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VA 
	
                                  
      U.S. Department 
  of Veterans Affairs


Office of the Secretary					In Reply Refer To: 00REG Washington DC 20420


Date:  October 17, 2018  


Subj:	Economic Impact Analysis for RIN 2900- AP64, Adopting Standards for Laboratory Requirements

	I have reviewed this rulemaking package and determined the following.

1.  This rulemaking will not have an annual effect on the economy of $100 million or more, as set forth in Executive Order 12866.  

2.  This rulemaking will not have a significant economic impact on a substantial number of small entities under the Regulatory Flexibility Act, 5 U.S.C. 601-612.   

3.  This rulemaking will not result in the expenditure of $100 million or more by State, local, and tribal governments, in the aggregate, or by the private sector, under the Unfunded Mandates Reform Act of 1995, 2 U.S.C. 1532. 

4.  Attached please find the relevant cost impact document. 

(Attachment):  Agency’s Impact Analysis, dated June 14, 2018



Approved by:
Jeffrey M. Martin
Impact Analyst
Office of Regulation Policy & Management (00REG)
Office of the Secretary













(Attachment)

Impact Analysis for RIN 2900-AP64
Title of Regulation: Adopting Standards for Laboratory Requirements

Purpose:  To determine the economic impact of this rulemaking.

Background:  The Department of Veterans Affairs (VA) proposes to amend its medical regulations to formally establish standards for VA clinical laboratories, of which there are currently 996.  The Department of Health and Human Services (HHS) has established standards at 42 CFR part 493 for the staffing, management, procedures, and oversight of clinical laboratories that perform testing used for the diagnosis, prevention, or treatment of any disease or impairment of, or health assessment of human beings.  VA is required, in consultation with HHS, to establish standards for VA clinical laboratories equal to those standards applicable to other clinical laboratories.  As a matter of policy and practice VA has applied HHS standards to its VA laboratory operations, and this proposed rule would formalize this current practice and formally implement section 101 of Public Law 102-139.  In 1991, Public Law 102-139, section 101(a) was enacted, exempting VA from CLIA-88 and requiring instead that VA, in consultation with HHS, “establish standards equal to that applicable to other medical facility laboratories in accordance with the requirements of section 353(f) of the Public Health Service Act.”  The intent was that VA clinical laboratories would meet the general requirements of CLIA-88 but that VA would manage enforcement and oversight.  This proposed rule would establish quality standards for laboratory testing performed on specimens from humans, such as blood, body fluid and tissue, for the purpose of diagnosis, prevention, or treatment of disease, or assessment of health.  Specifically, it would address how VA applies 42 CFR part 493 as a controlling standard for VA medical facility laboratories. 

Estimated Impact:  VA has determined that there will be costs associated with this rulemaking.  HHS estimated in its 1992 regulatory impact statement for the CLIA regulations an increased cost to American laboratories of between $1.2 to $2.1 billion to the laboratory industry.  See 57 FR 7106.  This is in line with what has been observed within VA of a $10-17 million per year cost to the VHA budget for the costs of certification and proficiency testing since the implementation of the CLIA 88 regulations. Since implementation, VA has also realized a number of the benefits predicted by the HHS assessment.  Improvements in quality of testing and in personnel efficiency have been documented demonstrating  that VA is able to provide lab services at roughly one third the cost of Medicare or saves roughly $4 billion annually in clinical costs compared to use of the private sector.  This enhanced productivity of VA personnel resulting in a lower cost per test has been documented in an independent scientific study conducted by the College of American Pathology and published in the Archives of Pathology & Laboratory Medicine Journal (Arch Pathol Lab Med. 2003 Dec;127(12):1557-64 https://www.ncbi.nlm.nih.gov/pubmed/14632578.)


Alternatives Considered:  VA considered alternatives to this regulatory action, which included having HHS provide direct oversight of VA laboratories.  However, this would not be feasible.  VA needs to dictate and provide oversight on how VA laboratories will function, particularly as HHS promulgates regulations for management and oversight of Medicare and Medicaid, under which VA does not participate. Since VA is a Federal agency, HHS also expects VA to administer their own services and provide oversight over its own laboratories.  Additionally, VA considered continuing the current practice of compliance with HHS standards without modifying the Code of Federal Regulations. However, VA is required by law (section 101 of Public Law 102-139) to establish standards for VA laboratories so we would not be complying with the requirement for formal rulemaking if we did not formally establish these standards in regulation.  

Paperwork Reduction Act:  This rulemaking contains no provisions constituting a collection of information under the Paperwork Reduction Act of 1995 (44 U.S.C. 3501-3521).

PRA Impact:  No PRA impact. 


Submitted by:
Kathleen McLatchie, 
National Enforcement Officer Pathology & Laboratory Medicine Service, 
Specialty Care Services (10P11P)
Department of Veterans Affairs
Washington, DC 20420
June 14, 2018


image1.jpeg




