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Clinical Plan Number Clinical Plan Reference

s HoLoID-1
Trial Number Trial Alias

201 HOLOID-ABC-1
Trial Status

P Last Patient 15t Visit

Description

(17 parmerers e e oot [l < > |

To establish the efficacy of holotaxel in tumors

Trial Description

Advanced breast cancer, holotaxel/Adriamycin/Cytoxan

Trial Properties

Regulatory Relevance Single Country Trial no

Pivotal (mandatory for regulatory) Single Unit Trial no

Principal Investigator Last Country Set Up Yes

Professor A Myers Protocol Amendments Exist

Special Name Trial Phase Phase 111

Country/Units Patient

Planned  Actual Planned  Actual

Trial Countries 4 Entered Trial 200 200

Trial Units 21 12 (11 Confirmed) Entered Treatment 200 200
Completed Treatment 100 17
Enrolment Plan Basis Entered Trastment

Trial Stage Planned Duration (Months). Other’

Pre-Teal 6 Clinical 12 Statistics 1 Reportng 1 Total 20 Probability Factor 1 Related Concept Trial
Concept Tral No Historic Trial No

Comments

Key afficacy trial: holotaxel S mo/sq.m added to S0% of patients; all patients receive doxarubicn 60-75 ma/sa.m |
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Dropped Treatment

Completed Treatment 2295

Description
To establish the efficacy of holotaxel in tumors
Clin Plan Type.

Piuotal: for registration

586 Total
514 Total with Patients
50

Set Name: HOLOTAXEL
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HOLOID-556
HOLOID44
HOLOID-£X-2
HOLOID-HER-5.

HOLOTD-HEP-4

P 15t Patient 15t Visit 1-82p-2003 1-Sep-2003
P 15t patient 15t Visit 1-Nou-2003  1-Nov-2003
P 15t Patient 1st Visit 1-Mar-2001

P Central Protocol Approval  7-Aug-2000

P 15t Patient 15t Visit 17-Apr-2001 17-Apr-2001
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