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• Long-term follow-up study of cCMV screen-positive newborns

• Goal: Systematically follow all children through 2 years of life

• Enrollment estimate: 500-1,000 children (0.25 – 0.5% cCMV rate)

• Periodic assessments of:
• Clinical findings
• Antiviral treatment status
• Neurodevelopmental outcomes
• Audiological outcomes
• Ophthalmological outcomes



Study Objectives
• To enroll at least 90% of all cCMV screen-positive infants across NYS

• To determine the rate of confirmed cCMV in a statewide cohort

• To describe the distribution of neonatal features among children with confirmed 
cCMV

• To describe trends in antiviral and non-pharmaceutical treatments, adverse effects, 
and impact on long-term outcomes

• To assess the long-term audiologic, neurologic, and developmental outcomes

• To describe the impact of a positive cCMV screen on the quality of life (QoL) of 
infants and families



PROACTIVE Study Sites
• Study referral & 

enrollment

• 11 study sites

• Study partners
• NYS DOH NBS
• Frontier Science



Participant enrollment categories
- Category 1: Confirmed cCMV identified by NBS
- Category 2: Confirmed cCMV not identified by NBS (False-negative cCMV screen)
- Category 3: False-positive cCMV screen
- Category 4: Premature infants with confirmed cCMV on late positive NBS



Study Entry Visit
(Birth – 1 month old)
Newborn diagnostic evaluation
◦ Maternal CMV history
◦ Confirmatory CMV PCR results
◦ Physical exam findings
◦ Lab results
◦ Imaging
◦ Neonatal hearing screen results
◦ Ophthalmologic screening

Treatment decisions
◦ Treatment provided
◦ Toxicities



Long-Term Outcomes: 
Neurodevelopment

Neurodevelopmental Assessment Screening
◦ ASQ-3
◦ ASQ:SE-2
◦ MCHAT-R/F

Children with developmental delays 
identified

◦ Early Intervention referral
◦ Neuropsychology assessment
◦ Bayley-III
◦ Vineland Adaptive Behavior Scales



Long-Term Outcomes:
Hearing and Vision

Audiological monitoring
◦ Every 3-6 months (or more frequent)
◦ Interventions provided

Ophthalmologic monitoring
◦ High-risk infants
◦ Every 6-12 months, per Ophtho recommendations



Quality of Life
QoL Assessment
◦ Cross-sectional QoL assessment at 1 year from study start date
◦ Second QoL assessment when each child reaches 2 years of life





Data shown 
here is fake
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Questions?
Andrew.Handel@stonybrookmedicine.edu


	Slide Number 1
	Disclosures
	Slide Number 3
	Study Objectives
	PROACTIVE Study Sites
	Participant enrollment categories
	Study Entry Visit�(Birth – 1 month old)
	Long-Term Outcomes: Neurodevelopment
	Long-Term Outcomes:�Hearing and Vision
	Quality of Life
	Slide Number 11
	Slide Number 12
	Thank you!
	Questions?

