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TRIAL

1. Randomisation procedure

80 mg p.o. daily for 5 years daily for 5 years

Confirmation e-mail
To: local study team, local pharmacist, study coordinator and datacenter
Content: patient identification and trial number

Assigned treatment in Electronic Patient Viewer (EPV)
Only accessible by local pharmacist

Issue study medication by pharmacist or researcher
Depending on local hospital procedure
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2. Randomisation
The local researcher/ Pl in your hospital is, in collaboration with the central study coordinator of UZA,
responsible for the randomisation of patients. If a patient has been randomized in your hospital, you
will receive a confirmation email (i.e. randomisation email) with the study number (trialnumber/
randomisation number) and some other details about the patient.

2.1 Randomisation/ confirmation email
The randomisation email looks like this:

Aspirin )
Dear Colleague,

Hereby we confirm that your patient, as specified below, complies with all the in- and exclusion criteria and is randomised in the ASPIRIN trial today.

Patient

Center /4444
Physician 7///////////////////
Date of birth 7//////////////////

Date of randomisation W///////A
Date of informed consent 7//////////////////
Date of surgery 7//////////////////

Subgroup no adjuvant chemotherapy, pStage Il
Gender male

Age group =70 years

Assigned Trialnumber

Trialnumber /////////////////%

Note: this email does not show the randomisation result!

2.2 Structure of the study number

The study number of patients included in the ASPIRIN Trial is made up of a three-digit ‘CenterID’
(hospital number) and a four-digit ‘PatientID’ (patient number). The PatientID is an ascending number
that is equal to the number of patients participating in the ASPIRIN Trial at your hospital, and is always
an 8000-number. The first patient will always have number 8001 as PatientID, followed by patient
8002, 8003 etc.
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3. Electronic Patiént Viewer

After receiving the randomisation email, you can view the result - only as a pharmacist - using the
Electronic Patient Viewer (EPV) in ProMISe. You need a pharmacy account for logging in.

3.1 Request ProMISe pharmacy account
Requesting a pharmacy account can be done by sending an email to the central study coordinator
(aspirin@uza.be). Please note that a signed task delegation log is required.

3.2 Username and password

After your application has been approved, you will receive an email with a username that is linked to
the email address you provided. You can then create a password via the login page.

3.3 Login page
The ASPIRIN EPV on the ProMISe website is accessible via www.msbi.nl > Datamanagement >

ProMlISe > Projects > Datacenterheelkunde > ASPIRIN > Webform Facility (on the right of the screen)
https://www.clinicalresearch.nl/PROMISE/S/HEIT/S O LUMC C HEELK ASPIRIN /LOGON/INDEX.HEI?MODE=1

Other Access Modes

Download Facility Dashboard Facility Webform Facility

3.4 Request new password

On the login page you can create a password by clicking on Renew password? Click here. Then click
on obtain new password.

“IProMiSe
ASPIRIN

username

Fenew password? Click here .

" IPFOM |Se Password Manager ASPIRIN S—

Return to Logon page

How can we help you?

Did you forget your password or do you want to replace an expired password by a new one? obtain new password
Do you have a valid password but you want to change it now? change valid password

The general ProMISe help desk at ADM can be reached via email: ADM@Iumc.nl; in urgent matters call +31 71 5269726
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In the next screen enter your username and click on request security code. You will now receive an
email message with the security code.

B WVELSEY (EO GG RGN Request Security Code

= 5
Restart this page Your usemame
I pl’OM |SE Password Manager ASPIRIN Return to Logon page

Enter your username and security code (access code) as well as your new password and click on
confirm.

Uw gebruikersnaam Username
Toegangscode Security code
Uw eigen NIEUWE wachtwoord New Password

Herhaal uw eigen NIEUWE wachiwoord Repeat New password

You can now use your new password.

3.5Llogin
On the login page you can log in with your username and password.

The ASPIRIN EPV on the ProMISe website is accessible via www.msbi.nl > Datamanagement >

ProMlISe > Projects > Datacenterheelkunde > ASPIRIN > Webform Facility (on the right of the screen)
https://www.clinicalresearch.nl/PROMISE/S/HEIT/S O LUMC C HEELK ASPIRIN /LOGON/INDEX.HEI?MODE=1

Enter your username and password and click on show my webforms and you will see the EPV in the
screen.

I \_/

After you dlick on the questionnaire you want to fill in, the [Stari Webform] button appears
EPV (Electronic Patient Viewer) pharmacy randomisation result ASFIRIN frial [nr.50]

Start button appears

Select EPV and then click on Start Webform.

password ‘ I g

After you click on the questionnaire you want to fill in, the [Start Webform] button appears
EPYV (Electronic Patient Viewer) pharmacy randomisation result ASPIRIN trial [nr.50]

Ll B2l U UL & = .
s Click here to change a valid password.
« Usual logon
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TRIAL

3.6 Change valid password
Changing a valid password also takes place via the login page. Click on Renew password? Click here
and then on change valid password.

username

Then follow the steps on your screen.
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4. View randomisation result

Aspirin

After logging in, you will see an overview of the participating patients in your hospital with various

data, including the randomisation result (allocated treatment).

Step 2: click on any icon © below to display the data

[

(n=18)

Triainumber
[auto-
calculated]

Date of
birth

ge at

Center andomisation

2R 2

® I%emer ISduDJem Physician Subgroup

Step 2: click on any icon © below to display the data

Date of last
ate of ED R

hndomisation

’ of
medication death

intake

Allocated
treatment

@ lt.‘éenter l‘a“dubject Center

@] _c00z| 6015|EMO ciy Demo Randomsaton ony] 1940-02-02

F—

Date of
birth

()| 8005 2015 DEMO city [Demo Randomisation only] (1920-03-01
@ 3005 8014 | DEMO city [Demo Randomisation only] |1920-01-01
@ 2005 8013 | DEMO city [Demo Randomisation only] |1933-03-30

Allocated
freatment

Acetylsalicylic acid
Flacebo

Acetylsalicylic acid

By clicking on the icon next to CenterlD, the EPV appears at the patient level. Then click on the plus

sign next to Record Locator to expand the record.

You will now see the EPV at the patient level. With the printer icon you can also print this patient

specific overview.

jﬂecnrd Locator
JPatient [8005] 8016

JRecurd
Center Id
Subject Id
Center
Date of birth
Age at randomisation
Physician

P

DEMO city [Demo Randomisation only]
8016

DEMO city [Demo Randomisation only]
1940/04/02

74

G.J. Liefers
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5. Order study medication
Medication can be ordered with the supplied order form. This order form can be sent by email to the
trial pharmacy of UZ Antwerpen via studies.apotheek@uza.be.

Note: the medication has a delivery time of 2 weeks.

University Hospital Antwerp
Trial pharmacy
E-mail: studies.apotheek@uza.be

6. Receipt of medication
Medication is delivered directly from the trial pharmacy of UZ Antwerp to your local hospital
pharmacy. The reception procedure is as follows:

¢ Read temperature logger (see instruction on back logger)

1. Remove protective cap

2. Connect to a PC via the USB port

3. Print the graph

e Complete and send the receipt form

1. Complete Table C

2. Add graphics and data to form

3. Scan the form with graph and data

4, Send by e-mail to studies.apotheek@uza.be
o In case of agreement of temperature data, no further actions are required
. If temperature data exceeds the prescribed specifications during transport

(see graph and data), indicate this in the mail to the trial pharmacy of the
UZA. The trial pharmacy will determine the impact and will provide feedback.

Attention: please keep the temperature logger until you have received a confirmation of ‘fit for use’.

Here you can see what the receipt form (Table C) looks like and what you need to fill in:
Table C: Acknowledgement of Receipt; to be filled out by Client

Please inspect and inventory the contents of this shipment of investigational medicinal

product(s) upon receipt and return a scan of this form, including the log of the temperature
data to studies.apotheek@uza.be

Receipt in acceptable condition Yes
MNo (please provide details and directly

contact the Trial Pharmacy UZA)

Receipt at (date)
Received by
Signature / Date
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7. Drug accountability

The medication is delivered in boxes of 16 containers containing about 100 tablets each. The size of
these boxes is 17x17x10 cm.

You will receive 2 different containers from the courier service; placebo and verum. For the pharmacy,
the medication is therefore deblinded.

At the time you prepare the study medication for a study patient, you write the Subject n° (= Subject
ID / study number/ trial number), visit number, date of birth, and the name of the local investigator
on the container. Part of the label is a flag label (deductible). Before you release the study medication,
remove the flag label of the container, with this you will blind the medication. The medication number
is on both parts of the label, which makes it possible to trace which medication the patient has
received.

You must keep the drug accountability on a form. An example of the drug accountability form is
included with the initiation visit. You store the flag label on / at the drug accountability form.

The medication is issued the first two years once every six months (= 2 pots), then once a year (= 4
pots).

8. Patiént accountability
The patients do not have to keep accountability and the pharmacy also plays no role in this. Patient
compliance is questioned by the local research physician. The residual medication may be destroyed
by the local researcher or the local pharmacy.

ASPIRIN trial, pharmacy protocol (EN) page 11 of 14
Version 3.0, December 2018



9. Example (flag)labels study medication

9.1 Labels (Dutch)

Label aspirine

Label placebo

Aspirin

20 P, 200

Aspirin trial / CsEP2
EudraCT nummer: 2011-004686-32 3gp2x
Subject nre.........c.e Gob % § :2 ;
TEIE
V[T T = Modicatie nummar: XXXXXXX T § 3~
100 tabl. Acetylsalicylzuur 80 mg of Placebo voor oraal gebruik E_‘ : g
Gebruik: Dagelijks 1 tablet innemen volgens protocol g ‘g é 5
2 s
Onderzoeker: g e g
Lotnr: XXXXXXX  Hertestdatum: 11-1111 18 *
Bewaren bij 16-26°C. Baschermen n licht en vocht ’:‘
Uitsluitend bestemd voor klinisch onderzoegk -
Buiten het zicht en bereik van kindgren bewaren
Sponsor. Loi;: Universitair Medisch Centfum, Albinuedreef 2, 2333 ZA Leiden 00000
g
S Er b T H Aoy 3173
.1 Rocnen | 7§ APR, 2097
Complete Remove label before handing over !

20 PR, BV

\ 4
3 Ccagm
Aspirin tral y % § . g g
LudClounuer 201100468632 “ERQT
E2F 2 2
Subjoct N e = Gi g gv 5 g'
Hadiealia nummer: XXOOXXX - B 3
3B a
100 tabl. Acetylsalicylzuur 80 mg of Placebo voor oraal gebruik % ? §
i &
Gehruik: Dagefijks 1 tablet innemen volgens protocol g § % %
=<
ONOCIZOBKEL: virvrenestrsirmreessassesasensansasssssnssassasrsrenn § % g
otnr: M N RNE :‘é_
- &
Bewaren bij 15-25°C. Beschermen tegen lichten vocht 2 2
Uitsluitend bestemd voor klinisch onderzoek 3
Buiten het zicht en berelk van kinderen bewaren
Sponson Loidw‘g;e:shdr Madisch Contrum, Albinusdrest 2, 2333 ZA Lekden 00000
Vg
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9.2 French labels

Label Aspirine

Aspirin trial 6 BT Z
. o ey o ~+ O o T
Subject N o ViSite Nt 3 3 % 3 =
Date d& NAISSANCE: ...ooveee ettt ettt st aes s sre e bersas v eanas 2 318 9 i
§ Q Q 5 .
£ = |® .0

100 comprimés de I’Acide acétylsalicylique 80 mg ou placebo a usage oral ; (BD\ o E

(%]

52 §

o . . , . x
Utilisation: 1 comprimé par jour selon le protocole =|a
T 22

Q.
CREICREUF: ettt s e e et g o2
T & %
e T2
Lot N® 1 XXXXXXXXXX Date test de répétabilité: xx-xxxx w = ¥
o X’_, o
m —
Conserver a 15-25°C. Protégel de la lumiére et de I’humidité. . ‘<_’_
Exclusivement pour la recherdhe clinique. S; 2
, (0]
Conserver hors de la vue et della portée des enfants. & o
= O
Sponsor: Universitair Ziekenhuis Antwerpen X oa
Wilrijkstraat 10, 2650 Edegem, Belgique x
%
Numéro de la médication: XXxxxXXxxx
COMPLETE REMOVE LABEL BEFORE HANDING OVER!
Label Placebo l /
Asp!rln trLaI \1, o 5T >
Subject % e, Visite N®cen, 3 322
Date de NAISSANCE: «...cuveeeereeeeeeeeseseeeeeetee et essesasae s ses s essess s s ssn e ens 2o ™R S
P Sl
ol % =) 5.
100 comprimés de I’Acide acétylsalicylique 80 mg ou placebo a usage oral E o § -
x
3 £

R L . o X

Utilisation: 1 comprimé par jour selon le protocole Q X
5
. =}
01 YT ol oY= U TSR 5
x
<
Lot N® 2 XXXXXXXXXX Date test de répétabilité: xx-xxxx S
x
x
x

Conserver a 15-25°C. Protéger de la lumiére et de I’lhumidité.
Exclusivement pour la recherche clinique.
Conserver hors de la vue et de la portée des enfants.

Sponsor: Universitair Ziekenhuis Antwerpen
Wilrijkstraat 10, 2650 Edegem, Belgique

3w g anbijAdljes|A1poe ap1dY 09IDV1d SpWldwod 00T

XXXX-XX :911|1qe12d24 9p 1591 91eQ

Numeéro de la médication: XXXXXXXXXX
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10. Additional explanation of the label
Subject n° = Trial number = randomisation number = study number(...8...)
Visit n° = this number normally corresponds to the number of times the patient has received his study
medication, and thus also with the number of the study visit.

11.Storage of medication
The study medication must be stored separately from non-study medication. The medication should
be stored at room temperature (see study medication label) and the temperature should be
monitored. Temperature excursions (<15°C or >25°C) of more than 30 minutes must be reported to
the central study coordinator (see contact details at the bottom of this page).

12. Transport medication
If medication is transported outside the regular monitored storage, the temperature of the product
must be monitored. An exception applies to transport shorter than 30 minutes if this is a one-off. If
you have transported medication unmonitored for more than 30 minutes, you must report this. This
only applies before the medication has been handed over to the patient.

13. Deblinding

Due to the minimal risk of life-threathening events, deblinding takes place within office hours. The
local investigator must first have permission from the central study coordinator of the Antwerp
University Hospital before he can approach the local hospital pharmacist for deblinding. You must
consult the EPV for carrying out the deblinding.

14. Finance
The pharmacy receives no reimbursement for the start-up and issuing of the medication.

15. Contacts
Contact persons at the Antwerp University Hospital

Principal investigator: Prof. dr. Marc Peeters, head of the oncology department
E-mail: marc.peeters@uza.be

Central study coordinator: Marjon De Roose

E-mail: aspirin@uza.be

Telephone number: +32 38214082
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