

Attachment 1: Authorizing Legislation		
The following statutes and appropriations authorize the ED3N Information Collection:

	Law or Regulation
	Subdivision or Section

	Newborn Screening Saves Lives Reauthorization Act
	Section 6:
The Secretary, acting through the Director of the Centers for Disease Control and Prevention and in consultation with the Advisory Committee on Heritable Disorders in Newborns and Children established under section 300b–10 of this title, shall provide for—
(1) quality assurance for laboratories involved in screening newborns and children for heritable disorders, including quality assurance for newborn-screening tests, performance evaluation services, and technical assistance and technology transfer to newborn screening laboratories to ensure analytic validity and utility of screening tests; and
(2) appropriate quality control and other performance test materials to evaluate the performance of new screening tools.


	Senate Report 115-289: DEPARTMENTS OF LABOR, HEALTH AND HUMAN SERVICES, AND EDUCATION, AND RELATED AGENCIES 
APPROPRIATIONS BILL, 2019 
	Page 77 
The Committee requests CDC to provide an update in the fiscal year 2020 CJ on how CDC will use the additional funding provided in fiscal year 2018 to expand CDC’s quality assurance materials, as well as critical infrastructure and development of tests for rare conditions… 
The plan should also include capacity-building support for State laboratory staff to be able to interpret results and minimize false positives as well as a system to monitor performance of labs in this work. The Committee recommends that CDC develop working groups involving all stakeholders, including the newborn screening community, to address these and future concerns.

	House Report 115-862: DEPARTMENTS OF LABOR, HEALTH AND HUMAN SERVICES, AND EDUCATION, AND RELATED AGENCIES
APPROPRIATIONS BILL, 2019 
	Page 47
The Committee is aware that State laboratories need specialized support to begin screening for additional newborn conditions and recognizes CDC’s expertise in working with laboratories to implement accurate newborn screening tests. The Committee supports the Newborn Screening Quality Assurance Program to support State laboratories as they implement screening for new disorders.







