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Please complete this form, keep a photocopy for your records and return the original to your trials unit:
MRC: RADICALS Data Manager, MRC Clinical Trails Unit, Institute of Clinical Trials & Methodology, 90 High Holborn 2™ Floor, London, WC1V 6LJ

CCTG: ClinicalFriale-Assistant, CCTG, Queen’s University, 10-Stuar-Street,Kingston, Ontario, K7L 3N6, Canada

éatient’s initials I:l: ) Date of birt(l | | | | | I/) | | MRC P@ | | | b | |
L d m y
CCTG Patient ID NG | | J/) |

Responsible investigator: ............................

¢ Please complete this form after the first of each event. Events reported in the past do not need to be reported again.

¢ For patients randomised to RADICALS RT- deferred setting, please give biochemical progression before radiotherapy
and biochemical progression after radiotherapy. For all other patients please report biochemical progression after
randomisation only once.

Biochemical Progression is defined as either:

= Two consecutive rises in PSA and final PSA >0.1ng/ml or

1 |:| Li: ch a|uuicablpprtooggtession = Three consecutive rises in PSA

0=No, goto Q8
1 = Yes, PSA risen twice consecutively and final PSA >0.1ng/ml - complete Q2-5
2 =Yes, PSArisen 3 times consecutively - please complete Q2-7

3 = Yes, already reported; go to Q8

2| | | Il’sa*ais | | ‘1;:I Raised PSA value 3| | |dbsa}aisLd| | | | | Date of 1st Raised PSA value
d m y

4| feppg 1 f;m? Raised PSA value 5| dredo1 |d | | | Date of 2nd Raised PSA value
d m y

°l thirdpsa 3rd Raised PSA value | atir1 ] d [ | Date of 3rd Raised PSA value
Please only complete 3rd raised PSA if 2n?1/rgl raised PSA is = or <0.1ng/ml d m y

¢ For the following questions, please provide a date of event if answer is 1 = Yes or 2 = Suspicious.
¢ Where a suspicious event is later confirmed, please provide a new Disease Event Form (CRF7).

8 I:WW 9| ocdi2 H | | Date of diagnosis

0=No locall of local progression

1 = ‘Ilcb d m y
2 = Suspicious, specify why edaeted
Please answer question 9 if 1 = YeS™o

10 ionresi isegse progression "1 1T 1 T 11 Date of diagnosis of
| |0=No castd1 LJ_I Jigal;lj__|d|_|_u_| castration resistant disease

T=V&5 progression

Castration-resistant disease progression is defined as:

= Two consecutive rising PSA values in the presence of a

castrate level of testosterone (<50ng/dL or 1.7nmol/L)

12 v . 13 i i
[ e nosatesazse [T Goda T T oot dngnosisct
1 u m

= No sppell

AV4
S

2 = Suspicious, specify why
Please answer question 13 if 1 s or 2 :Sr-llesglgigltlgd -

Please continue on next page *
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MRCPatient|@| | | | | |

D

CCTG PatientIDNo.| HJ | | D

14|:| Di ic-disease
0 £ No disno1

—redacted—

1 =Yes

-

1

| | Date of diagnosis of
distant node metastatic

| drtstis o[ |

2 = Suspicious, specify wh

Please answer question 15 if 1 = Yes or

y disease

16 Bonymetastatic disease— 17 Date of diagnosis of bony
|:| 0ENo bmet | | | |dbl)ny|1‘ld | | | metastatic disease
1 =Yes d m y
2 = Suspicious, specify wh —redacted—
Please answer question 17 if 1 = Yes or ici
18 L'E::e(as(akedw i 19 . Date of diagnosis of liver
|:| ok No livmet | | | d||ve|1Jd | | | metastatic disease
1= m Y
2 = Suspicious, specify hy —redacted—
Please answer question 19 if 1= Ye iei
20 Lu icdi 21| | | | dIlIlnng | | | Date of diagnosis of lung
04 No lungmet metastatic disease
1=Yes d m y
2 = Suspicious, specify wi —redacted—
Please answer question 21 if 1 = Yes or 2 = Suspicious
22 O 23 Date of diagnosis of
|:| 0 othmet | | jothell_d o!her metastatic
15 i L d m y disease
—Tedactea—
24|:| Secdnd primary cancer 25| | idiggfl_d Date of diagnosis of
0=N secprica o y second primary cancer

1 = Yes, specify

d
k — redacteb

2% Has any treatme]nt been glé/ﬁntﬁr the disease event (s) listed on this form?
y

0=No

1 = Yes - please complete an Additional Treatment Update Form

27

Do any of the events reported on this Dise
0 = No - None of the events meet the SAE criteria

eventsae

1 = Yes, Resulted in death - Please complete a death form

2 = Yes, Life-threatening.

3 = Yes, Required inpatient hospitalisation or prolongation of existing hospitalisation

4 = Yes, Persistent or significant disability/incapacity
5 = Yes, Other important medical condition, please specif]

e —redacted—.........

iteria of an SAE?

If yes, please continue on next page *

Signed by ......... (oo

(Only MRC authoi

investigator)
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MRC Patient ID No. | |

a

CCTG PatientlDNoq\l | | | | [

D |

Please note an SAE form does not need to be completed for this event

Details of Event (s)

28. Main Event (1) . 29. Grade 30./Date of o
(Enter the MAIN EVENT below) mainet <CTCAE v3.0> <ddimmiyyyy> Wehse1
maine?2

Associated symptoms: mevisi

Please only complete the section below if more than one of the reported events has been classified as serious

31. Main Event (2) . 32. Grade 33. Date of onset
(Enter the MAIN EVENT below) maine3 <CTCAE v3.0> <dd/mm/yyyy

maine4 donse?2
Associated symptoms: mev2si

Only complete Q.34 if the event was within 30 days of last protocol treatment

34. Describe serious adverse event (s) (include manifestation & progression of event, any treatments given in response to the event and any relevant tests
carried out e.g. WBC, neutrophil count. Continue on a separate sheet if necessary).

CTU Clinical Reviewer Use ONLY MRC CTU Staff Use ONLY
A Date checked by
C°mme"ts® Clinical Reviewer dedocl)p_d
Event No evgntnp

Body system: / \

Clinical Revie%

Version 6.0, March 2019 Page 3 of 3



Victor Olago

Victor Olago

Victor Olago

Victor Olago
maine1 

Victor Olago
maine2 

Victor Olago
donse1 

Victor Olago
mev1s1 

Victor Olago
maine3 

Victor Olago
maine4 

Victor Olago
donse2 

Victor Olago
mev2s1 

Victor Olago
—redacted—

Victor Olago

Victor Olago

Victor Olago
dedoclin_d 

Victor Olago
eventno 

Victor Olago
Variable Unavailable

Victor Olago
Variable Available


