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A Study to Compare Subcutaneous (SC) Versus Intravenous (IV) Administration of Herceptin (Trastuzumab) in Women With Human Epidermal Growth Factor Receptor (HER) 2-

Positive Early Breast Cancer
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Protocol & Results
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Registry Contacts & Sites
Change History

Sources
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Primary Interventions

Safety Intelligence for Primary
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Active Controls

Phase
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Reason for Trial Discontinuation

Highlight () Search Terms & Synonyms

Results Available Yes Endpoints Met  Yes

A Study to Compare Subcutaneous (SC) Versus Intravenous (V) Administration of Herceptin (Trastuzumab) in Women With Human
Epidermal Growth Factor Receptor (HER) 2-Positive Early Breast Cancer

A Phase I, Randomized Open-Label Study to Compare the Pharmacokinetics, Efficacy, and Safety of Subcutaneous (SC) Trastuzumab
With Intravenous (IV) Trastuzumab Administered in Women With HER2-Positive Early Breast Cancer (EBC)

BO22227; NCT00950300; 2008-007326-19; HANNAH

Adenocarcinoma; Breast tumor

View Epidemiology in IPD &
HERZ2; Estrogen receptor

Variable regimens including: 5-flucrouracil, cyclophosphamide, docetaxel , epirubicin , trastuzumab , trastuzumab iv + docetaxel +
epirubicin + cyclophosphamide + 5-fluorouracil, trastuzumab sc + docetaxel + epirubicin + cyclophosphamide + 5-fluorouracil

Variable regimens including: 5-flucrouracil, cyclophosphamide, docetaxel, epirubicin, trastuzumab
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A Study to Compare Subcutaneous (SC) Versus Intravenous (IV) Administration of Herceptin (Trastuzumab) in Women With Human Epidermal Growth Factor Receptor (HER) 2-

Positive Early Breast Cancer
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® Results
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® Treatment

Subjects & Measurements
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PROTOCOL & RESULTS
AIMS & SCOPE

This was a randomized, open-label study to compare the pharmacokinetics, efficacy and safety of subcutaneous Herceptin (trastuzumab) with iv Herceptin administered in women
with HER2-positive early breast cancer.

The aim of the study was to explore the association between the secondary endpoints total p §EFS). The association

between tpCR and EFS was also assessed according to estrogen receptor (ER) status [ 166346] PRESS RELEASE x
The main objective of this trial were to compare between subcutaneous Herceptin and intrav
observed pre-surgery. The efficacy (pathological complete response, pCR).

28-Feb-2019 jJconcentrations (Ctrough)

FDA Approves Herceptin Hylecta for Subcutaneous
Injection in Certain HER2-Positive Breast Cancers
Genentech Inc

Source |D: 2124606

The secondary objective of this trial were to compare between subcutaneous Herceptin and if bst-surgery. The

predicted Ctrough concentrations pre-surgery and post-surgery. The pharmacokinetic profilg
View full report
|l response rate (ORR).
e .Jl'mation).

To evaluate in the subcutaneous Herceptin and intravenous Herceptin arm. Total pathologic
Time to response (TTR). Event-free survival (EFS). Overall survival(05) . Safety and tolerabilitf—rereron

e B b T e

As of February 2019, Herceptin Hylecta was approved by U.S. Food and Drug Administration (FDA) [ 212460617, [ 21243801,

PROTOCOL DESCRIPTION TEXT

In this open-label, multicenter trial patients with operable or locally advanced breast cancer would be randomized ) pre-operative treatment with eight cycles of chemotherapy (
docetaxel followed by 5-flusrouracil/ epirubicin /cyclophosphamide) concurrent with either subcutaneous Herceptin jintravenous Herceptin. After surgery patients would receive a
further 10 cycles of Herceptin subcutaneous or Herceptin intravenous as per randomization t S i
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Coronavirus (COVID-19) Update: FDA Limits Use of Janssen COVID-19 Vaccine to Certain Individuals

Coronavirus (COVID-19) Update: FDA Limits Use of Janssen COVID-19 Vaccine to Certain Individuals Coronavirus (COVID-19) Update: FDA Limits Use of Janssen COVID-19 Vaccine to Certain
Individuals PR Newswire SILVER SPRING, Md., May 5, 2022 SILVER SPRING, Md., May 5, 2022 [PRNewswire/ -- Today, the U.S.

Issued By: Food and Drug Administration

Publication Date; 05-May-2022

Betterlife Pharma announces Interferon Alpha-2b Covid-19 news regarding its emergence as a potential treatment for COVID-19

For further information please visit abetterlifepharma.com Cautionary Note The Company is not making any express or implied claims that AntiCovir or any other product has the ability
to eliminate, cure or contain the Covid-19 (or SARS-2 Coronavirus) at this time.

Issued By: BetterLife Pharma Inc

Publication Date: 13-May-2020

BiondVax'’s Innovative Inhaled COVID-19 Therapy Virtually Eliminated SARS-COV-2 Virus in Preclinical In Vivo Study

BiondVaxs Innovative Inhaled COVID-19 Therapy Virtually Eliminated SARS-COV-2 Virus in Preclinical In Vivo Study January 06, 2023 07:15 ET | Source: BiondVax Pharmaceuticals Ltd. ...
Issued By: BiondVax Pharmaceuticals Ltd

Publication Date: 06-Jan-2023

RedHill Biopharma's Second COVID-19 Candidate, RHB-107, Cleared by FDA for Phase 2/3 Study in Symptomatic COVID-19 Disease

RHB-107 has demonstrated strong inhibition of SARS-CoV-2 viral replication in an in vitro human bronchial cell model and its safety profile has been demonstrated in approximately 200
people, including in Phase 2 studies in oncology indications.

Issued By: RedHill Biopharma Ltd

Publication Date: 17-Nov-2020

Sanofi and GSK announce a delay in their adjuvanted recombinant protein-based COVID-19 vaccine program to improve immune response in the elderly
The study will include a proposed comparison with an authorized COVID-19 vaccine.

Issued By: Sanofi SA

Publication Date: 11-Dec-2020

FDA and CDC Lift Recommended Pause on Johnson & Johnson (Janssen) COVID-19 Vaccine Use Following Thorough Safety Review
Specifically, the agencies assessed reports submitted to the Vaccine Adverse Event Reporting System (VAERS), reviewed the medical literature and considered the information from global

regulatory partners about thrombosis with thrombocytopenia that have been reported following use of a similar, yet not identical, COVID-19 vaccine using a virus from the adenovirus
familv that has haean madified tn rantain the cana for makine a nratein from SARS-CaV-2
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