Declaration of the end of trial form

NOTIFICATION OF THE END OF A CLINICAL TRIAL OF AME DICINE FOR HUMAN USE
TO THE COMPETENT AUTHORITY AND THE ETHICS COMMITTEE

For official use

Date of receipt: Competent authority registration number:
Ethics committee registration number:

To befilled in by the applicant
A MEMBER STATE IN WHICH THE DECLARATION IS BEING MADE The Netherlands

B TRIAL IDENTIFICATION

B.1EudraCT number: 2007-004545-15
B.2 Sponsor’s protocol code number: MLAM 2007/01
B.3 Full title of the trial: The Split Dose Study: Slit dose Rhenium-188-HEDR

regimen in hormone refractory prostate cancer patiats with bone metastases; a phase | toxicity study
and phase Il efficacy study.

C APPLICANT IDENTIFICATION (please tick the appropriate box)

C.1 DECLARATION FOR THE COMPETENT AUTHORITY X
C.1.1 Sponsor X
C.1.2 Legal representative of the sponsor L]
C.1.3 Person or organisation authorised by the sponsmate the application. L]
C.1.4 Complete below
C.1.4.10rganisation: University Medical Center Utrecht
C.1.4.2Name of person to contact: Marnix G.E.H. Lam
C.1.4.3Address: Heidelberglaan 100

3584 CX

Utrecht

The Netherlands
C.1.4.4Telephone number: +31 88 755 8818
C.1.4.5Fax number: +31 30 25 810 98
C.1.4.6E-malil M.Lam@umcutrecht.nl
C.2 DECLARATION FOR THE ETHICS COMMITTEE L]
C.2.1 Sponsor L]
C.2.2 Legal representative of the sponsor ]
C.2.3 Person or organisation authorised by the sponsmiate the application. ]
C.2.4 Investigator in charge of the application if apabé:

» Co-ordinating investigator (for multicentre trial): ]
* Principal investigator (for single centre trial): ]

C.2.5 Complete below
C.2.5.10rganisation:
C.2.5.2Name:
C.2.5.3Address:

C.2.5.4Telephone number:
C.2.5.5Fax number:
C.2.5.6E-mail:

1 According to national legislation
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D END OF TRIAL

D.1  Isit the end of the trial in this Member State? yesX] nol[ ]
D.1.1 If yes, give date (YYYY/MM/DD): 2011-05-03

D.2 s it the end of the complete trial in all countres concerned by the tric? yesX] nol |
D.2.1 If yes, give date (YYYY/MM/DD): 2011-05-03

D.3 Isit a premature ending of the trial? yegdx] nol |
D.3.1 If yes, give date (YYYY/MM/DDY: 2011-05-03

D.3.2 Whatis (are) the reason(s) for the premature gfdin The trial has not commenced.
D.3.2.1Safety yes | nolX
D.3.2.2Lack of efficacy yes | nolX
D.3.2.3The trial has not commenced P&k no[ ]
D.3.2.40ther yeb | nolX
D.3.3 If yes to any of the above questions, briefly dégcm an annex (free text):

D.3.3.1The justification for premature ending of the trial The trial did no

commence within 1 year after METC approval.
D.3.3.2Number of patients still receiving treatment ateiof premature termination in the MS concernedhey

declaration and their proposed management: 0
D.3.3.3The consequences of early termination for the eMimn of the results and for overall risk ben
assessment of the investigational medicinal product none.

t

efit

E SIGNATURE OF THE APPLICANT IN THE MEMBER STATE

E.1l | hereby confirm that/confirm on behalf of the spor that (delete which is not applicable):
* The above information given on this declaratiooagect; and

* That a summary of the clinical trial report will babmitted to the competent authority and ethics
committee concerned as soon as available and vatiiryear deadline after the end of the trigl in

all countries.
E.2 APPLICANT TO THE COMPETENT AUTHORITY (as stated in C.1) X
E.2.1 Date: 2011-07-05

E.2.2 Signature :

E.2.3 Print name: Dr. M.G.E.H. Lam
E.3 APPLICANT TO THE ETHICS COMMITTEE (as stated in C.2) []
E.3.1 Date:

E.3.2 Signature :
E.3.3 Print name:
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