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October 4, 2016 
 
Andy Slavitt 
Acting Administrator 
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. Slavitt:  

The National Accrediting Agency for Clinical Laboratory Sciences (NAACLS) is 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 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. 
We have the following concerns about the “Recognition of the Nursing Degree as Equivalent to a Degree 
in Biological Sciences”. 

Whenever there is an attempt to equalize two different professions one must first compare the scope of 
practices of those professions for similarities and contrasts.  Often times, various stark differences will 
reveal themselves so blatantly apparent that any outcome other than establishing their non-equivalency is 
simply wrong.  According to the American Nurses Association, their responsibilities include: 

• Perform physical exams and health histories 
• Provide health promotion, counseling and education 
• Administer medications, wound care, and numerous other personalized preventions 
• Interpret patient information and make critical decisions about needed actions 
• Coordinate care, in collaboration with a wide array of healthcare professionals 
• Direct and supervise care delivered by other healthcare personnel like LPNs and nurse aids 
• Conduct research in support of improved practice and patient outcomes 

The basic definition of biological sciences is the study of life and living organisms which includes their 
structure, growth, evolution, and taxonomy.  Furthermore, if we take this very broad definition and apply 
it to laboratory medicine, the basis of the recent CMS Memorandum (S&C -16-18-CLIA) concerning 
the performance of moderate and/or high complexity testing should only be applied to laboratory testing 
professionals.  Their responsibilities include: 

• Collect, test and analyze human biological materials to support patient diagnosis, management 
and treatment. 



  
 

5600 N. River Road, Suite 720  Rosemont, IL  60018 
773.714.8880,  773.714.8886 (fax),  info@naacls.org   

www.naacls.org 
 

• Selection of appropriate samples and preparation for testing and analysis. 
• Appropriate use of sophisticated laboratory equipment. 
• Analyze and interpret laboratory results and report findings to referring physicians. 
• Advise of the need for further relevant testing. 

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.  

The National Accrediting Agency for Clinical Laboratory Science is committed to being the premier 
international agency for accreditation and approval of education programs in the clinical laboratory 
sciences and related health care professions.  This is demonstrated by setting standards for education 
programs of high quality in clinical laboratory sciences and related health professions.  In both scope and 
depth, the natural science coursework required for a biological sciences degree and its application to 
clinical laboratory science vastly outweighs the natural science coursework required as part of a nursing 
degree. Attached is a copy of NAACLS standards for education requirements for the clinical laboratory 
profession that is designed for entry-level competence for performing moderate and high complexity 
testing in a clinical laboratory environment. 

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]. These positions require work experience but no requirement to 
complete specific clinical training prior to engaging in patient testing.  
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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 would be happy to further explore this issue with CMS 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 patient safety and access to quality laboratory testing.  

NAACLS is committed to being the premier international agency for accreditation and approval of 
educational programs in the clinical laboratory sciences. NAACLS demonstrates commitment to public 
service by setting standards for education programs of high quality in clinical laboratory sciences and 
related health professions.  NAACLS is sponsored by the American Society for Clinical Pathology 
(ASCP) and the American Society for Clinical Laboratory Sciences (ASCLS). Participating organizations 
include the American Association of Pathologists’ Assistants (AAPA), the National Society for 
Histotechnology (NHS), and the American Genetic Association (AGT). NAACLS is recognized by the 
Council for Higher Education Accreditation (CHEA). Our agency accredits and approves over 600 higher 
education programs in the clinical laboratory science professions. The NAACLS community firmly 
believes that healthcare consumers across the nation are entitled to the provision of clinical laboratory 
services supervised and conducted by competent, appropriately educated laboratory professionals. We 
have concerns about the quality of laboratory services and the safety of the public should the issues we 
raise in this correspondence become formalized. We urge CMS to rescind this policy. 

We appreciate the opportunity to raise these concerns. Representatives of the NAACLS Board of 
Directors welcome the opportunity to discuss our concerns. NAACLS may be reached by telephoning 
773-714-8880.  

Sincerely,  

 

 
Yasmen Simonian, President 
Board of Directors 
National Accrediting Agency for Clinical Laboratory Sciences 
 
Attachment:  NAACLS Standards 
 
 
 
 
 
 
 
 
 


