed plan of 
correction, which would always require the training of staff. 
 

ASCP supports the use of strong sanctions against those providers or laboratories whose conduct 
shows a malicious or willful and purposeful intent to evade CLIA regulatory requirements or a 
general disregard for the CLIA PT requirements.  That said, under the current regulatory 
framework developed by CMS to handle PT referral, the Agency lacks sufficient discretion to 
differentiate appropriately between those cases that are truly egregious and those that do not.  
ASCP is concerned that the current rules have the potential to deal more harshly than necessary 
with cases of PT referral, such as those that are accidental or unintentional in nature.  As a result, 
we believe that CMS must provide itself with additional discretionary authority for all categories of 
PT referral.   
 
 
Intentional Proficiency Testing Referral 
 
According to the CLIA statute, Section 353(i)(4) of the Public Health Service Act (42 U.S.C. 
263a(i)(4)) requires that “[a]ny laboratory that the Secretary determines intentionally refers 
(emphasis added) its proficiency testing samples to another laboratory for analysis shall have its 
certificate revoked for at least one year and shall be subject to appropriate fines and penalties as 
provided for in subsection 353(h).” We believe that Congress was directing CMS to take action 
against those laboratories where proficiency testing referral is occurring for the express purpose of 
knowingly circumventing CLIA’s proficiency testing requirements. This is reflected in the agency’s 
definition of a similar term, “intentional violation,” which is defined as a “knowing and willful non-
compliance with any CLIA condition.” 
 
ASCP is troubled that the agency’s current interpretation of intent, which CMS has articulated as 
“general intent, as in intention to act,” captures events that may not have involved an intent to 
mislead CLIA officials and/or the laboratory’s accrediting agency.  From our perspective 
“intentional” PT referral should focus largely on those cases involved a malicious or willful and 
purposeful intent to evade CLIA’s regulatory requirements.   
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As a result, we believe CMS should seek out the authority to handle cases that the agency has 
determined do not involve the intent to mislead in a manner that involves lesser sanctions.  We offer 
two scenarios to support our belief that additional discretion is needed to handle accidental cases 
that trigger concerns of PT referral.  One is the example outlined in the September 23, 2013 
Proposed Rule [CMS–1443–P] where a courier mistakenly picks up and delivers a PT sample from 
one laboratory to another for analysis.  Another involves a clerical error involving an integrated 
health network.   In this second example, the networks’ primary laboratory orders PT for 
themselves and a small “satellite” laboratory with a separate CLIA number.  The problem develops 
when the PT results entered by the primary laboratory are found to be inconsistent with those 
obtained by the second laboratory.  Here, the paper trail should clearly support the results provided 
by the original testing location and also provide no evidence to suggest the sharing of results 
between the two laboratories.   
 
We recognize that sometimes it may be difficult to discern whether the intent was malicious, but we 
believe that the agency could base such determinations on the laboratories conduct after the 
accidental referral of the PT specimen or other factors.  For example, if the laboratory identifies the 
error and brings it to the attention of the appropriate authorities of if the laboratory’s has an 
excellent track record of CLIA compliance, we believe that this should be taken into account.  
However, if the laboratory reports the results of the other laboratory’s work as its own, we do not 
believe that the laboratory should be allowed to utilize a lesser sanction for accidental referral.   
 
 
Cytology and Proficiency Testing Referral 
 
While ASCP believes that the Agency needs more flexibility to handle PT cases broadly across 
laboratory medicine, we are concerned that this approach is insufficient to address a sub-specialty 
conundrum affecting Cytology PT.  As the Agency is aware, ASCP administers a CMS-approved GYN 
Cytology PT program.  This program is designed according to federal Clinical Laboratory 
Improvement Amendments of 1988 (CLIA) regulations to test basic locator and diagnostic skills for 
gynecologic cytology specimens.  It leverages the experience gained from over 40,000 individual 
tests, as well as the collective knowledge of ASCP cytopathology experts. Cytology PT is a glass 
slide-based PT (GSPT) program which requires the delivery of glass slides to each laboratory for 
review and then reporting of results directly back to ASCP. 
 
Per CLIA regulations, all laboratories that have “cytology (GYN)” listed on their CLIA certificate are 
required to enroll each of their laboratory or hospital sites providing such services into an 
approved GYN cytology PT program. The laboratories must ensure that each cytotechnologist and 
pathologist examining or interpreting GYN cytology preparations is enrolled and tested according 
to the regulatory protocol within the specified timeframes by a CMS-approved Cytology PT program 
each calendar year.  
 
Due to current economic, reimbursement, and practice realities, laboratories performing GYN 
interpretations are increasingly working in partnership with other laboratories, often under the 
same ownership.  In some instances, these laboratories are not only divided geographically 
(different states) but also by scope of practice.  For example, the “normal workflow” for these 
institutions may be to have the cytotechnologist(s), located in one laboratory (Laboratory A), 
screen, dot/mark, and render preliminary interpretation on GYN specimens and then ship them to 
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the cytopathologist(s), located at another location (Laboratory B), for final interpretation and sign-
out.  When it comes to PT, this scenario is deemed a violation of the CLIA PT Referral requirements 
as it involves one laboratory intentionally referring a PT specimen for review.   
 
Alternatively, if Laboratory A were to send the PT specimen back to the PT provider and the PT 
provider were to then send that PT specimen on to Laboratory B for a final interpretation/ 
diagnosis this too would be incompatible with the CLIA PT Regulations.  This is in large part 
because of section 353(d)(1)(E) of the Public Health Service Act (“ the Act”), which holds that the 
laboratory must “treat proficiency testing samples in the same manner (emphasis added) as it treats 
materials derived from the human body referred to it for laboratory examinations or other 
procedures in the ordinary course of business, except that no proficiency testing sample shall be 
referred to another laboratory for analysis as prohibited under subsection (i)(4).”  For the same 
reason, it would appear to be inappropriate for the cytopathologist to review a different slide than 
has been reviewed by a cytotechnologist, unless that cytopathologist did not rely on 
cytotechnologists for any portion of that laboratory’s review of cytologic materials.   
 
These three scenarios mean that it is essentially impossible for a cytology practice to comply with 
the current PT regulations if the cytotechnologists and cytopathologists are not physically in the 
same location on a regular basis.  As a result, it is imperative that CMS amend its regulation to 
reflect business practices that are increasingly necessary due to today’s financial and practice 
environment.  As CMS noted in its 2014 Final Rule, the financial impact of sanctions can be onerous.  
Not including the cost of legal fees, CMS estimated that the average cost of the sanctions applicable 
under the previous regulations were approximately $578,400 per laboratory and it projected that 
under the new alternative sanctions the average costs may be $150,000 per laboratory.   
 
Given the financial and professional costs associated with PT referral, we are concerned that this 
regulatory conundrum, coupled with the costs associated with legal and other fees could encourage 
cytology practices to discontinue their operations.  Such a development would likely be most 
problematic in rural and other underserved areas where alternative local testing services may not 
be readily available.  This regulatory challenge undermines patient care as well as the ability of the 
CLIA PT regulations to safeguard patient safety.   
 
We recognize that section 353(d)(1)(E) of the Public Health Services Act also states that “no 
proficiency testing sample shall be referred to another laboratory for analysis.”  This requires 
discussion.  With respect to cytology, this provision of “The Act” is in conflict with itself in that this 
text first requires that the laboratory “treat proficiency testing samples in the same manner 
(emphasis added) as it treats materials derived from the human body.”  This provision of the Act 
suggests that the “analysis” is performed by the laboratory to which the specimen has been 
referred.  We do not believe that this accurately reflects the events outlined in the cytology PT 
referral scenarios described above.  In the case of cytology, both cytotechnologists and the 
cytopathologists are working together as a team, with each part performing a unique and non-
overlapping task.  Here, the referring laboratory is not trying to utilize the PT results of the other 
laboratory as their own but as the combined work of the full cytology team.  This is the case 
whether the cytotechnologists and cytopathologists are working down the hall from each other or 
in different states, and regardless of whether the laboratories are under the same ownership or 
direction.   
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For cytology PT, the PT event is intended to assess the ability of this “team” to perform at an 
acceptable level of performance, regardless of the organizational structure, divisions of scope, or 
locations of the key personnel involved.  We believe this team dynamic, which does not exist 
elsewhere in pathology PT programs, helps resolve this apparent conflict.  As a result, we believe 
that CMS has the legal authority necessary to craft a new approach to address regulatory flaws 
within the cytology PT referral space.  Consequently, ASCP urges CMS to revise the current CLIA 
regulations to craft a policy for that enables cytology practices, regardless of the number of their 
testing sites or their division of scope, to remain in compliance with CLIA PT requirements.   
   
 
Virtual Cytology and the Existing Cytology PT Regulations  
 
Due to statutory requirements that proficiency testing samples must be treated in the same manner 
as patient specimens, PT programs have long required PT providers and participants to utilize glass 
slide-based PT (GSPT) programs.  This reflected cytology practice in place when these regulations 
were developed.  But practice, and technology, has changed markedly since then and virtual 
cytology is rapidly becoming the norm. 
 
In 1994, CDC awarded three 1-year cooperative agreements to promote the development of 
computer-based PT (CBPT) programs and to evaluate the acceptability of these programs by 
cytology personnel.  These awards were made to the ASCP, New England Medical Center, and 
Thomas Jefferson University. The three CBPT prototypes were pilot tested at the 1995 spring 
meetings of ASCP/CAP and the American Society for Cytotechnology.  More individuals indicated 
that they preferred the CBPT (68 percent) over GSPT. However, respondents indicated that the 
three cooperative agreements’ CBPT programs did not include a mechanism to fully evaluate 
locator skills. 
 
Almost twenty years ago, in June 1999, the Centers for Disease Control and Prevention (CDC) 
developed CytoViewTM II based on comments received from the CytoViewTM evaluation 
questionnaire. CytoViewTM II operates from a laptop computer, displaying images at a faster speed 
with a fluid focusing mechanism that more closely simulates the microscope and provides an 
instant display of the field of view at a higher magnification with a single mouse click. An additional 
feature allows tandem screening by a cytotechnologist or pathologist team. The cytotechnologist 
dots/marks areas of the slide and can write comments for the pathologist to review. The 
pathologist may then review only the marks, the entire slide, or a combination of the two features. 
The study1 recognized the need for field validation of all slides (glass and virtual) and concluded 
that, if both glass and virtual slides are referenced and field validated, the result of testing would be 
equivalent. As noted in CMS’s January 16, 2009 Cytology Proficiency Testing Proposed Rule, “if 
digital (virtual) images are permitted as cytology PT challenges, this system could be available for 
cytology PT.”2   
 

1 Acta Cytologica [Gagnon M., Inhorn S., and Hancock J., et al., Comparison of Cytology Proficiency Testing-
Glass Slides vs. Virtual Slides, 48 Acta Cytologica 788–794 (2004) 
2 42 CFR Part 493 Medicare, Medicaid, and Clinical Laboratory Improvement Amendments of 1988 (CLIA) 
Program; Cytology Proficiency Testing (PT); Proposed Rule, 74 Federal Register 3268, Friday, January 16, 
2009. 
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Virtual Slide Technology has progressed significantly since CytoView was developed in 1994.  With 
the implementation of whole-slide imaging (WSI), a technology that scans and converts GYN glass-
slide specimens into virtual slides, GYN PT specimens can be viewed remotely from a computer 
workstation located anywhere around the world.  Virtual slides would not only allow for the testing 
of diagnostic skills, but also locator skills; a feature missing in the CytoView™ version developed by 
the CDC.  It is becoming more prevalent in the standard laboratory practice and is projected to be 
“the standard of practice” of practitioners in the near future.   ASCP believes that the time has come 
for CMS to allow it to approve virtual slides as another valid gynecologic cytology testing option.  
Moreover, ASCP believes that allowing for the use of virtual slides PT testing may be one solution to 
the GYN PT Referral conundrum cited above. 
 
 
ASCP appreciates the opportunity to comment on this Request for Information. If we can be of any 
assistance, please contact Matthew Schulze, Director of the ASCP Center for Public Policy at 202-
408-1110 (x 2905) or Matthew.Schulze@ASCP.org.  
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