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1. Oral Semagilutide
SCD Oral Semaglutide BE Study
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Option 1. SNACS AIETt Formulation
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Vgption 2. SNAC free Formulation

One bioequivalence study with pharmacokinetic endpoints together With appropriate
i vitro testing. To qualify for this aption, a proposed test product should be qualiatively the
same and quantitively similar to the reference listed drug (RLD) product,

I Typeofstudy: Fastmg
Design: Single-dose, two-{reatment, two-period crossover In vivo
Strength: 14 mg
Subjects: Males and non-pregnant, non-lactating females, general population

Waiver request of i vivo testing: Pharmacokinetic bioequivalence testing for 3 mg and 7 mg
doses may be waived based on (i) acceptable bioequivalence study on the 14 mg strength, (i)
acceptable in vitro semaglutide dissolution testing of allswrengths, (i) acceptable in itro
salcaprozate sodium (SNAC) dissolution testing of allstrengths of the product, and (1v)
proportional similarity of the formulations across allstrengihs of the product,

HEEs| 22 A/2[2l 2036 37X EHIf £7F5

Three bioequivalence studies with pharmacokinetic endpoints:

Type of study: Fasting

Design: Single-dose, two-treatment, two-period crossover in vivo

Strength: 14 mg

Subjects: Males and non-pregnant, non-lactating females, general population

Type of study: Fasting

Design: Single-dose, two-treatment, two-period crossover in vivo

Strength: 7 mg

Subjects: Males and non-pregnant, non-lactating females, general population
Type of study: Fasting

Design: Multiple-doses (e.g., administer single 3 mg dose for 5 days), two-treatment,
CIOSSOVET i Vivo

Strength: 3 mg

Subjects: Males and non-pregnant, non-lactating females, general population
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1. Oral Semaglutide
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SCD Oral Semaglutide A& § %
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