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program (CUP) based on the investigator9s choice 
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Patients aged g18 years 

and toxicities related to current anticancer treatment must be f 



term immunosuppression (f 4 mg 

harming patients9 safety or integrity

First subject8s first visit

Last subject9s last visit: 









Imaging timepoint according to routine follow up. Additional imaging timepoints possible at the investigator9s 
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oedema noted at injection sites g 0.45 mg/dose, with a higher severity and incidence 



of the trial objectives (i.e., assessment of the therapeutic9s safety and tolerability, as well as 
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dose levels via <backfilling= allowing patients access to the study and potentially providing a larger 



may be replaced at sponsor9s discretion.



these patients9 treatment is advised and if a dose reduction may be required.

y grade g 3



Any grade g 3 adverse events except:
Grade g 3 nausea, vomiting, or diarrhea lasting f 72hours with optimal medical 



g18 years old at time of screening and 

(Premji and O9Sullivan, 2024)



f

term immunosuppression (f 4 mg dexamethasone may be used 



inclusion in the trial, lead to potentially harming patients9 safety or integrity.



more than 50 years (g 50 years) and naturally (spontaneously) 
amenorrhoeic (postmenopausal) for g12 months*.

the participant9s medical records, medical examination, or me
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injection sites at dose levels g



and the Sponsor9s safety committee.





The used/opened vials should be marked as 8used9 and kept separate from the products not yet 
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the investigator9s choice 

decision on any supportive therapy or vaccination rests with the investigator and/or the patient9s 
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α blockers are prohibited.
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term (f4 days) use of low dose steroids f

failure should be treated according to current international guidelines, e.g. <2021 ESC Guidelines 
for the diagnosis and treatment of acute and chronic heart failure=



may be replaced at sponsor9s discretion.
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• Investigator9s judgement on optimal benefit/risk not supporting continuation of the trial for 
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g20 percentage points from 



New LVEF reduction by g10 percentage points to an LVEF of 40–
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9s last known mailing address or local equivalent 
9s medical record.
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s9 height



Throughout this section, the term 8scan9 refers to any medical imaging data used to assess tumor 
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9s condition.
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institution9s local laboratory require a change in 



and the result recorded in the patient9s medical records



for delivering the requested information to the Sponsor within 24 hours of the Sponsor9s request 

t9s personal identifiers 

accordance with European Commission Guidance 2011/C 172/01 (<CT3=), or as per national 



participant9s
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dose level at which g33% of patients have record of DLT.
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• The investigator or the investigator9s representative will explain the nature of the 
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regulatory auditor to review the subject9s medical records. This gives per
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integrity of the data collected. Source documents are filed at the investigator9s site.
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health authorities, the sponsor9s procedures, or GCP guidelines
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that would not have been appropriate in the physician9s office or outpatient setting. 
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• The term disability means a substantial disruption of a person9s ability to conduct normal 
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medical judgment and considering the definitions of the <Assessment of Relationship of 
Adverse Events to Investigational Medicinal Product= described in 
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satisfactory rechallenge† procedure if necessary.



– –

– –



–

–

–

–

–

–

–

–



–

–

–

–

–

–

Mitri Z, Constantine T, O9Regan R (2012) The HER2 Receptor in Breast Cancer: Pathophysiology, 

–

–



–

–

–

–

–

–

–

Premji SK, O9Sullivan CC (2024) Standard
�

–

–



–

–

–

–

–

–

–

–


