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1. Project participants

Project director: Prof. Dr. med. Rachel Wuerstlein, Breast Center, Dept of Gynecology and Obstetrics and CCC Munich, LMU University
Hospital, LMU Munich, Germany; E-Mail: rachel.wuerstlein@med.uni-muenchen.de

Project coordinator: Franziska Henze, Breast Center, Dept of Gynecology and Obstetrics and CCC Munich, LMU University Hospital, LMU
Munich, Germany; E-Mail: Franziska.henze@med.uni-muenchen.de

Project participants
* Alessandra Gennari, MD, PhD at the University of Eastern Piedmont (UPO), Head of the Division of Oncology at Maggiore University
Hospital, Novara, Italy and Letizia Matera, Oncology at Maggiore University Hospital, Novara, Italy

* Renate Haidinger (Patientadvocate, Medical Journalist), Tizianstr. 50, 85579 Neubiberg
* Europa Donna, The European Breast Cancer Coalition, Piazza Gian Lorenzo Bernini 4, 20133 Milan, Italy

* Prof. Dr. med. Nadia Harbeck, Head of Breast Center, Dept of Gynecology and Obstetrics and CCC Munich, LMU University Hospital,
LMU Munich, Germany

« Kerstin Paradies, Konferenz Onkologischer Kranken- und Kinderkrankenpflege (KOK) in der Deutschen Krebsgesellschaft e.V.,
Wellingsbittler Weg 69, 22391 Hamburg, Germany

* Prof. Dr. Timo Schinkdthe, CANKADO Service GmbH, Am Stral3lach 6, 85551 Kirchheim near Munich
* Dr. Dorothea Strobach, Hospital Pharmacy, LMU University Hospital, LMU Munich, Munich, Germany
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2. Project timeline

Preparation:

«  Application to the Ethics Committee

*  Teambuilding

+ Development of the questionnaires

+ Trainings at both sites (Germany/italy)
»  Training and programing CANKADO

Study protocol:
Germany, ltaly,
KOK, Brustkrebs
Deutschland e.V.,

LMU Munich and
University of Novara

» Recruitment of patients (n=100) in two centers Germany/Italy under adjuvant oral tumor therapy

treatment at: standard of care
Cohort 1: treatment completed (treatment > 6 months)
Cohort 2: early drop-outs (treatment < 6 months)

* Nurse consultations sessions -> MOATT and App (e.g., CANKADO) standardized
Cohort 1 (Germany): by pharmacy visits (check of medication/ concomitant medication
Cohort 2 (Italy): not accompanied by pharmacy visits

»  Accompanied by eHealth (PROs)

+  Continuous evaluation of:

Quality of life (QoL): FACT-B (v4.0) and EQ-5D-5L

Consultation sessions (patients): initial visit, visit month 1 and 3, after closing visit
Consultation sessions (medical team): initial visit, after closing visit

Ethics approval
(Germany)

Baseline
questionnaires

medical teams 1. Study group meeting

All in cooperation

with KOK

Outreach:

Comparison between Germany and Italy
e.g. Webinar/Workshop for nurses (including
evaluation pre/post)

CANKADO (Germany/Italy) (Germany/Italy)
07.10.2024 Ethics approval (Italy) ( Interims evaluation,

Initiation CarEoTT ,First patient in SPCC meeting
Grant (Germany/Italy) 30.09.2024 1. Interim ,,First patient in“ 2. Study group meeting
approval 24.07.2024 (Germany) discussion(Lilly) 07.03.2025 (ltaly) (Germany/Italy)

Time | | | | | | |
2026

03/2024 04-07/2024 09/2024 10-11/2024 01/2025 03/2025 04/2025
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Figurel: Overall CarEoTT project timeline



3. Previous publications and experiences from further projects

Gynikoonkolog

| Fortbildung

PFLEGEEXPERTINNEN
BEGLEITEN ORALE
TUMORTHERAPIE

Gynékoonkologie
Orale Tumortherapien sind immer haufiger eine Alternative zur

der oralen Tundortherapie

Intravendsen Chemotherapie, besonders in der Gynakoonkologse s,
Die Koordinaton der komplexen Therapseschemata ist jedoch
herausfordemd. An der Frauenklinik der Uriversitit Miinchen Orale Tumortherapien nehmen einen immer hoheren Stellenwert bei
hat sich zur Unterstutzung der Patientinnen und Patienten der . Vielfach k
D

Interprofessionelles Management

Wie die Brustkrebsbehandlung der Zukunft aussehen kénnte

Petra Ortner, Nadia Harbeck, Rachel Wirstieln

I n Deutschland erkranken jahrlich

ein bereits fortgeschrittenes oder meta-
stasiert MBO) di-

eine pfiegegeleitete Sprechstunde bewdhrt Herweile auch zu hi derlich, neue
= Strukturen zu schaffen, um I 2u
Touts Prof. D med. Mastls Harbeck, ks Haupt, Frasaisia Mere, beraten und begleiten. Wie das gelingen kann, soll hier am Beispiel der
. mud. Alaander Kirdy, Krivtina Lippach, 50 Dr. mud. Sachel Wirethein Behandiung d werden

agnostizier [1]. Die haufigsten Mamme
karzinome sind Hormonrezeptor-pos
tiv (HR-pos) und HER2-neg, In der Rou-
tineerfolgt die Behandlung von HR-pos
fumoren schon scit Jahrzehnten mit
oralen, endokrin wirksamen Substanzen
wie Tamorifen oder Aromataseinhibito-
ren (AI). Auch orale Zytostatika wie C
itabin sind schon seit vielen Jahre
Fefaghor.
Durch die Zulassung weiterer oraler
Antitumortherapeutika haben sich die

PARP- und Kinase Inhibitoren (Tab. 1.
HR-pos/HER2-neg T h
auch mit zielgerichteten (Endokrin
sierten) Therapien, wie den CDKA/6-
Inhibitoren in Kombination mit einem
Al oder Fulvestrant - behandeln [2,3,41.
Dancben werden der mTOR-Inhibitor
Everolimus und der PI3K-Inhibitor
Alpelisb cingesetzt [5, 6,7 Die Substan-
zen verbessern dasprogessionsficie
Oberieben (PFS) und haufi auch das Ge-
samtiberleben (OS) signifikant. CDK4/6-

HR-pos/HER2-neg Mammakarzinoms
mit hohem Riickfallrisiko etablert: Abe-
maciclib wurde im April 2022 fir die
Therspie des frihen (HR-pos/HER2-
neg)-Hochrisiko-Mammakarzinoms zu-

rithem Mammal ‘it hohem
Rezidivrisiko und BRCA-1/2-Mutatio-

15t 2022 [8]. Nerati-

ImFokusOnisioge 20732661

Publication “Pflegeexpertinnen begleiten orale
Tumortherapie” in “Die Schwester Der Pfleger”

©Brgf- Or- med- Bachel Warsticin ©Prof. Dr. med. Rachel Wiirstlein
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Publication “Interprofessionelles Management der oralen
Tumortherapie” in “Im Fokus Onkologie”
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therapy? A anyss of patients and
practiioners preferences.
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Publication ,What are the needs in oral antitumor theapy?
An analysis of patients’and practitioners’preferences” in

What are the needs in oral
antitumor therapy? An
analysis of patients’ and
practitioners’ preferences
Anna Hester, Franziska Henze, Anna Marie Debes,

Charlotte Lecnie Schubert, Alexander Koenig
Nadia Harbeck and Rachel Wuerstlein*

Background: Since the European approval of CDK4/6 inhibitors in 2016, the
treatment of patients with hormone-receptor-positive, HER2-negative
metastatic breast cancer has changed significantly. Compared with
chemotherapy, endocrine-based therapy has different treatmert regimens and
s associated with new side effects. Oral therapy aims for optimal drug efficacy
and nd quality
of lfe resuting in the conservation of medical staff resources.

Methods: A monocentric aralysis of therapy preferences of practitioners (25
nurses and physicians) and patients (11 on endocrine monotherapy, 17 on
endocrine-based therapy, and 14 on intravenous chemotherapy) was
performed Lsing specific questionnaires. Preferences were assessed Using
four-point Likert scale or bidiectional response options.

Results: All patients were highly supportive of oral therapy (mean agreement
score on the Likert scale 13, p < 0.001 vs. all other options) and a consuitation
interval of 4 weels 120, p = 0.015 v5. 3 weeks). Practitioners also preferred oral
therapy (1.4) and visits every 4 weeks (16). In general, patients on oral therapies
reported higher compatibility of their therapy with daily life than patients on
chemotherapy (L6 and 17 vs. 2.6, p = 0.006). Outpatient oncology is the main
source of information for all patients, mainly in case of side effects (2.0) and open
questions (1.8). Regarding oral artitumor therapy regimens, patients do not show
a significant preference for a specific regimen, while practitioners prefer a
continuous regimen (16) over a 21/7 regimen (21 days on and 7 days off
therapy. 2.5). Patients are lkely to accept mild side effects (e.g.. neutropenis,
diarrhea, polyneuropathy, fatigue) and would stil adhere to their initial choice of
regimen (continuous or 21/7). Only when side effects occur with a saverty of
CTCAE grade 3 do patients prefe which the sid for
a shorter period of time.

Frontiers in Oncology

©Prof. Dr. med. Rachel Wiirstlein



4. Project

CarEoTT - Care improvement for early breast cancer patients treated with oral tumor therapy

* Evaluation of specialized nurse consultation sessions for patients receiving extended adjuvant oral tumor therapy in EBC

(e.g. Abemaciclib, Ribociclib, Neratinib, Olaparib)

 |nitiation: 24/07/24; positive ethics approval: 09/2024

 Part 1: patient project (pilot)

e Total patient population: n=13 (Germany), n=2 (Italy); originally planned: n=100 patients recruited at two sites

e Duration: 6 months of observance

Germany: baseline visit, after 4, 12, 24 weeks (including pharmacy visits: baseline, 24 weeks)
Italy: baseline visit, every 4 weeks (due to local standard)

* Cohorts:
1) treatment completed (treatment > 6 months)
2) early drop outs (treatment < 6 months)

» pilot project with 2 participating centers
» Experiences/differencies
» QOutreach
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Figure 2: Overview of consultation sessions during CarEoTT in Germany and Italy



4. Project description

CarEoTT - Care improvement for early breast cancer patients treated with oral tumor therapy

e Part 2: Evaluation + Outreach: Transfer pilot into global management for specialized nursing consultation in adjuvant OTT for EBC
» Evaluation of documentation, questionnaires, satisfaction with care of patients
» Evaluation of medical teams at baseline and end of 2025: Germany / Italy
» Inclusion of eHealth (CANKADO)
» Optimization of resources within the oncological team
» Assessment of an efficient and effective approach of side effects and drug interaction management
» Evaluation of similarities and differences in OTT management in different healthcare settings: Germany / Italy

> Publication
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5. Healthcare pathway — Germany / Italy

Postoperative tumor conference

» evaluation of operative and pathological results
» adjuvant treatment indication

» determination of treatment plan

Appointment with oncologist & breast care nurse

» explanation of treatment plan

» start of endocrine therapy

» diagnostics (e.g. ECG, check of laboratory parameters)

Transmission to department of (gynaeco)-oncology

» explanation of treatment plan (all substances)

» informed consent

» if necessary: diagnostics (e.g. ECG, check of laboratory parameters)
» prescription of OTT

Appointment with OncoCoach/Nurse
» further education of OTT, explanation and management of side effects and
interactions; supportive options

» Regular consultation with oncologists according to protocol // SoC of institution

(every 1-3 months)
» Checklists for interaction oncology team
» offer and explanation of supporting Apps: PINK, Sidekick, possibly CANKADO

External pharmacy
» information on medication
» receiving medication (1-3 months)
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Postoperative tumor conference

» evaluation of operative and pathological results
» adjuvant treatment indication

» determination of treatment plan

Appointment with nurse
» collection of general and medical information
» case history/anamnesis

First appointment with oncologist of breast team

» explanation of treatment plan (all substances)
» informed consent

» diagnostic ECG, check of laboratory results etc.
»  Presumption of OTT

Monthly appointment with oncologist of breast team
» reviewing results

» permission of treatment

» prescription of OTT

Hospital pharmacy
» receiving medication
» medication per prescription lasts for 1 month



5. Healthcare pathway — Germany / Italy

Months 1-2

Months 1-2

» general care oncologist and OncoCoach/nurse every 14 days

» check of laboratory results (in clinic or external) and possible side effects
» prescription of OTT

» pharmacy

Month >3

» appointment with OncoCoach/nurse and if needed also with oncologist every 4
weeks

» close cooperation between nurse and oncologist

» evaluate and review laboratory results from general care physician

» permission of treatment continuation

» new prescription of OTT

» pharmacy

Month >6

» appointment with OncoCoach/nurse and if needed also with oncologist every 4
weeks or quarterly (if medication is well tolerated)

» visit to external pharmacy

» receiving medication for 1 month up to 3 months

Follow-up
» gynaecologist (external)

CarEoTT | SPCC 2025 |www.Imu-brustzentrum.de

» general care oncologist every 14 days

» check of laboratory results (in clinic or external) and possible side effects

» prescription of OTT
» hospital pharmacy

Month >3

» appointment with oncologist every 4 weeks
» evaluate and review laboratory results

» permission of treatment continuation

» new prescription of OTT

» hospital pharmacy

Month >6

» appointment with oncologist every 4 weeks
» hospital pharmacy
» receiving medication for 1 month

Follow-up
» oncologist



6. Baseline evaluation— patients and medical teams (Germany / Italy)

Germany and ltaly

* (Questionnaires for physicians, nurses and pharmacists (Germany only) at baseline and after 24 weeks of treatment (end of nurse
consultation) or at discontinuation of therapy

* (Questionnaires for patients at baseline, after 4 weeks, 12 weeks and 24 weeks of treatment (end of nurse consultation) or at
discontinuation of therapy

N
I )
| 4

0 weeks (baseline) 4 weeks 12 weeks 24 weeks or discontinuation of treatment
Satisfaction: Satisfaction, FACT-B V 4.0, Satisfaction, FACT-B V 4.0, Satisfaction:

Physicians EQ-5D-5L: EQ-5D-5L: Physicians

Pharmacists Patients Patients Pharmacists

Nurses Nurses

Patients Patients

FACT-B V 4.0, EQ-5D-5L: FACT-B V 4.0, EQ-5D-5L:

Patients Patients
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6. Results — Baseline questionnaires of medical team (Germany / Italy)

(preliminary data)

Germany

e N=13

* Gender: 92,3% female; 7,7% male
* Average age: 43,8 years

Job position - Germany T Years of experience in Oncology - Germany

8%
Oncologist
breast care nurse 23%
8%

> 10 years
31% <5 years
38%
nurse specialized in
oncology
assistant physician 15%
31%
medical assistant
15%
= Oncologist = nurse specialized in oncology 5-10 years
= medical assistant assistant physician 31%
= breast care nurse » study coordinator m<Syears =5-10years w>10years

Figure 3: qualification of medical team Germany

Years of experience with nurse consultation in Germany

no experience
0%

> 5 years
23%

<1year
46%

1-5 years
31%

® no experience ®<lyear = 1-5years > 5 years

Figure 5: experience with nurse consultation of medical team Germany
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Figure 4: experience in oncology of medical team Germany

Italy

* N=16

* Gender: 100% female

* Average age: 41,6 years

Job position - Italy

breast cancer unit nurse
6%

study coordinator
6%

\ Oncologist
44%
nurse specialized in

oncology
44%

= Oncologist = nurse specialized in oncology

= study coordinator » breast cancer unit nurse

Figure 6: qualification of medical team Italy

Years of experience in Oncology - Italy

<5years
31%
> 10 years
50%
5-10 years
19%

m<S5years =5-10years =>10years

Figure 7: experience in oncology of medical team Italy

Years of experience in nurse consultation in Italy

> 5 years
6%

1-5years
19%

<1year
19%

= no experience = <1year

no experience
56%

= 1-5 years >5years

Figure 8: experience with nurse consultation of medical team Italy



6. Results — Baseline questionnaires of medical team (Germany / Italy)

Germany

* Average number of evaluated patients per months

» Breast cancer patients: 133
» Early breast cancer patients: 70
» Patients with indication for OTT: 58

(only for Oncologists)

Italy
* Average number of evaluated patients per months
»Breast cancer patients: 126
» Early breast cancer patients: 75
» Patients with indication for OTT: 67
(only for Oncologists)

On a scale from 0 to 10 (0 = little/hardly; 10 = high), | currently rate the following points with regard to the support of patients undergoing

extended adjuvant oral tumor therapy...

10

.. In terms of

0 1 2 3 4
Performance 6,3
Time management 59 . . . ‘x] .
Stress 3,6

Patient’s satisfaction 6,4 * . . .

Overall 6,5

Figure 9: General informations in OTT management of medical team Germany
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.. In terms of

0 1 2 3 4 5 % 6 7 8 9 10
Performance 5,88 %
Time management 5,44 * . . * - % - . . - . .
Stress 4,81

Patient's satisfaction 6,63 . . . * . . . - . . .

Overall 6,75

Figure 10: General informations in OTT management of medical team Italy



6. Results — Baseline questionnaires of medical team (Germany / Italy)

Germany

Baseline medical team questionnaire - Germany

100% \ \
90%

80% \
70%

60%

50%

40%

30%

20%
RER{ET
0%

Q6 Q7 Q10 Q11 Q12 Q13 Q14 Q15 Qi

B Strongly disagree/disagree M Neither agree nor disagree M Agree/strongly agree

Figure 11: Representation of questionnaires medical team Germany

Q6: | feel well informed in the management of oral tumor therapies for EBC

Q7: The supervision effort for a patient before starting extended adjuvant oral tumor therapy is high

Q8: The supervision effort for a patient in the first 3 months of extended adjuvant oral tumor therapy is high

Q9: The supervision effort for a patient in further course of extended adjuvant oral tumor therapy is high

Q10: | am satisfied with the current care situation of patients with extended adjuvant oral tumor therapy

Q11:1 am satisfied with the interdisciplinary cooperation between all involved departments and persons

Q12: The introduction of a nurse consultation in oral tumor therapy (by a specially trained nurse) would reduce my workload
Q13: Breast cancer patients could benefit in their healthcare by introducing a nurse consultation in oral tumor therapy
Q14: Using an eHealth-based system (CANKADO) could help reduce my workload

Q15: Breast cancer patients could benefit from the use of an eHealth-based system (CANKADO)

Q16: the possibility of regular trainings in OTT would reduce my workload
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Italy

Baseline medical team quastionnaire - Italy

100%
90%
80%

70% \
60%

50%

40%

30%

20%

o I I I il
oy N l

Q6 Q10 Q11 Q12 Q13 Q14 Q15 Qls

W Strongly disagree/disagree M Neither agree nor disagree M Agree/strongly agree

Figure 11: Representation of questionnaires medical team Italy

Main differencies
» well informed in management of OTT for EBC: 100% (Germany), 56% (lItaly)

> high supervision effort before starting and in the first 3 months of OTT for EBC: 78% and
100% (Germany), 13% and 25% (Italy)
> using eHealth (CANKADO) could help reduce workload: 38% (Germany), 81% (Italy)




7. Interims analysis — patient project (Germany)

CarEoTT - Care improvement for early breast cancer patients treated with oral tumor therapy

Part 1: Nursing consultation under adjuvant OTT otT n=13 patients Distribution
Abemaciclib 53,8%

Ribociclib 15,4%
Olaparib 15,4%

N NN

» Total patient population (status 15/02/2025): n=13; age: 49,4 [32; 75] years Noratinb Lo.A%

Tumor therapy
Al

* Ongoing: 12 patients Tamoxifen

GnRH
Bisphosphonate (Zometa)

Jany
N O o w

100%
0%
69,2%
53,8%

e Drop-outs: 1 patient: diagnose of metastasis

Figure 13: Distribution of tumor therapy (N=13)
* Total number of dose reductions: 1 (Abemaciclib)

* Total number of dose increase: 2 (Neratinib)
duration of adjuvant OTT

e Total number of non-permanent discontinuations: 5
* 3 patients with 1 interruption: 20 [8; 39] days

* 2 patients with 2 interruptions: 22 [4; 53] days
» Radiation, diarrhea, Cold, fatigue, urinary tract infection, exanthema, mastectomy

>6 months —
6 months
4-5 months  ——
2-3 months — ————
0-1 months

0 1 2 3 4 5

B drop outs M ongoing
Figure 14: duration of adjuvant OTT (N=13)
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8. Next steps (Germany / Italy)

» Evaluation of the first 10 patients” getting pharmacist visit (Germany only)
» Interim analysis of baseline questionnaires of pharmaceutical team (Germany only)
» 2. Study group meeting in 04/2025 (team Germany / team ltaly)

» Continuation of patient recruitment — let’s continue!
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Thank you

Rachel Wuerstlein, E-Mail: rachel.wuerstlein@med.uni-muenchen.de

Franziska Henze, E-Mail: Franziska.henze@med.uni-muenchen.de

Sharing Progress in Cancer Care

Via Vincenzo Vela 6, 6500 Bellinzona, Switzerland
info@spcc.net +41 91 8200968
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