SEARCH for Diabetes in Youth

Manual of Procedures

SEARCH MOP - Section 1
Study Timelines and Sampling Criteria

REGISTRY STUDY

The following deadlines have been established for each component of data collection for the
SEARCH Registry study. This allows datasets to be closed and analyzed in a timely manner.
The following is a summary of stop dates for each component of data collection.

Registration & .
Incident Year Initial Patient Exterll((j)??nCOre Re\.\%lssittry
Survey (IPS)
6/30/13* at or after 6
2010 2115/2013 months post- N/A
diagnosis
at or after 6
2011 6/30/14* months post- N/A
diagnosis
at o after 6 for a sample of
* -
2012 6/30/15 mo_nths post cases: 6/30/15
diagnosis
at or after 6
2013 6/30/16 months post- N/A
diagnosis™
at or after 6
2014 6/30/17 months post- N/A
diagnosis*
at or after 6
2015 6/30/18 months post- N/A
diagnosis*

* The ROC committee implemented a 30 month ascertainment window (30 months post Dec 31 of
the index year) as of March 2012 for all cases incident in 2010 or later
** The Executive committee approved a one-time extension for the 2010 IPS completion to be July
15, 2013.
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COHORT STUDY

In the Cohort study, SEARCH 3 will use the following criteria for earliest recommended visit
date for the 2002-2006 incident cases:

e Five years after the In-Person Visit (IPV)*; OR

e Two years after the last IPV/retinopathy pilot visit, whichever is the latest date.
For the 2008 incident cases:

e Five years after the date of diagnosis*; OR

e Two years after the last IPV/retinopathy pilot visit, whichever is the latest date.
SEARCH 3 is trying to achieve 3 goals with recruitment timing:

1) Ensure a diabetes duration of at least 5 years prior to the SEARCH 3 visit.

2) Ensure at least 2 years have elapsed since their last IPV/retinopathy visit prior to the
SEARCH 3 visit.

3) Ensure at least 5 years have elapsed since the baseline IPV prior to their SEARCH 3
visit.*

* For 2002 - 2006 incident year cohorts, we are using a stricter set of eligibility criteria
than needed by including criterion #3 above (at least 5 years since the baseline IPV).
However, for the 2008 cohort we are using only criteria 1 & 2. If at some point during
the study the cohort eligibility list has been exhausted (i.e., a site has caught up with
the list), then SEARCH can relax the stricter criterion of five years after the baseline
IPV and only adhere to criteria 1 and 2.

Once a participant has met the criteria for earliest recommended visit date according to the above
guidelines, their visit window is considered “open” and a cohort IPV can be scheduled and
completed through June 30, 2015.
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