
 

 

June 16, 2016 

 

Thomas Hamilton 

Director, Survey and Certification Group 

Centers for Medicare and Medicaid Services 

7500 Security Boulevard, C2-21-16  

Baltimore, MD  21244-1850 

 

Re: Memorandum (S&C -16-18-CLIA) 

 

Dear Mr. Hamilton: 

 

The undersigned societies represented on the ASCP Board of Certification (BOC) Board of 

Governors are writing to address several issues pertaining to a recent Memorandum (S&C -16-18-

CLIA) from the Centers for Medicare and Medicaid Services (CMS) to State CLIA Survey Agency 

Directors. In it, CMS announces that an associate’s or bachelor’s degree in nursing is the equivalent 

to an associate or bachelor’s degree, respectively, in biological sciences for purposes of performing 

moderate and/or high complexity testing. CMS also instructs CMS surveyors to accept Primary 

Source Verification (PSV) documents as evidence of laboratory compliance with the personnel 

requirements specified in 42 CFS 493, Subpart M of the Clinical Laboratory Improvement 

Amendments (CLIA) of 1988 regulations. The ASCP BOC would like to meet with CMS staff to 

discuss these issues. 

 

I. Recognition of the Nursing Degree as Equivalent to a Degree in Biological Sciences 

We would like to begin by noting that we have great respect for the nursing profession and fully 

believe that the associate’s and bachelor’s degrees in nursing provides outstanding training for 

professionals in the nursing field. That said, the nursing degree is not intended to be, nor should it be 

viewed as, the equivalent of a degree in biological sciences or any other natural science degree 

required of laboratory testing professionals to perform moderate and high complexity diagnostic 

testing services. It should be viewed for what it is, a health services degree focused on nursing—not 

laboratory diagnostics. 

 

In both scope and depth, the natural science coursework required for a biological sciences degree 

vastly outweighs the natural science coursework required as part of a nursing degree. For sake of 

discussion, we are attaching the coursework requirements for a baccalaureate degree in biological 

sciences and nursing from the University of Maryland, which reflects the coursework requirements 

typical for these degrees. We are also attaching the coursework requirements for several other 

programs to further illustrate this point.   

 

At the University of Maryland, the coursework requirements for a bachelor of sciences degree in 

biological sciences includes a total of at least 63 hours of natural sciences (mathematics course hours 

subtracted from degree requirements), including at least 39 hours of major requirements in the 

biological sciences and 32 hours of prerequisites—almost all of which is in chemistry and physics. In 

contrast, the University of Maryland nursing degree appears to include only 16 hours of natural 

sciences, including only 12 hours of biological sciences (Human Anatomy and Physiology I and II 

and Microbiology) and 4 hours of chemistry (General Chemistry). Moreover, we note that the degree 

requirements for biological science degrees involve more advanced science instruction than does 
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nursing.  For biological sciences, approximately 40 percent of the coursework must be 300/400 level 

classes.  In contrast, the nursing degree does not appear to specify that the science coursework be 

beyond an introductory level (100-level coursework may be sufficient).  University of Maryland 

nursing degree would still appear to contain less than a third of the biological sciences contained in a 

biological science degree (12 vs. 39 hours) and approximately a quarter of the natural sciences of a 

general biological sciences degree (16 hours v. 63 hours).  Simply put, the nursing degree does not 

compare to the degree in biological sciences. 

 

A similar contrast exists at the associate degree level. 

 

Besides the comparative lack of academic coursework in the relevant natural sciences, we are also 

troubled with CMS’s action to excuse individuals with a degree in nursing from the requirement to 

complete clinical training prior to engaging in patient testing. Per the CLIA regulatory requirements 

for high complexity testing, individuals who possess a bachelor’s degree or higher in a “chemical, 

physical, biological science” are exempt from the requirement to complete specific clinical training in 

laboratory sciences before performing diagnostic testing [See 42 CFR 493.1489(b)(1)]. Ironically, 

only those individuals with an earned “associate degree in a laboratory science or medical laboratory 

technology” are required to complete an accredited training program or other documented laboratory 

training prior to performing patient testing [See 42 CFR 493.1489(b)(ii)(B)].  We have serious 

concerns about individuals performing laboratory testing without adequate/appropriate clinical 

training. This training is essential to ensure a thorough understanding of quality assurance and quality 

control requirements necessary to produce quality laboratory test results and ensure quality patient 

care. 

 

Another point that bears mentioning is that CMS appears to have opened a pathway for the nursing 

degree to qualify individuals to serve in senior technical leadership positions within moderate and 

high complexity clinical laboratories. Under CLIA, an individual with a bachelor’s degree in a 

chemical, physical or biological science (nursing) may serve as a laboratory director or technical 

supervisor in a moderate complexity laboratory [See 42 CFR 493.1405(b)(5) and 42 CFR 

493.1411(b)(4), respectively]. Additionally, such a degree holder would also be able to serve as a 

general supervisor or technical supervisor (over certain non-anatomic specialties) in a high 

complexity laboratory [See 42 493.1461(c)(2) and 42 CFR 493.1449), respectively]. Of course, these 

positions require work experience but no requirement to complete specific clinical training prior to 

engaging in patient testing.  

 

We are concerned that the equivalency determination significantly lowers the qualifications necessary 

to perform high and moderate complexity testing and could have significant repercussions for test 

quality and patient safety. We request an opportunity to meet with CMS to discuss this issue to better 

understand the Agency’s purpose behind its declaration and to determine if there may be alternative 

approaches that may better address our shared goals of ensuring access to quality laboratory testing.  

 

II. Changes in CMS Acceptance of PSV Documentation for CLIA Compliance 

In the April 1 Memorandum, CMS states that it “had many requests from laboratories, accreditation 

organizations, and other health care facilities to accept Primary Source Verification (PSV) of 

education, training, experience, and licensure in laboratory services in order to demonstrate 

compliance with regulatory requirements.”  In the memorandum, CMS states that “PSV companies 

merely confirm that the asserted training, degrees and credentialing have been achieved or conferred” 

so that “the surveyor and laboratory [can] determine if the applicant meets the [CLIA] personnel 

requirements.”  
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CMS notes that its “Central Office (CO) continues to receive inquiries from CLIA surveyors as to 

whether the laboratory can present an individual’s professional certification, such as medical 

technology certification or nursing licenses, as the only type of documentation to meet the CLIA 

personnel requirements” (emphasis added).  Unfortunately, the memorandum then states, “this type 

of documentation IS NOT considered sufficient evidence of meeting the personnel qualifications.”  

CMS also notes that it is the Agency’s “current understanding [that] PSV companies do not verify 

transcripts.”   

 

It is this point we wish to discuss with CMS.  We believe that CMS should allow ASCP BOC to serve 

as a PSV entity.  CMS should be aware that as part of the process of certifying laboratory 

professionals ASCP DOES verify earned degrees, academic transcripts, clinical training and/or work 

experience. The ASCP BOC certification program is a formal process that requires education; clinical 

training and/or experience; and successful completion of the certification examination. Below are 

eligibility requirements for routes 1 & 4 for Medical Laboratory Scientist.   

MEDICAL LABORATORY SCIENTIST ELIGIBILITY ROUTES 1 & 4 

ROUTE 1: A baccalaureate degree from a regionally accredited college/university including 

courses in biological science, chemistry and mathematics, AND successful completion of a 

NAACLS accredited Medical Laboratory Scientist program within the last five years. 

ROUTE 4: A baccalaureate degree from a regionally accredited college/university, including 

16 semester hours (24 quarter hours) of biological science (with one semester in 

microbiology), 16 semester hours (24 quarter hours) of chemistry (with one semester in 

organic or biochemistry), one semester (one quarter) of mathematics, AND five years of full 

time acceptable clinical laboratory experience in blood banking, chemistry, hematology, 

microbiology, immunology, and urinalysis/body fluids in the U.S., Canada or an accredited 

laboratory* within the last ten years. 

In the above example, the ASCP BOC verifies the following: transcripts for the appropriate number 

of hours and category (biological science, chemistry, mathematics, etc.) of coursework; transcript 

conferring baccalaureate degree; training program completion; and/or documentation of required 

amount of clinical experience. These eligibility requirements must be met utilizing PSV 

documentation before an individual is found eligible to sit for the ASCP BOC certification 

examination. ASCP BOC provides primary source verification (PSV) of all BOC certifications 

through an online order process.  

 

Because of its ability to reduce the documentary burden of verifying compliance with the CLIA 

personnel requirements, we warmly welcomed the news that CMS would accept PSV documentation 

as evidence of compliance.  We further believe that allowing clinical laboratories to utilize ASCP 

BOC certification verification as a PSV document would significantly reduce the burden on 

laboratories and surveyors of documenting compliance with these requirements.  Therefore, we are 

requesting that CMS recognize the ASCP Board of Certification as a PSV entity on which clinical 

laboratories could rely for purposes of determining whether the degrees, certificates, diplomas, 

training programs and/or work experience of their testing personnel satisfies CLIA personnel 

requirements.   
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The ASCP Board of Certification’s mission is to provide excellence in certification of laboratory 

professionals on behalf of patients worldwide. We are considered the gold standard certification for 

medical laboratory professionals around the world. The ASCP Board of Registry (BOR) began in 

1928. In 2009, the BOC was formed by the merger of the ASCP-Board of Registry (BOR) and the 

National Credentialing Agency (NCA). We are an independent certification agency that develops 

relevant standards and procedures to assure the competence of medical laboratory personnel and have 

certified over 514,000 laboratory professionals in the United States and internationally. We are the 

only ANSI accredited certifying body of laboratory professionals and have one of the largest 

accredited certification programs (21 certifications). Our credentials are recognized for licensure in all 

US licensure states and we are the sole provider of licensure exams in New York and provide many 

of the California licensure exams. The BOC’s governing body is the Board of Governors (BOG). The 

Board of Governors (BOG) of the BOC is composed of representatives from many laboratory 

professional organizations including the three sponsoring organizations (AGT, ASCLS, and ASCP), 

six participating organizations (AABB, AAPA, ASC, ASM, CLMA and NSH), two collaborating 

partners (AACC and ASH) and one public member. The BOG oversees the BOC credential program 

ensuring its impartiality and continually monitoring the performance of existing credentials while 

considering the potential of new credential products and services. 

 

We appreciate the opportunity to raise these concerns.  Matthew Schulze, Director of ASCP’s Center 

for Public Policy, will be in contact with your office soon to set up a meeting. Should you need to 

contact him, he can be reached at (202) 347-4450. 

 

 

Sincerely, 

 

Kathleen Hansen, MLS(ASCP)
CM

 

Chair 

Board of Certification Board of Governors 

 

Patricia Dowling, PhD, FACMG 

President 

Association of Genetic Technologists 

Jim Flanigan, CAE 

Executive Vice President 

American Society for Clinical Laboratory Science  

 

David N.B. Lewin, MD, FASCP 

President 

American Society for Clinical Pathology 

 

Jon Wagner  

Chair,  Board of Trustees   

American Association of Pathologists' Assistants 

 

Eva M Wojcik, MD, MIAC, FASCP  

President 

American Society of Cytopathology 

 

Patty J. Eschliman, MHA, MLS(ASCP)
CM 

DLM
CM

 

President 

Clinical Laboratory Management Association 

Elizabeth  Sheppard, MBA, HT(ASCP) 

President 

National Society for Histotechnology 

 

 

 

 

cc:  Karen Dyer, MT(ASCP)DLM, CMS, DLS  

 Burton W. Wilcke, Jr., Ph.D., CLIAC Chair 

 Kathleen Hansen, MLS(ASCP)
CM

 

 

Attachments 


