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'SUBJECT RELATED INFOR-MATION AND

Informed consent and Demography * Appendix 3

Childbearing potential * Appendix 5

Inclusion critena (6.1)

E Tl R

Exclusion criteria (6.2)

Randomisation criteria and randomisation (6.3) X

w

Medical history/Concomitant illness (9.4)

Weight History (9) X

History of Gallbladder Disease (9.4)

History of Breast Neoplasm ® (9.4)

History of Colon Neoplasm (9.4)

History of Skin Cancer (9.4)

History of Psychiatric disorder (9.4)

Tobacco use ©
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Concomitant medication (7.7)

Tnal product comphance (7.1) (7.6) XXX | X[ X|IX|X|X[X(X

Evaluation of lipid-lowering treatment (9)

Evaluation of antihypertensive treatment (9)
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Evaluation of glycaenuc status (9) X
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Visit (V), Phone(P) Vi V2 |P3|V4|P5|V6|P7|V8|P9VI0PL1 VlQ]PB V14/P15V16[P17 VlBlPlg V2dP21 V22]P23 V24IP25 V26|P27 V28IP29 V3dP31 V32| V33| V34
Timing of Visit (Weeks) -1 0 2146 |8 |10(12|14(16|18|20(24|28(32|36|40|44|48|52|56|60|64|68|72|76|80|84|88(92|96|100| 104 111
Visit Window (Days) TtoO]| 0 |£3|£3 |43 (£3 (£33 |£3 |43 |£3 |43 |3 |23 (23|43 (23|83 (23 (3 (£3 |£3 (3|3 |43 |3 |83 |33 (3|3 |3 | £3 | O0to 45
Body measurements (9.1.1)
Height X
Body weight X X X X X X X X X X X X X X X X X X X
Wi i ® | & X X X i i X & X 3 X X s X X X | &
HbA, (Appendix 2) X X X X X X
Fasting plasma glucose (Appendix 2) X X X X b'e
Fasting serum insulin (Appendix 2) X X
Lipids (Appendix 2) X X X X X
Biomarkers (Appendix 2) X X X X X
Vital signs (9.4.3)
Systolic Blood Pressure X X
Diastolic Blood Pressure X
Control of Eating Questionnaire (CoEQ)*9.13 x x x b
Physical examination (9.4.2) b'e b'e b'e
Pregnancy test® (9.4.5. Appendix 5) X | = X X X X X 3% X X % X x X X x x| x| =
ECG (944 X X X X X
Adverse event (9.2. Appendix 4) >l B B gl |5 & | & [« X[XIXIX|X|I XXX XXX | X|X|X|X|X|X|xXx|XxX|X X X
Technical complaint (9.2.9, Appendix 4) XIXIX|XXIXIXIX X XXX XX | XIXIXIX|I X XIXIXIX|I X X|XIX|X[X|X]| X
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c A8 [ =1
= £ E° B
Breast neoplasms follow-up * (9.4) X X
Visit (V), Phone(P) Vi V2 V4|P5 (V6 | P7| V8| P9 [VIOP11VI2{P13|VI4P15|V16(P17[V18P19[V20(P21|[V22|P23[V24|P25[V26(P27|V28[P29[V30P31| V32| V33 | V34
Timing of Visit (Weeks) -1 0 4| 6|8 |10]12|14]|16(18|20|24|28|32|36(40|44]|48|52|56|60|64|68|72(76|80]|84|88|92|96|100( 104 111
Visit Window (Days) Tt00| 0 43|43 |43 (43|43 |43 |43 |43 (43|43 |23 |43 (43 |43 (43|43 |43 |43 |83 |43 |43 |43 (|43 (3|3 |3 (3|33 | £5 | Oto+5
Colon neoplasms follow-up (9.4) X X
Haematology (Appendix 2) X X X X X
Biochemistry (Appendix 2) X X X 5 %
Vital Signs (9.4.3)

Pulse X X X X X X X X X X X X X X X X X| X X
Patient Health Questionnaire— 9 (PHQ-9) (9.4.1) X X X X
w Suicide Sevenity Rating Scale (CSSRS) |y | x X g X o X X X
First date on trial product
TWRS session X X X X X X X X X X X X X X X| X
Administration of trial product (7.1, 7.5)

Dispensing visit X X X X X X X X X X X X X X

Drug accountability X X X X X X i X X X X X X| x
Cnitenia for discontmuation (8.1) XIX|IXXIXIXI XX XXX XX XIXIXIX|XXIXIXI[X|X[X|IX|X|X|X|X
Diet and physical activity counselling (7.1.2) X X X X X XXX XX | XXX XX XXX |X|X|X|X|X|X|X|X| X
Hand out directions for use (Z1.1) X
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g -8 Dose escalation period Maintenance period :5; ::-’ S
= z =7 E
Tramning in trial product, pen-handhing (7.1.1) X X X X X X X X X X X X X X X X
Visit (V). Phone(P) V1 V2 |P3|V4|P5|V6|P7|V8|P9 VI0P11|[V12{P13[V14/P15[V16(P17(V18[P19[V20IP21|V22{P23|V24{P25[V26|P27[V28|P29[V30P31|( V32| V33 | V34
Timing of visit (Weeks) -1 0 2146 |8 |10|12)14|16|18|20|24|28|32|36|40|44|48|52|56|60|64|68|72|76|80|84|88(92|96|100| 104 111
Visit Window (Days) Tto0| 0 |33 (3 (L3 (3|33 |3 (3|3 |33 (33|83 |83 |3 |3 |3 |83 (83|23 |3 (23 (23 (B3B3 |F3(3(F3 | 5 |0to+S
Hand out dose reminder card (7.1) X X R X X
Hand out and instruct in food diary (9) b'e
Hand out ID card X
Attend visit fasting (6.4.1) b'e X X b'¢ b'e

“ Demography consists of date of birth, sex, ethnicity, and race (according to local regulation)
® For all female subjects

© Smoking is defined as smoking at least one cigarette or equivalent daily

9 Applicable for US and Canada only
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