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There is no hypothesis testing for this study. Analysis results will be presented by 
summary/descriptive statistics. 
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X 

X 

X (early dropout) 
* If patient is already pregnant at the time of enrollment, follow prcedures under 'Visit 1 - Pregnancy' 
** Visit 2b is not applicable for women who became pregnant within 6 months of follow -up 
*** Data collection in eCRF in two weeks or during 'Visit 6' 



Diabetes type 

Diabetes duration 

Age 

White class 

Prior Insulin Regimen 

Basal insulin brand 

Daily basal insulin doses 

Bolus insulin brand 

Daily bolus insulin frequency 

Daily bolus insulin doses 

Total daily doses 

Pump model 

Serial number 

Insulin brand 

MiniLink serial number (if applicable) 
HbA1c - before conception, last value before insulin 
pump therapy started 

Weight 

Height 

BMI – to be generated by the algorithm 

Blood pressure 

Systolic 

Diastolic 

Hypoglycaemia history 
Number of severe hypoglycaemia over last the 12 
months (per definition under F 5.1) 

DKA history 
Number of DKA over the last 12 months (per 
definition under F 5.1) 



Microalbumin 

Albumin/creatinin 

Folic acid 

Diabetes complications 

Retinopathy 

Laser therapy 

Nephropathy 

Neuropathy 

Macroangiopathy 

Pregnancy history 

Number of  successful pregnancies 

Number of pregnancies before 

Other medical conditions 

Other medications 

Medication description 

Any hospital admission of the last 12 months 

Number of SMBG per day 

Daily basal insulin doses CareLink 

Daily bolus insulin frequency CareLink 

Daily bolus insulin doses CareLink 

Total daily doses CareLink 

Daily basal doses CareLink 

Daily bolus doses CareLink 

Daily bolus CareLink 

HbA1c 

Weight 

Number of SMBG per day CareLink 

Severe Adverse Events 



Severe Adverse Events related to devices 

Insulin pump serial number change, if applicable 

End of data collection 
Date, within the 
window or not 

o
o
o
o

Daily basal doses CareLink 

Daily bolus doses CareLink 

Daily bolus CareLink 

Pump usage compliance CareLink 

If CGM used (mostly VEO pumpers) CareLink 

Start of CGM 

HbA1c 

Weight 

BMI – to be generated by the algorithm 

Blood pressure 

Systolic 

Diastolic 

Microalbumin 

Albumin/creatinin 

Folic acid 

Other medical conditions 

Medications 

Medication description 

Any hospital admission 



Number of SMBG per day 

Glucometer brand 

Severe Adverse Events 

Severe Adverse Events related to devices 

Insulin pump serial number change, if applicable 

Foetal growth information if available 

Complications diagnosed via ultrasound 

Complications descriptions 

Miscarriage 

Weeks of miscarriage 

Reason for termination 

Diabetes type 

Diabetes duration 

Age 

White class 

Prior Insulin Regimen 

Basal insulin brand 

Daily basal insulin doses 

Bolus insulin brand 

Daily bolus insulin frequency 

Daily bolus insulin doses 

Total daily doses 

Insulin pump model 

Insulin pump serial number 

MiniLink serial number  (if applicable) 

Insulin brand 
HbA1C - last value before insulin pump therapy 
started 

Weight 

Height 

BMI – to be automatically generated by the algorithm 



Blood pressure 

Systolic 

Diastolic 

Hypoglycaemia history 
Number of severe hypoglycaemia over the last 12 m 
(per definition under F 5.1) 

DKA history 
Number of DKA over the last 12 m (per definition 
under F 5.1) 
Microalbumin 

Albumin /creatinin 

Folic acid 

Diabetes complications 

Retinopathy 

Laser therapy 

Nephropathy 

Neuropathy 

Macroangiopathy 

Pregnancy history 

Number of  successful pregnancies 

Number of pregnancies before 

Other medical conditions 

Other medications 

Medication description 

Any hospital admission of the last 12 months 

Number of SMBG per day CareLink 

Daily basal doses CareLink 

Daily bolus doses CareLink 

Daily bolus CareLink 

Pump usage compliance CareLink 

Start of CGM 



HbA1c 

Weight 

BMI 

Blood pressure 

Systolic 

Diastolic 

Microalbumin 

Albumin/creatinin 

Folic acid 

Other medical conditions 

Medications 

Medication description 

Any hospital admission 

Number of SMBG per day 

Glucometer brand 

Severe Adverse Events 

Severe Adverse Events related to devices 

Insulin pump serial number change, if applicable 

Foetal growth information if available 

Complications diagnosed via ultrasound 

Complications descriptions 

Miscarriage 

Weeks of miscarriage 

Reason for termination 

End of data collection 



Daily basal doses CareLink 

Daily bolus doses CareLink 

Daily bolus CareLink 

Pump usage compliance CareLink 

HbA1c 

Weight before delivery 

Weight after delivery 

Number of SMBG per day 

Glucometer brand 

Sever adverse events 

Severe Adverse Events related to devices 

Delivery 

Date and Time of delivery 

Weeks of pregnancy 

Mode of delivery (elective CC, emergency CC or 
normal) 

Sensor use 

Survey – delivery and sensor use (5 questions, 4 x 
Yes/No, 1 x rating) 

Neonatal data: 

Weight 

Length 

Sex 

Apgar test 1min 

Apgar test 5min 

Glucose level 

Jaundice 

Neonatal care admission 

Numbers of days in Neonatal care admission 

Level of care description 

Congenital malformation 

Congenital malformation description 

Neonatal death 



Neonatal death age 

Still birth 

Feeding at hospital discharge 

Reason for study termination 

End of data collection 

Daily basal doses 

Daily bolus doses 

Daily bolus 

Pump usage compliance 

If CGM used (mostly VEO pumpers) 

HbA1c 

Weight 

BMI 

Blood pressure 

Systolic 

Diastolic 

Microalbumin 

Albumin /creatinin 

Number of SMBG per day 

Glucometer brand 

Severe Adverse Events 

Severe Adverse Events related to devices 

Survey – delivery versus sensor use (5 questions, 4 x 
Yes/No, 1 x rating) 

Only applicable if 
it was not done 
during the visit 
after delivery 

Neonatal care admission 

Numbers of days in Neonatal care admission 

Neonatal death 



Neonatal death age 

End of data collection 
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CIP Change History 
Version Summary of Changes Author 

 
 

 

f  rsoi n  1.0 Initial release   
ers,on 2.0 A, D. f - lnclusioncriteria: "Subject having a male 1   

partner" deleted 
8. 2 - Use of prelerred / accepted BGmeters 
explained 
E. 5 - lnfonnallon on current reimbursement status of 
CStl and CGMin Poland added 
F. 2 - Patient questionnaires: DTSQ added, HFS 
t,melin es adjusted 
G. 1. 3 - Pnorily of source data review adjusted 
G. 2 - Medtronic monitors' responsibility specified 
Wording and text adjustments 
A, Treatment - sensor use  
A, 8 .2 - devicecertificate references removed 
A., D.1, D. 2 lnctus on/Exclusion criteria - wording 
adjustmenst, "Use of contraception during insulin 
pump therapy" deleted; Adjustment of endpo10ts 
A. Planmng phase extended from 6 to 12 months 
C. 7 - Adjustment of study t,mehnes 
F. 2, F. 3 - Extension of planningphase from 6 to 12 
months 
F. 3 - 'Mlcroalbumni /creaitnin' replaced by 
'Album1n/ creat1nin e' 
F. 4- 'Role of sponsor representatives' added 
H. 1 - Detailed'Analysis of clinicaldata' added 
H. 2 - 'Publication policy' adjusted 
I. 2 - 'Advisory committees'adjusted 
L. 1 -  Namesand addresses updated 
Wording adjustmentsbased on new CIP template 

Version 4.0 Author"=""ne-w Study Manager A. "CSII and SAP: replacedby "CSll lnduding SAP",
----1 

duration of enrolment period, "Sensorcompilance· 
deleted 
C. "CSIIand/or SAP:  replaced by "CSIIindudmg S AP" 

 
C. 3 New wording 
C.7 Updaled l imelines 

    H. 1 Adj!-!_s te d wording 
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