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Site-Specific Screening-to-Baseline Glycemic Algorithm
As part of protocol version 1.5, sites can tailor the screening-to-baseline glycemic algorithm to optimize efficiency of the screening process. This change is in response to the expected variability between the FPG/A1c results done by the local lab at screening vs. central lab at baseline.
The CC runs a report that compares the SCR to BAS lab results. Once a site has completed ten BAS visits, 
the report is
 shared with the site. The site PI and team will determine if changes in the algorithm are needed.  If changes are justified
,
 the site will complete the Site Specific Glycemic Algorithm Proposal Form (MOP6 appendix 5) to propose a site-specific glycemic algorithm and the rationale behind it. The proposal is reviewed by the CC and approved as is or suggested changes will be provided.
Based on analyses done for all sites, the following “base” algorithm should be used 
as a starting point
 when sites are changing their algorithm:
A1c >
 
5.5% and FPG 91
 to 1
25 mg/dL
) (
Study Progress
 [Feb 28, 2014]
SCR 
539
; BAS 
243
; 
RAN:
 
105
)
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Alert 
!
Day
®
 is March 25, 2014.
The ADA is encouraging the public to take the diabetes risk assessment.  
S
ites
 should
 
take this opportunity 
to 
reach out to 
thei
r
 public relations departments 
to garner publicity for
 D2d
 on 
Alert!D
ay
®
.  
Check-out
 
D2dstudy.org
 
for more 
upcoming 
news
 and ideas.
)
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Reporting Glycemia Results
 to participant
Glycemia results during the screening process
 (SCR and BAS visits)
 are unmasked.  The correlation of results done 
at SCR (local lab
) and 
BAS
 (
central lab) is 
not exact
. To avoid 
giving
 conflicting information to participants and providers, the following should be done:
If a participant does not qualify after 
SCR
, 
results of
 glycemic tests 
from the local lab 
are shared
.
 
If the 
participant
 completes 
the BAS visit
, 
only
 the
 results of
 glycemic tests 
from
 the 
central lab
 are shared
.
 
)







Manual of Procedures | Updates and Reminders

FAQ MOP 19:  Q. A randomized participant reports being prescribed a course of high dose vitamin D by his PCP (e.g. 50,000 IU once a week x 8 weeks). What should we do?
[bookmark: _GoBack]	
A:  Study staff must remind the participant and alert the PCP that D2d study participants must not be on doses of vitamin D exceeding (on average) 1000 IU/day.  If the randomized participant is prescribed high-dose vitamin D anyway, it is given without study pill interruption. Per the intent to treat principle the participant continues to take the study pills and return for scheduled visits, namely “once in D2d, always in D2d.” At the next visit, study staff should enter the high dose Vitamin D prescribed by a physician in the concomitant medication e-CRF.  

Screening MOP 6: Combined Screening Baseline Visit.  Potential participants with FPG and HbA1c results that meet the screening criteria and the following may proceed directly to a combined screening/baseline visit:  
· Blood samples were obtained via phlebotomy (i.e., not a finger-stick).
· Glucose (plasma or serum) drawn outside of D2d was done while fasting >8 hours overnight.
· Laboratory tests were run at the same local laboratory used for D2d.
· The combined visit will occur within 6 weeks of the local FPG and HbA1c.
Refer to MOP 6 for additional information on the Combined Screening Baseline Visit.
Questions? Please contact D2d Coordinating Center at d2d@tuftsmedicalcenter.org or 617-636-D2d2 (3232) 
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