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EUROPEAN MEDICINES AGENCY

S CITENCE MEDICINES HEALTH

EMA/588790/2011
Committee for Medicinal Products for Human Use (CHMP)

CHMP assessment repo I

Doxorubleln SUN Recommendation

Based on the CHMP review of the data and the Applicant’s response to the questions raised by CHMP at
International non proprietary n Day 180 on quality, safety anq efficacy, th.e CHMP considers that the application for Doxorubicin
2mg/ml Concentrate for Solution for Infusion in the treatment of:

« As monotherapy for patients with metastatic breast cancer, where there is an increased cardiac
risk.

e For treatment of advanced ovarian cancer in women who have failed a first-line platinum-based

Procedure No. EMEA/H/C/0020

chemotherapy regimen.

e In combination with bortezomib for the treatment of progressive multiple myeloma in patients who
have received at least one prior therapy and who have already undergone or are unsuitable for
bone marrow transplant.

is not approvable since there are outstanding major non-clinical and clinical objections which preclude
a recommendation for marketing authorisation at the present time.
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« Confidentiality agreement

« Form FDA 1572 (statement of investigator) 21 CFR
« Form FDA 3454, 3455 (Financial Disclosure) 21CFR
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5.2 Contract Research Organization (CRO)

5.2.1 A sponsor may transfer any or all of the sponsor's trial-related duties and functions to a
CRO, but the ultimate responsibility for the quality and integrity of the trial data always
resides with the sponsor. The CRO should implement quality assurance and quality
control.

5.2.2 Any trial-related duty and function that 1s transferred to and assumed by a CRO should be
specified i writing.
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