Summary of National Children’s Study
Independent Study Monitoring and Oversight Committee (iISMOC)
Discussion on 12/07/10

The National Children’s Study iSMOC met on December 7, 2010 in Rockville, Maryland and
discussed the following topics:

= The committee received presentations on changes in National Children’s Study Program
Office organization, the revised Vanguard Phase protocol document and amendments, the
status of the initial seven Vanguard Study Centers, the alternate recruitment strategy
substudies, the Vanguard Study’s new data collection model, the Study’s federated IRB
model, and formative research.

= Study progress data were presented and reviewed. Those data represent approximately 18
months of study conduct by the seven initial Vanguard Study Centers.

= The iISMOC noted that previously observed trends in eligibility and enrollment persisted,

supporting previous recommendations for evaluation of alternative approaches to recruitment

of eligible pregnant women.

= The iSMOC reviewed progress in completion of different Study visit types and individual
components of each visit type.

= The iISMOC discussed two additional topics: provision of publicly available health and safety

educational materials to potential Study participants, and provider incentives for the
provider-based recruitment strategy substudy. The committee endorsed the concept that
health and safety information (such as NICHD’s “Back to Sleep” campaign to prevent

Sudden Infant Death Syndrome) should be provided to potential participants. The committee

recommended that provider incentives not include capitation-based monetary incentives but
should include a uniform menu of incentive options across all locations.

The next review is scheduled to occur in approximately 6 months in Rockville, Maryland.



