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STATEMENT OF BASIS AND PURPOSE  
AND SPECIFIC STATUTORY AUTHORITY FOR  

Amendments to Rules and Regulations Pertaining to Newborn Screening             
 

May 17, 2012 
 

Basis and Purpose:   Under Section §25-4-1004(1) (b) C.R.S., the Board of Health has the 
authority to promulgate and make changes to the Newborn Screening rules and regulations 
regarding procedures, testing and reporting, quality assurance, and the disorders for the FIRST 
screen.  The Executive Director is vested with the authority to make changes to the SECOND 
screen under §25-4-1004.5 C.R.S. 
 
The proposed changes involve the revision of the procedures for sample collection and delivery 
to the laboratory, specifically, the limited use of USPS for delivery (it will be disallowed for the 
first screen but allowed for the second screen), and the effect on testing quality and timeliness of 
reporting of results.  The guidelines referenced for sample collection are outlined in the Clinical 
and Laboratory Standards Institute (CLSI) document:  Blood Collection on Filter Paper for 
Newborn Screening.  Approved Standard – fifth Edition LA4-A5 Vol. 27 No. 20.  Input was also 
solicited from other state’s newborn screening programs, stakeholders, and the Colorado 
Newborn Screening Advisory Committee to align the associated regulatory language with best 
practice. 
 
Specific Statutory Authority:  These rules are promulgated pursuant to the following statutes: 
Sections 25-4-801 through 25-4-804 and 25-4-1001 through 25-4-1006 (not including Section 
25-4-1004.7) C.R.S (1998), the Newborn Screening Regulations are established. 
 
Major Factual and Policy Issues Encountered: The USPS will likely implement cost savings 
measures in the near future aimed at reducing their deficit and resulting in the delayed delivery 
of first class mail. 
 
Alternative Rules Considered and Why Rejected:  None 
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