Additional File 3: Schedule of Study Visits, Telephone Contacts, and Outcome Assessments

Day -30
v

Day -7

v

1 week (Day 8)
v

Randomization

v

Visit 1: Standard Pump Education; Saline Start; A1C (Centralized and Local Lab); Questionnaires
(SOCRATES, SCI-R, MBAQ, IDSRQ, HFS-98); CGM Initiation (Simultaneous Group only)

'

Visit 2: Standardized Pump Educations; Pump Start; iPro2 for preceding 6 days (Delayed Group only)

'

Day 1-10 Post Visit 2

Daily Telephone Contact with Educator

'

v

1 month (Day 30)

Telephone Contact with Educator

y

'

3 months (Day 90)

\ 4

Visit 3: A1C (Local Lab);
Questionnaires (SCI-R, MBAQ, IDRSQ, HFS-98, CGM-SAT (Simultaneous Group only))

v

6 months (Day 180)

y

Visit 4: CGM Initiation-Delayed Group Only; A1C (Centralized and Local Lab); Questionnaires
(SOCRATES, SCI-R, MBAQ, IDSRQ, HFS-98, CGM-SAT (Simultaneous Group only));
iPro2 for preceding 6 days (all Delayed Group subjects; Simultaneous Group subjects if not regularly
wearing CGM 2 6 days per week)

Day1,4,7 and 10
Post 6 month visit

.

Telephone Contact with Educator (4 calls over 10 days)

'

v

7 months (Day 210)

Telephone Contact with Educator

v

v

9 months (Day 270)

A 4

Visit 5: A1C (Local Lab); Questionnaires (SCI-R, MBAQ, IDSRQ, HFS-98, CGM-SAT)

v

12 months (Day 365)
End of study

JV

Visit 6: A1C (Centralized and Local Lab); Questionnaires (SCI-R, MBAQ, IDSRQ, HFS-98, CGM-SAT,
SES); iPro2 for preceding 6 days for subjects not regularly wearing CGM 2 6 days per week

15 months (Day 455)

\ 4

Visit 7: A1C (Centralized and Local Lab); Questionnaires (IDSRQ, HFS-98, CGM-SAT, SES)

y

A 4

18 months (Day 545)

A

Early
Withdrawal

A

24 months

Visit 8: A1C (Centralized and Local Lab); Questionnaires (IDSRQ, HFS-98, CGM-SAT, SES)

y

EW: A1C (Centralized and Local Lab); Questionnaires (SCI-R, MBAQ, IDSRQ, HFS-98, CGM-SAT, SES)

v

18-24 month follow-up: A1C (local); CareLink uploads




