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CA DHCS Opposition - 2018



CA RUSP Legislation - 2017
• 2010 - Severe combined immunodeficiency and critical congenital heart disease adopted 

by the RUSP
• Average of 3-4 years to adopt these conditions into state newborn screening panels

• Prior to CA SB 1095 (Pan), California had to introduce new legislation with each RUSP 
addition 

• “This bill would require the department to expand statewide screening of newborns to 
include screening for any disease that is detectable in blood samples as soon as practicable, 
but no later than 2 years after the disease is adopted by the federal Recommended 
Uniform Screening Panel (RUSP), or enrollment of this bill, whichever is later.”

…does YOUR state have a barrier to RUSP implementation??



Nomination 
to the 
Recommended 
Universal 
Screening 
Panel (RUSP)



Why the RUSP?
Why now?



International Consensus - 2015
• Consensus group convened at international CMV conference in Brisbane, 

Australia in 2015

• “…consideration should be given to universal neonatal cytomegalovirus 
screening to enable early detection of congenital cytomegalovirus-infected 
infants, facilitating early detection and intervention for sensorineural hearing 
loss and developmental delay where appropriate (level 2b evidence).”

• Congenital cytomegalovirus infection in pregnancy and the neonate: consensus 
recommendations for prevention, diagnosis, and therapy. Lancet Infectious 
Disease 2017. William D Rawlinson, Suresh B Boppana, Karen B Fowler, David W 
Kimberlin, Tiziana Lazzarotto, Sophie Alain, Kate Daly, Sara Doutré, Laura Gibson, 
Michelle L Giles, Janelle Greenlee, Stuart T Hamilton, Gail J Harrison, Lisa Hui, 
Cheryl A Jones, Pamela Palasanthiran, Mark R Schleiss, Antonia W Shand, 
Wendy J van Zuylen



International Consensus - 2015
• “The consensus recommendations from the group were that the diagnosis of 

congenital cytomegalovirus infection in neonates should include real-time PCR 
of saliva, urine, or both, as soon as possible after birth but within the first 3 
weeks of life, with saliva as the preferred sample (level 2b evidence).”

• Congenital cytomegalovirus infection in pregnancy and the neonate: consensus 
recommendations for prevention, diagnosis, and therapy. Lancet Infectious 
Disease 2017. William D Rawlinson, Suresh B Boppana, Karen B Fowler, David W 
Kimberlin, Tiziana Lazzarotto, Sophie Alain, Kate Daly, Sara Doutré, Laura Gibson, 
Michelle L Giles, Janelle Greenlee, Stuart T Hamilton, Gail J Harrison, Lisa Hui, 
Cheryl A Jones, Pamela Palasanthiran, Mark R Schleiss, Antonia W Shand, 
Wendy J van Zuylen



Pediatrics - 2017 
• “A targeted CMV screening approach does identify the majority of infants with 

CMV-related SNHL in the newborn period. However, this method fails to 
identify a significant number of infants with CMV-related SNHL during infancy 
highlighting the need to develop approaches to improve detection of CMV-
related hearing loss at birth. Strategies to identify all infants with cCMV who 
remain at risk for late onset and progressive hearing losses are needed.”

• A Targeted Approach for Congenital Cytomegalovirus Screening Within Newborn 
Hearing Screening. Pediatrics Volume 139 , number 2 , February 2017. Karen B. 
Fowler, DrPH, a Faye P. McCollister, EdD, b Diane L. Sabo, PhD, c Angela G. 
Shoup, PhD, d Kris E. Owen, AuD, d Julie L. Woodruff, AuD, e Edith Cox, AuD, f 
Lisa S. Mohamed, AuD, f Daniel I. Choo, MD, g Suresh B. Boppana, MD, h on 
behalf of the CHIMES Study



Maine Study Group - 2017
• Recommendation #3: “Require a targeted screening approach with the long-

term goal of universal screening - The workgroup recommends that providers be 
required to screen newborn babies for cCMV at the time of birth. The group 
supports the long-term goal of universal saliva/urine screening because it is 
currently thought to be the most reliable means of early detection. However, 
given the practicality and potential cost of universal saliva/urine screening, the 
group urges the legislature to require targeted screening for newborn babies 
after two failed hearing tests, or the presence of other risk factors, before 
hospital discharge.”

• Maine CDC CMV Report. Submitted to the Joint Standing Committee on Health 
and Human Services. 2017.



AAP Newsletter - 2014



AAP Editorial - 2015
• “During the 2015 state legislative sessions, lawmakers again delved into the contentious 

issue of cytomegalovirus (CMV) screening for newborns who fail an infant hearing test. In 
their response to the proposed legislation, AAP chapters sought to balance the concerns 
of families about infant hearing loss and the need to ensure evidence-based practices —
which do not support screening of newborns for CMV who fail an infant hearing test but 
are otherwise asymptomatic — are reflected in state law.”

• Chapters Views and News: Chapters respond to state bills seeking mandatory CMV screening from the AAP Department 
of Practice and Division of Quality. 2015.



AAP Quotes - 2015
• “With no proof of benefit and with the potential for harm from antiviral treatment, we 

should be very careful in considering universal treatment of these babies. These kinds of 
laws may indirectly result in or drive such treatment, though, because we all know that 
when a baby is identified through the law’s mandated screening following a failed hearing 
test, then the parents and doctor often will feel they must ‘do something.’ In doing so, we 
could be hurting the very children we are trying to help.” 

• “I think it’s important to ask legislators considering similar kinds of legislative mandates on 
clinical practice, ‘What is the scientific evidence that supports this mandate?’ …codifying 
diagnosis and treatment modalities into state law is fraught with peril and may 
ultimately lead to worse outcomes for kids that need our help the most.”

• Chapters Views and News: Chapters respond to state bills seeking mandatory CMV screening from the AAP Department 
of Practice and Division of Quality. 2015.



AAP Position - 2017
• “According to current AAP Red Book recommendations, antiviral therapy should be limited 

to patients with symptomatic congenital CMV disease within the first month of life. Infants 
with asymptomatic congenital CMV infection should not receive antiviral treatment, as 
antivirals for the treatment of CMV can be potentially toxic. For this reason, the AAP does 
not support state laws mandating targeted screening for CMV infection as defined above. 
The AAP encourages continued assessment of the potential benefits and risks of 
universal screening of infants for CMV, as this approach would better identify all babies 
who are at risk of CMV-associated hearing loss. Mandatory universal screening for CMV 
infections is not ready for implementation through state laws, but is being debated 
actively among state legislators and advocacy groups at this time.”

• State Advocacy Engagement on Congenital Cytomegalovirus (CMV) Detection Guidance for AAP Chapters. 2017.



RUSP Nomination
• https://www.hrsa.gov/advisory-committees/heritable-

disorders/rusp/nominate.html
• The Committee encourages individuals and organizations to form multi-

disciplinary teams to submit nominations for conditions to be considered for 
inclusion on the RUSP. Teams should include researchers and/or clinicians with 
expertise on the condition being nominated, advocacy and/or professional 
organizations with knowledge of issues relevant to newborn screening, and 
interested consumers/individuals.

https://www.hrsa.gov/advisory-committees/heritable-disorders/rusp/nominate.html


Nomination and Prioritization Workgroup
The Committee's Nomination and Prioritization(N&P) Workgroup reviews the completed 
Nomination Package and compiles a summary for Committee consideration. The Committee 
decides if sufficient evidence is available, and votes to assign, or not assign, the nominated 
condition to the external Condition Review Workgroup. Nominators whose conditions are 
not assigned to the Condition Review Workgroup are provided with feedback.

Condition Review Workgroup
The external Condition Review Workgroup completes a systematic evidence-based review, 
provides updates, and presents a final report to the Committee on assigned conditions.

Committee Deliberations and Vote
The Committee discusses and deliberates on the evidence presented by the Condition 
Review Workgroup. The Committee uses a decision matrix to guide their final decisions. Then 
the Committee votes to recommend or not recommend adding the nominated condition to 
the RUSP for consideration by the Secretary of Health and Human Services. Nominators 
whose conditions are not recommended for addition to the RUSP are provided with 
feedback.

Final Decision
The Secretary of Health and Human Services makes the final decision on whether to add, or 
not add, a recommended condition to the RUSP.

RUSP Nomination

https://www.hrsa.gov/advisory-committees/heritable-disorders/rusp/previous-nominations.html
https://www.hrsa.gov/advisory-committees/heritable-disorders/rusp/previous-nominations.html
https://www.hrsa.gov/sites/default/files/hrsa/advisory-committees/heritable-disorders/rusp/Nominate-condition/decision-matrix.pdf
https://www.hrsa.gov/advisory-committees/heritable-disorders/recommendations-reports/index.html


RUSP Nomination















How can you help the RUSP?

• Watch National CMV Foundation for requests for 
calls and letters of support.
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