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1. STUDY DESCRIPTION AND STUDY TYPE
TROPEX-M is a retrospective, multicenter registry designed to determine the
frequency and clinical relevance of TROP-2 determination in tissue of patients
presented to German MTBs
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4. STUDY OBJECTIVES
- Analysis of clinical data of patients with positive TROP-2 staining and

Sacituzumab Govitecan therapy in molecular tumor boards.
- Collection of therapeutic regimens proposed by molecular tumor boards (MTB) for

these patients
- Investigation of treatment outcomes in pre- and post-MTB-therapies with

emphasis on Sacituzumab Govitecan
- Analysis of clinical outcomes and survival times of patients with positive TROP-2

staining treated with Sacituzumab Govitecan

5. BACKGROUND/RATIONALE
Antibody-drug-conjugates (ADCs) are an attractive and relatively new treatment
option for cancer patients, yet side effects are common and potentially severe. This
leads to a high need of identifying biomarkers that possible predict therapeutical
benefit.
Sacituzumab Govitecan is an ADC binding to TROP-2 on the cell surface.
Immunohistochemical TROP-2 staining is an easy and cheap method and has risen
hope to serve as a biomarker predicting ADC efficacy, although data from prospective
trials do not support this hope.
Some German MTBs have recommended the use of Sacituzumab Govitecan based
on TROP-2 staining in the past. TROPEX-M seeks to collect experiences gained
through these recommendations in dedicated precision oncology programs.

6. DATA COLLECTION
The following data will be collected retrospectively from patients with solid tumors and
positive TROP-2 staining treated with Sacituzumab Govitecan according to MTB
recommendation:

- Results of molecular profiling
o Method and results of TROP-2 staining
o Additional somatic SNVs/ Indels/ Copy Number Alterations/

Translocations/ Fusions that have been classified as pathogenic or
potentially pathogenic by local investigators

o Tumor cell content and variant allele fraction (if applicable) for
reported alterations

o PD-L1 staining, TMB and MSI (if available)
- Patient demographics and clinical data

o Tumor type and classification (using Oncotree)
o Age/ Sex
o Past therapies with response and duration of response
o MTB recommendation
o Clinical response data, including response rate, progression-free

survival, and overall survival of pre- and post-MTB-treatment
- Additionally, total number of Sacituzumab Govitecan recommendations at

participating centers will be obtained. Specific clinical data will not be
collected, if treatment with Sacituzumab Govitecan was not initiated.
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7. SAMPLE SIZE
All patients presented to MTBs at participating centers, who were treated with
Sacituzumab Govitecan according to MTB recommendation will be included.
Estimated patient number is 50.
Additionally, raw number of all patients presented to MTBs and raw number of all
patients with recommendation for Sacituzumab Govitecan will be obtained without
any further medical information. Estimated number of all patients presented to
participating MTBs is >10,000, while estimated number of all patients with
recommendation for Sacituzumab Govitecan is 250-500.

8. STUDY DURATION
The centers are expected to start and finish data collection in Q3/2025. Data analysis
is planned to be finalized in Q1/2026. The time frame within which the centers should
collect the data is not limitied. The centers are expected to indicate the time period
from which the patients were recruited.

9. CENTER COORDINATION
Currently, 8 German university cancer centers have agreed to cooperate. It is
planned to include data from further centers. Centers from other countries within the
European Union may also join the study.

10. PUBLICATION AND DISSEMINATION
The results derived from the TROPEX-M registry will be curated for publication in a
peer-reviewed journal. Authorships will be granted to all centers contributing patient
data.

11. DATA PROTECTION
All data obtained for this study will be taken from existing routine patient care data.
Only pseudonymized data will be transmitted. Pseudonymisation will be done at
every center by numbering of patients. Only members of the study team at the
participating center will have access to the pseudonymization list.
The central project lead will not have access to these lists. No uniquely identifying
persons data (e.g. names, initiales, specific dates of birth) will be transmitted to the
central study lead. Data anonymization will be done as soon as justifiable from a
study perspective.

12. FUNDING, SPONSORSHIP, AND ETHICAL CONSIDERATIONS
The study is not funded by any third party. The study will only collect pseudonymous
data that is collected according to local registries. The trial does not include an
intervention.

13. ENDPOINTS AND STATISTICAL CONSIDERATIONS
The primary endpoint is the frequency of TROP-2 directed treatment
recommendations in dedicated precision oncology programs. Secondary endpoints
will be the number of initiated therapies based on these recommendations and
treatment outcomes of initiated therapies with emphasis on Sacituzumab Govitecan
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treatment outcome. A robust statistical framework will be employed to interpret data, 
ensuring the inferences are scientifically valid and clinically meaningful. 
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