29

Appendix A
1052811 Pitps-fere searth emony. W EMOny Do K TUMSRF4SITA03EBIDMILSN. .
_) b M() RY Incditutional Baview Boa-d
UMNIYERSITY

TO: Kooy Hub
Principal Fmvesti
Global Health

DATE: October 24, 2011

EE: Expedited Approval
IRBO0054047
Prenatal exposure to f2-adrenergic agonists m relation to avtism, autism spectrum disorder
and developmental delay: a case-control study

Thank you for submitting a new application for this protocol  This research i elimble for expedited
review mnder 45 CFR_46.110 and/or 21 CFE.36.110 because it poses mintmal rsk and fits the
regulatory category F3 as set forth in the Federal Regiter. The Emory IRB reviewed i by
expedited process on 10/24/2011 and pranted approval effective from  10/24/2011 through
10/23/2012. Thereafier, contrmation of lnwnan subjects research activities requres the submission
of a renewal apphcation which nmst be reviewed and approved by the TRB prior to the expration
date noted above. Please note carefilly the following sene with respect to this approvat

* A complete HIPAA/Comsent waiver was granted

Any reportable events (&g, nnantepated problems swohng rek to subjects or others,
noncomplance breaches of confidentiality, HIPAA wiohfions, protocol deviations) nmst be
reported to the IRB accordmg to owr Polices & Procedwres at woww. irh. emorv edu, smmediately,
prompily, or penodically. Be sure to check the reporting sundance and contact s if you have
questions. Terms and condihons of spenscrs, ifany, ako apply to reporting.

Before mplementing any change to this protocol (incliding but not bmited to sample size, mfbrmed
consent, stndy desion, you nmst spbomt an amendment request and secure IRB approval

In fivhwe comrespondence about this matter, please refer to the IRB file ID. pame of the Principal
Investigator, and stody tite. Thank you
Andrea Goosen, MPH, CIP

Research Protocol Analyst
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