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Key:
i Stopping rules apply

Extra visits for LIRA 3mg group only

End of study

Appendix 3.
Table 1. Outcome measures and planned visits during the enrolment and control visits.
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Visit No. 1 2 3 4 5 6 Tl © BE 120 | 1812 14 | 15113

STUDY PROCEDURES
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Informed consent X

Randomisation X
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-6 to 12 16 20 32 40 52 65 "
WEEKS 1/52 0/52 2/52 4/52 8/52 /52 /52 /52 /52 /52 /52 50+ 78 /52 91 /52 104/52

Scree | Base- +/- +/- +/- +/- +/- +/- +/- +/- +/- +/- +/- +/- +/-
VISITWINDOW | i ™ | “iine | 3dys | 3dys | 7dys | 7dys | 14dys | 14dys | 14dys | 14dys | 14dys | 14dys | 1ddys | 14dys | 14dys
Visit No. 1 2 3 4 5 6 Al ° D 120 | 13 n2 14 15 /13
King’s Obesity
Staging System X X X
Epworth score X X X
Stop Bang
Questionnaire X X X
Sleep Study
(home based
ambulatory sleep X X X
monitor)**
Apnoea
Hypopnoea X X X
Index**
Oxygen
desaturation X X X
index**
CPAP pressures** X X X
Pregnancy test X X xX* xX* X* X* X* X* X* xX* X X* xX* X* X
ACR*** X X X X
AE/SAE recording X X X X X X X X X X X X X X
Adherence with
injection” X X X X X X X X X X X X X

Adherence with
other anti-obesity X X X X
medications”

Adherence to

A X | X | X | x| X | x| X | X[ X | X | X X X
Service (SWMS)

Soppacts with X | X | X | X [ X | X | X | X |Xx|X|X]| X X X
s X | X [ X | X | x| X | X | X | X | X|X X X X
Medications cost X X X

QUESTIONNAIRES

HSRUQ X X X
TSQM### X X X
EQ-5D X X X
IWQOL-Lite X X X
IPAQ-Long X X X
PHQ-9 X X X

*Only for participants at the LIRA 3mg group who are on active treatment

*Titrated dose participant will leave on at the end of the visit. SsOptional Telephone calls to check tolerance and up-titrate at weeks 1,3 & 5.
**As required for participants with identified risk OSA of or current OSA based on CPAP use and type of CPAP (variable or fixed pressures CPAP)
*** Only for prediabetic, diabetic and hypertensive individuals

# Only for participants in the standard care group on treatment with anti-obesity drugs

“#Only for participants with diagnosis of T2DM

¥ Eor participants on treatment either with LIRA 3mg or other anti-obesity medication

" Only participants who report problems with injection and/or side-effects may be reviewed by study clinician

“A repeat screening visit may take place to assess eligibility

Drug dispensing unscheduled visits may occur at any point within the study period for participants in LIRA3 mg group as required (not depicted
above)
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