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Case2: T 1701/22 (Obesity treatment with semaglutide/NOVO NORDISK) of 16.01.2025

* Claim 1 of EP2866825. A composition comprising the GLP-1 agonist semaglutide and one or more
pharmaceutically acceptable excipients for use in the prevention or treatment of obesity, wherein said use
comprises administration of said GLP-1 agonist in an amount of at least 0.7 mg per week; and said

composition is in the form of an aqueous formulation with pH between 3 and 10.

« [EPO’ Argument] The claimed dosage regimen is consistent with the range proposed (0.1 to 1.6 mg/week) in
D10 (the closest prior art), with no apparent difference in effect, as the claimed dose of at least 0.7 mg/week
overlaps to a great extent with the dose range proposed in document D10, i.e. the upper half of the 0.1 to
1.6 mg/week, inter alia for the treatment of obesity. In line with the dose-dependent effects reported in the
common general knowledge for the whole class of GLP-1 receptor agonists (e.g. document D4, page 596, left-
hand column, third paragraph), Figure 5 of the patent in suit shows a dose-dependent effect of semaglutide.

Thus the claimed range of at least 0.7 mg/week is arguably not associated with a surprising effect.
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Case 3:Mayo Collaborative Services v. Prometheus Laboratories, Inc. (2012).

Claim 1. A method of optimizing therapeutic efficacy for treatment of an immune-mediated gastrointestinal
disorder, comprising:

(a) administering a drug providing 6-thioguanine to a subject having said immune-mediated gastrointestinal
disorder; and

(b) determining the level of 6-thioguanine in said subject having said immune-mediated gastrointestinal disorder,
wherein the level of 6-thioguanine less than about 230 pmol per 8 x 10° red blood cells indicates a need to
Increase the amount of said drug subseguently administered to said subject and

wherein the level of 6-thioguanine greater than about 400 pmol per 8 x 10° red blood cells indicates a need to

decrease the amount of said drug subsequently administered to said subject.
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Case 4: Example from JPO Examination Guidelines

The invention relates to a compound for the treatment of asthma, which is administered at a dose of 30 to 40 g/kg once

every three months.

The prior art cited against the inventive step disclosed the use of the same compound for the treatment of the same disease,
but at a dosage of 1 g/kg daily. It was further known that the administration regimen of the prior art (low daily dose)

led to side effects and a recurrence of symptoms upon cessation of treatment.

The description of the invention mentions, and further experimentally demonstrates, that, contrary to what would have been
expected given the side effects associated w ith a low daily dose and the loss of efficacy when stopping the daily treatment,
the invention (administration of the compound at a 30 to 40-fold higher dosage once every three months) leads to
improved efficacy over time, including upon cessation of treatment, and to reduced side effects when compared to

the administration of a low daily dose.

The unpredictable nature of these advantages allows inventive step to be acknowledged.
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Find Studies ~ Study Basics ¥  Submit Studies ~+  Data and APl ~ Policy v+  About ~ My Saved Studies (0)>

Study Type * ICMJE Interventional
Study Phase * ICMJE Phase 2
Study Design *§ ICMJE Allocation Randomized
Interventional Model Parallel Assignment
Masking Double (Participant, Investigator)

Primary Purpose Treatment
iti ICMJE
Condition * « Atrial Fibrillation
ion * ICMJE
Intervention Drug: BAY 3670549
o intravenous (IV) treatment

Other: Placebo

o intravenous (IV) treatment

' ICMJE
Study Arms * Experimental: BAY 3670549

o Interventions:
= Drug: BAY 3670549

Placebo Comparator: Placebo

o Interventions:

= QOther: Placebo Clinicaltrials.gOV
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EI J:FE'JEE*{:.U =R 5izEE] euclinicaltrials.eu

[22961] A placebo-controlled, parallel-group, double blind, randomized, multi-cohort Phase 2 study to investigate efficacy, safety, tolerability, pharmacodynamics and pharmacokinetics of BAY 3670549 in
adult participants with atrial fibrillation.

EUCT number: 2025-523807-31-00
Protocol code: 22961 Download clinical trial

Summary Full trial information Trial Documents Trial results Locations and contact points

Refer to this document for an explanation of this section.

Protocol, Synopsis of the protocol, Summary of product characteristics (SmPC)

Title Document Type Language File type

D1_Protocol_EN_Public_2025-523807-31-00 Protocol (for publication) English PDF

D4_Subject_Questionnaires_Sponsor_Statement_Licensed_PROs_Public_EN Protocol (for publication) English PDF

 Belgium - Authorised, recruitment pending You and your investigator will not know which drug you will be taking. But your
investigator can find out in case of an emergency.

BAY 3670549 will be given as an infusion into one of your veins. You will receive BAY

T Oocument Type 3670549 on a single day N

K2_Recruitment_material_Public_Patient_Leaflet_BE_EN Recruitment arrangements (for publication) Dose escalation

K2_Recruitment_material_Public_Patient_Leaflet_BE_FR Recruitment arrangements (for publication) The 51Ud‘y’ is conducted in three consecutive patient groups, each receiving a different
dose. The highest allowed dose is pre-specified in the study protocol, and the dose for

K2_Recruitment_material_Public_Patient_Leaflet_BE_NL Recruitment arrangements (for publication) each patient group is determined based on this maximum. After the first group has
completed treatment, all data collected will be reviewed by the study team to decide

K1_Recruitment_arrangements_Public_BE_EN Recruitment arrangements (for publication) on the doses to be tested in one to two additional patient groups.

The first group of approximately 72 participants will receive FRlllcf BAY 3670549.
If this dose works as expected, the next group of participants will receive a different
dose of BAY 3670549. Doses may need to be increased or lowered based on the
results observed, for example, if the amount of study drug measured in the blood is

L1_SIS_and_ICF_Core_Public_ BE_NL Subject information and informed consent form (for publication) unexPECtEdly low, or if side effects occur.
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L1_SIS_and_ICF_Core_Public__BE_EN Subject information and informed consent farm (for publication)

L1_SIS_and_ICF_Core_Public__BE_FR Subject information and informed consent farm (for publication)
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