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1 LOG IN DETAILS

Link received via email
Login = User name = your email

Password (PW): received by email, change upon first login

GDPR approval: only when logging into Dyco Flow for the first time

Settings:
- Preferred browser is Google Chrome.
- Disable the pop-up blocker (for instructions go to tab Support after login).

& GDPR.pdf

Dear User,

You have been assigned as new user in Dyco Flow (DigiDyco), an interactive platform-based application to
facilitate the document collection and shared management of clinical projects. Before you proceed, we like to
make you aware that the system captures some of your personal data. Please read the following GDPR
statement and indicate your choice on consent.

Dyco Flow is GDPR compliant

Subject-matter and objectives

I declare that | have read the above paragraphs fegarding GDPR and approve on the processing of my personal data in Dyco Flow, with the lImitations mentioned above (@) yo ()

No

Applcasion devsloped by AR information €2000.2010. Laaded in 00882 seconds

P SSWORD FORGOTTEN

1. Complete username: email and choose forgot password

User name

|anned|rix.ad@gma]l.com ‘

Password

Forgot username Forgot password
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2. Complete next window:

User name

:annedirix.ad@gmail.com

Code

T N—
Refresh

fo1THY |

3. Awarningis sent out:

An e-mail has been sent to annedirix.ad@gmail.com. containing a link to reset
your password.

4. A notification is sent out:

Docroom password reset Inbox x
Arco Service <Arco Service@arco be=
aanmij =

s Engels + > Nederlands ~ Bericht vertalen

Dear Anne Dirix,
Please click the following link to reset your password.

&, Beantwoorden ® Doorsturen
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5. Reset the password:

Password

— 1 Medium

) : Fi Confirm Password

|........ [ Medium

Change Password

Dyco Flow - User Instructions Page 5 of 39
Universitair Ziekenhuis Brussel )
Version May 2022



Before a new study can be submitted, a new project has to be created in Dyco Flow by the Clinical Trial Center
(CTC). In order to create this project, the following information has to be provided via the webform:

e  Project name: use up to 10 characters; a code with year and sequential number will be assigned by the
Central Study office

e  Project title Dutch

e  Project title English

e s this project part of a CTR procedure or an MDR procedure? CTR (Clinical Trial Regulation) and MDR
(medical device regulation) are new European regulatory frameworks to replace the previous
directives.

e  Will human body material be used as part of the project?

e Information Principal Investigator (PI)
E-mail address: please provide a business e-mail address only, private e-mail addresses are not
allowed
Surname
First name
Profile: *see list below

e End date validity of Principal Investigator's GCP certificate: the GCP certificate is valid for a maximum
of 3 years

e Department/research group of UZ Brussel/VUB where the study is performed: the signature of the
head of the department is required for approval of all study-related actions in the department for
which the head of the department is responsible (e.g. using posters for recruitment in the department).
The Medical Ethics Committee cannot approve a study without the signature of the Head of
Department.

e Isthe principal investigator part of this department/research group?

e Information Head of Department:
E-mail address: please provide a business e-mail address only, private e-mail addresses are not
allowed
Surname
First name
Profile: *see list below

e Isthe Pl also a submitter?

e Are there other persons who will be submitters for this project? If the sponsor is not VUB/UZ Brussel, it
is recommended to foresee a submitter role for both the sponsor and VUB/UZ Brussel.

All other members of the study team will be notified in the registration form when completing the
documents for submission.

*Profile: Medical doctor in training — General Physician or Medical Doctor (specialist) — Dentist (specialist) —
(Hospital) Pharmacist — Nurse/Midwife — Physiotherapist — Clinical psychologist with a visum - Paramedic® —
(being in possession of a degree (in a healthcare profession) is a prerequisite; master students cannot fulfil the
role as Pl, the promotor of the master thesis can be submitted as Pl)

° Paramedic professions include audiologist, audiologist, dietician, occupational therapist, pharmaceutical
technician assistant, speech therapist, medical laboratory technologist, dental hygienist, podiatrist, medical
imaging technologist, orthoptist - optometrist, prosthetist
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In the system 3 main roles are defined: Submitter-Principal Investigator-Head of Department. Next to their

viewing rights, following actions can be carried out by the different roles:

Head of
Department

Submitter Principal

Investigator
X
X X X
X X

>

X X X X X X X
>
>

Important: in case the Principal Investigator also performs the tasks of the Submitter, the 2 roles (Submitter
and Principal Investigator) need to be assigned to this person.

Once the project is created by the CTC, an email from Dyco Flow will be sent to the Submitter who can then
start uploading the project.

Dyco Flow-INPUT REQUIRED: you have been assigned as Submitter of Project test1201 inbox

UZB Dyco Flow <no_reply_uzb_Dyco_Flow@digidyco.com> @ di12jan. 08:28 (23 uur
aan klara.godderis, DycoFlowUZB ~

be

Xa Engels ~ > Nederlands ~ Bericht vertalen L

Dear Klara Godderis,

Your Project test1201 is ready for your input.

Instructions :

1. Open your project on the left panel (by clicking on "+") to display the 01 REGISTRATION FORM folder.

2. Click on "Select Registration form™.

3. Fill-in the questionnaire (select the registration form type and the central EC and local ECs) and click on the button "Open registration form".
4. Complete ALL fields in the registration form.

5. Click on "Send for signature”.

An e-mail notification will be sent when the registration form has been signed/rejected by Pl/Head of Department.

Project title:
test

Follow this Dyco Flow link to access the project.

Kind regards,

The Central Study office/Clinical Trial Center
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4 PROJECT IN UPLOAD BY SUBMITTER

- Login User: Submitter

1. Select the registration form:

Click on “Select Registration form “in the light grey bar:

Search projects

= ‘ UZ Brussel
Bl [ Projects

Select Registration form _JAdc

@ [l areg Select the registration form using the button on top.

ATECT3a
@ [ ATEC13b
[ ATEC T3 Comments

) O [ Download selected flestozip [1] X

[5 AONA _
[ [5& Al replace test .: Project

[5 ADT ACC new 14

o IE . ADtack (0041

Now the type of registration form can be selected as well as the Central and Local Ethics Committees.

Click on “Open registration form”.

ﬂt Postpone selection Q Open registration form

[Complete the data and click on button "Open registration form"

Registration Form type ® | Interventional with medical product/medical device

Select the Central Ethics Committee ‘ UZB - VUB, BRUSSEL

Select all Local Ethics Committees “

AZ Delta - Sint-Rembertziekenhuis, Torhout
AZ Nikolaas, St-Niklaas

Is our Ethics Committee the Central EC? Yes

Application developed by ARCO Information ©2000-2020. Loaded in 0.8992 seconds.

Important: In case the study has been evaluated according to CTR or MDR procedures with an external ethics
committee performing the review, the name of the Central Ethics Committee is mentioned on the approval

letter.

Dyco Flow - User Instructions
Universitair Ziekenhuis Brussel
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2. Complete the registration form:

Complete each tab of the registration form with the correct information:

0.Project info A | 1.Projectinfo B || 2. Medical Ethics Committee || 3 Participants || 4 Recruitment and informed consent H 5.Project progress |

@ Sendforsignature [=] Save & Save draftinTasks 4 Return to form selection

D‘v [}

Registration Form type

Interventional with medical product/medical device
Principal investigator (project responsable)

Principal investigator

uzB Pl
Head of the department UzBHD
Sub-investigator
Name Profile GCP certficate (valid tll)
No Data Found.
Contact for the study
Name Email Phone number
No Data Found.
Project short name
Project number screenshots
Medical device? s
JYes UNo

Where is this project registered? - — .

(Ja clinicattriatsregister.eu (o) ClinicarTrials.gov (] o) Other
Does one ofthe (co) investigators involved i this research have a direct o indirect (fnancial interest i this research? (). @ o
Does any of the other employees involved in this research (eg study coordinators, data managers,...) have a direct or C Ye @ N
indirect (financial) interest in this research?  Yes o

OProjectinfoA | 1 Projectinfo 8 || 2. Medical Ethics Committee || 3.Paricipants || 4 Recruitment and informed consent || 5.Project progress

Goal of the experiment (maximum 2000 caracters)

Summary of the project (maximum 2000 caracters)

Important: it is mandatory to fill in ALL the data.

To add a sub-investigator: click on r@ and complete the required information.

Subinvestioator 0 x
Name Profile GCP certificate (valid tl)
[J X DannyVinck | |Physicen 7|

weao B

Don’t forget to add the requested information for the contact person.

Contact for the study

Name

E-mail Phone number
B X |kara Klara godderis@uz| (&

Extra supporting documents are available at the bottom of each window and in the tab “Support”

Extra documents

Title
..,Ll] Required document for the EC submission per study type

MyProjects  Tasks Repo s Support

» Search proyeers | L] Search documents | [ Search comments | £ Search EC meeting date | » Search project status | Search EC continuing review | Secrch o,
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In case the wrong registration form has been chosen , the Submitter can click on “Return to form
selection” in the light grey bar.

@ Send for signature E Save % Save draft in Tasks Return to form selection_J

IC ill in all fields and click Send for Signature

Registration Form type
Principal investigator (project responsable):

Principal investigator

Head of the department

Sub-investigator

Name Profile

Contact for the study

Name E-mail

Project short name
Project number

Medical device?

When the form has been completed, the Submitter needs to click on “Send for signature” in the light

grey bar to send the registration form to the PI for signature. Once the PI has signed the form, the
form is automatically sent to the Head of Department for signature.

© Send for signature [

[: ill in all fields and click Send fo

Save & Savedraftin Tasks 4 Return to form selection

Registration Form type
Principal investigator (project responsable):

Principal investigator

Head of the department

Sub-investigator

Name Profile

Contact for the study

Name E-mail

Project short name
Project number

Medical device?

Dyco Flow - User Instructions Page 10 of 39
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5 SIGNING PROCESS PRINCIPAL INVESTIGATOR / HEAD OF DEPARTMENT

The Pl and the HD receive an email from Dyco Flow to invite them to sign the registration form.

Dyco Flow-INPUT: the registration form of test1201 is waiting for your signature

UZB Dyco Flow <no_reply_uzb_Dyco_Flow@digidyco.com> & di
aan UZB_PI, DycoFlowUZB ~

Xa Engels ¥ > Nederlands v Bericht vertalen

Dear UZB PI,
You are invited to sign off the registration form of project test1201 .
To sign, open the registration form and follow the instructions in orange.

Project title:
test

Please follow this Dyco Flow link, go to your task list and select the project specific registration form.

Kind regards,

The Central Study office/Clinical Trial Center

In order to sign the registration form, the PI/ HD has to go to “Tasks” where the document can be selected to
open the task.

After review the document can be signed.

MyProje ts  Tasks S pport

MyWork | Ocen Workfows \ Archive \ b Seach ‘Search MWy O

0

0 auzcrc STUDY REGISTRATION Registration form Sign By Principal Investigetor 23-08-2013 ]

0 chon STUDY REGISTRATION Registration form Sign By Principal Investigator  24-04-2013 =]

Important: the order for signing is fixed: first the Pl and then the HD

Dyco Flow - User Instructions Page 11 of 39
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- Login User: Principal Investigator

The Principal Investigator can choose to sign the form or to refuse the form.

@ Sion | @ Refuse | K Save drat in Tasks |

I

Comments

Step Sign By Principal Investigator
Project number screenshots

ExecuteUserEvent(112199 false):

To sign the form:

Assleason deveszed b 4000 ermaton Q20002020 Laadad a0

s

e

Ola »

STUDY REGISTRATION. pdf

(J_ ADVIESAANVRAAG AAN DE COMMISSIE MEDISCHE ETHIEX
m i BETREFFENDE EEN PROJECT VOOR DXPERIMENT B DE MENS
INTERVENTIONELE STUDIES met gebrulk van
een product of medical device
Naam: UZEPI
Profiel:  Arts

GCPattest (geldigtot)  09/01/2021

[aam [Profil [P amest eldig o) ]
[ [ [

Dienst en verantwoordelllke van de dienst:

| Dienst [Vulnmordeluhvmdt dienst I
[Poars = |
Externe Disnstien);

& of

Pl clicks on “Sign”. A pop up screen will appear requesting the reason for signing. After having entered user

name and password, the signature will appear on the form.

Important: The following reason is chosen by the Pl when signing the registration form:

- Reviewed and approved = PI signs the registration form

HOOFDONDERZOEKER
Voor gezien en akkoord,

Titel, Naam, Voornaam

Handtekening

Datum

Electronically signed by Catherine Pl on 23/08/2019 17:26:45 (reviewed and approved)

Now the form is sent to the HD to sign.

Dyco Flow - User Instructions
Universitair Ziekenhuis Brussel
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To refuse the form:

Pl refuses the form and fills in the reason for rejection.

Reject comment

#) |notcl4 | "W

I De ¢

In case the reject comment box is too small to add all the remarks, a comment can be added via the text

symbol.
The registration form is then returned to the Submitter who can make the necessary changes before sending it
again for signature to the Pl and HD.

- Login User: HD

The Head of Department can choose to sign the form or to refuse the form.

To sign the form:

HD clicks on “Sign” the form.
Important: The following reason is chosen by the HD when signing the registration form:

- Signed for approval = HD signs the registration form

HOOFDONDERZOEKER
Voor gezien en akkoord,

Titel, Naam, Voornaam Handtekening Datum

Electromcally signed by Catherine Pl on 23/08/2019 17:26:45 (reviewed and approved)

DIENSTHOOFD{EN) of ~VERANTWOORDEL|JKE(M)
Voor gezlen en akkoord,

| Titel, Naam, Voomnaam | Handtekening | Datum

Electronically signed by HD UZB on 17/12/2021 11:35:53 (document signed for approval)
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To refuse the form

® Not secure | vmdevdomab.arco-information.com/DacRoomDycoFlow_UZB/dm_detail.aspx?RTCASE TECH_ID=133256&folderid=08

@ Sign @ Refuse | % Save draftin Tasks | L3

list=133256;131225,69304;69277;23128;2042 1&fromarchive=N&mode=28SITE=Default&md str=0.. &

[a » €@

STUDY REGISTRATION.pdf

...

step Sign By Department Responsable
AuzBCTCH

WET BETREFFENDE HET ONDERZOEK OP EMBRYO'S IN VITRO

ADVIESAANVRAAG AAN DE COMMISSIE MEDISCHE ETHIEK

Enkel volledig ingevulde formulieren worden aanvaard
Gelieve In te vullen of aan te kilkken in de grijze zones

HD clicks on “Refuse” and fills in the reason for rejection (see part “To refuse the form” by Pl):

(=] Reject o B
Reject l:{:mma:lnvt_J tGH ‘ = W
Yo
G
I De ¢

The document is then returned to the Submitter who can make the necessary changes before sending it again

for signature.

Important: the Pl and the HD both have to sign the document again! After the Pl has signed, the form will be

sent for signature to the HD.

—
Once all signatures are in place, the folder 01 Registration form turns PURPLE l_j

B [ AauzBac
[l |01 REGISTRATION FO!

02 STUDY TEAM
03 SUPPORTING DEPA

Important: in case the Pl is also the HD, this process has to be performed twice by the same person (once as

Pl and once as HD).

Universitair Ziekenhuis Brussel
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Once the registration form has been sent for signature to the Pl and HD, folders 02-13 are displayed and are
ready for upload of the submission documents.

= A UZB CTC |

01 REGISTRATICN FORM

02 STUDY TEAM

03 SUPPORTING DEPARTMENTS
04 iCF

05 PROTOCOL

05 PRODUCT INFORMATION
07 PATIENT RELATED

08 REGULATORY

09 INSURANCE

10 MISCELLANEQUS

11 LEGAL

12 CORRESPOMDENCE

13 ADVERTISEMENT

#

r AR

1. To upload documents/information:

Click on a folder from 02-13 to upload documents.
Do not forget to consult the supporting documents

- “Required documents for the EC submission per study type”
“Documents per folder”

To add a file in a folder the Submitter clicks on “Add file” in the light grey bar.

Important: the file to be uploaded has to be saved on your computer; e.g. it is not possible to upload
documents from Sharepoint.
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My Projects  Tasks  Support

» 4l Projeces: B | AuZRCTCE W | DE-PROTOCOL

Search projects 0, Set completef” Add file '
F & uzZerussel -

| Projects

# G AETI9bis
M [ AE19bis2
@ [ AERA 1907 3
® rg APOS1 [?-l L=
&= A Sign | g
# A status check

d comment

Comments

W B ATESS | | I

B S ATE?S: =
M [E& ATERA Stat1
F [ AT ERA Stat2
B [ ATERA Stat3
B ATa 2107
HE ATS
M [ ATb21-07
M G ATd21-07
# [E&l Atempneg
|5 A templ
M [ AUn9bis
B [ZE AUut3addC
|25 AUZB19-07
B AUZB CTC
& 01 REGISTRATION FOI
02 STUDY TEAM
03 SUPPORTING DEPA
=+ 04 ICF
| |05 PROTOCOL
| 06 PRODUCT INFORN

= A UZBCTC| PDF test 1

Once all the documents have been uploaded in their relevant folder, click on “Set complete”. The folder will

turn PURPLE Iﬁl

My Projects  Tasks  Support

b ajsumBaci b | D5 PRATOCOL

Search projects Q
E @ UZerussel -,
B || Projects
# G AETI9bis
M [ AE19bis2
A G AERA19-07 1
E f; APOS 1 Leoa
2 A Sign ] I
+ A status check i -
B EATES | | ]
B S ATE2S: =
& [E8 AT ERA Stati
A [ ATERAStat2
AT ERA Stat3
| ATa21-07
J ATa23
| ATh21-07
& [ ATd21-07
H E&l Atempneg
B 58 Atempl
M (5 AUn9bis
M & AulgaddC
B [ AUZe19-07
B AUZB CTC
[&i 01 REGISTRATION FOI
02 STUDY TEAM
03 SUPPORTING DEPA
®= 04 ICF
| |05 PROTOCOL
| 06 PRODUCT INFORN

Set complete  Add file Add comment

Comments

= A UZBCTC| PDF test 1

Dyco Flow - User Instructions
Universitair Ziekenhuis Brussel
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In case an extra document needs to be uploaded the Submitter can click on “Set incomplete” and add the extra

file.

=
Do not forget to click again on “Set complete” afterwards (folder turns PURPLE ).

arch projects O :
pe ojects Set incompleteJ Add comment
=] @ UZ Brussel -

= Prajects Comments

[Eal AZT19bis

Bil AEtobis2

&8 AERA 1907

] Eal APOSH UL
A Sign |

1 A status check

Bl ATEZS | | |
AT E25 =  AuzscTCl POF test 1
B AT ERA statt
ATERA Stat2
ATERA Stat3
ATa21-07
EiATazs
AThb 21-07
1 5@l ATd 21-07
E&l Atemp neg
o Atempt
AUf19bis
ol AUISadd C
J AUZB19-07
= AUZBCTC
[& 01 REGISTRATION FOI
02 STUDY TEAM
03 SUPPORTING DEPA
) 04 ICF
&
06 PRODUCT INFORN
07 PATIENT RELATED
05 REGULATORY
09 INSURANCE
10 MISCELLANEQUS
11 LEGAL
12 CORRESPONDENC
13 ADVERTISEMENT

HEHAEEEHEEEEHEBEHEBEEEREEEBS

In case a folder is not applicable for the study and remains empty, select “Set not applicable”. The folder will

>
then turn BROWN I‘_J

G = Add comment( Set not applicable )
i A status check -

Comments

t ATE 252
| [Bal A T ERA Statt
AT ERA Statz
|
AT ERA Stat3 U ¥
ATa 21-07

B ATs23
f [ ATb21-07 | [

I
b

b

I

b

b

b

I

fH

g G ATd21-07 AA24 Dutch ICF
H E& A temp neg

f Atempl Ab24 English ICF
ft sl AU 19 bis
it gl AUTSadd C ;
B &l AUZ819-07 AA24 German ICF
I
I
5
b
5

Ab24 French ICF

] [E& AuZBCiC]
i [EE A UZBECT
i Ea AUZBEC2
]
AA sign HD

H Aj24
[ESl 01 REGISTRATION FOI
02 STUDY TEAM

03 SUPPORTING DEPA

AfZ4 Other language ICF

Universitair Ziekenhuis Brussel
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In case additional information needs to be provided, click “Add comment”. These comments will be read by the

CTC.

proyces Q( Add comment ) Set not applicable
2] A status check - '

o ATES Comments

B ATES

Fl [Eal AT ERA Statt
I [L2) AT ERA Stat2
B [ ATERA Stat3
B [ ATa2t07

B Eal ATa23

B [ ATb 2107

F G ATd21-07

H E& A tempneg

B [55 Atempt

I [5a AU 19 bis

B & Aut9eaddC
|54l AUz 19-07
Bl AuZBCTCH

AUTBECZ

a3

|| AAsign HD

|| AA2s
[l 01 REGISTRATION FOI
B 02 STUDY TEAM
|| 03 SUPPORTING DEPA

& [ paicd

LS R R e e e

E
B

E 88

4) [E) Downlosd selected files tozip

Dutch ICF

English ICF

French ICF
German ICF

Other language ICF

Add file Add comment Set not applicable

Comments

@ O ED Download selected files to zip

" e ——

Aopication develcoed by ARCO Information ©2000-2020. Leaded in 1 2414 secands.

No resuits found

Dyco Flow - User Instructions

Universitair Ziekenhuis Brussel
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2. Special folders

e Folder 03: Supporting departments.

In this folder the (internal) supporting departments participating in the study can be identified.

For an upload of documents (e.g. a collaboration agreement with the supporting department) in folder 03

supporting departments, the Submitter can select “Add file”.

My Projects  Tasks  Support

5 2 projects Addfile Selpct/Update supporting departments Add comment.  Set not applicable
- UZ Brusse

- | Projects Comments

Supporting departments

A Sign Department Suppaorting email
A status check
B AaTESS

ATEZS3 ARES ]
[Eal ATERA statt

ATERA Stat2

AT ERA Stat3 |

ATa 2107
Bil ATa23
ATh 21-07
& ATd 21-07
E&i Atempneg
Atempl
AUtI9bis
| AU add C
o AUZS 19-07
AUZB CTC
[E&& 01 REGISTRATION FOI
[&& 02 STUDY TEAM

Asplicatio

I EENEEEREREENEEEREB

03 SUPPORTING DEPA

el hvaras

To add a supporting department the Submitter can click on “Select/update supporting departments”.

@ Final ¢ Cancel ‘ J (%]
1. Known supporting departments x
Department Email Full name
7 Dyco, Departement 1 catherine hoetsD@digidyco.com Catherine 5D
Supporting department | email =
]
Person full name
2. Other supporting departments X
Department Email Full name
[y X oela deltasdigidyco.com delta vos
Application develaged by ARCO Inform aion B2000-2015. Losded in 0,142 seconds

Here the Submitter can either select one of the supporting departments from the scroll list or can add an extra

supporting department.

Universitair Ziekenhuis Brussel
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e Folder 04:ICF

Before adding files, select one of the subfolders. Then click on “Add file” and upload the document.

B [ ATERA Stat2
I [C3) ATERA Stat3

[l 01 REGISTRATION FOI
B 02 STUDY TEAM
|| 03 SUPPORTING DEPA

@ [ R

] © [ Download sefected files tozip

s
After upload go back to main folder 04 ICF and click on “Set complete”. The main folder will turn PURPLE .

[Bal AT ERA statt
[Z AT ERA Stat2

& - [Z.| ATERA Stat3
B S ATa2t07 ATzl
B Eal ATa23 r &l ATa23
[ ATh21-07 B [Z3 ATb21-07
E&l ATd21-07
P (Sl ATa 2107 O a2 Dutch ICF ; el
I &l Atemp neg 8 B A (Emp:eg
— AAZ4 English ICF aal Atemp
I |‘..1 Atempl_ N 9 [E8 AU t19 bis
[ [58 A U192 bis 7] Ab24 French ICF |58l AutlgaddcC
B & AuUtdaddC . |l AuUZs 18-07
I [ AUz 1807 5] AA24 German ICF Bl auzs e
— ) A UZB EC1
I AUZBCICE [ Ap24 Other language ICF A UZ8 EC2
e AUZBECT
aa
i E&l AUuZBEC2 || AA sign HD
T [ AAza
B [Zi AA sign HD [ESl 01 REGISTRATION FOI
b Aae B 0z STUDY TEAM

|_2] D3 SUPPORTING DEPA
B [E& o4icF

|5 Dutch ICF

[ [EngiishiicF

[E5] French ICF

|2l German ICF

|Z4| Other language 1C

projects Q, Add ¢ el Bicw’ & ) Brojece. &[] AAZL W [ BAICE W [ Englehice
b [Gal A status check - projects Q B

B EATES Comments [Eal A status check o

B S ATE25a Bl ATEZS

I [Eal AT ERA Stat1 =5l ATE258

projects
B A status check
B ATE?
|5l ATE25a
[E&l AT ERA statl
[ ATERA Stat2
[L.] AT ERA Stat3
|| ATa21-07
Bl ATaa3
[ ATb 2197
ATd 21-07
A temp neg
[Z8l Atempi
[5Gl AU t19bis =)
L&l AUt9add C
|58 A UZB 1907
AUZBCTCI (7]
AUZB ECT =
A UZB EC2 -
EE]
|| AA signHD
[ A4
[E8 01 REGISTRATION FOI
[E8l 02 STUDY TEAM
|| 03 SUPPORTING DEPA
8 &
[ Dutch ICF
|23 English iCF
|=a] French ICF
|55l German ICF
(23] Other Ic

Dutch ICF

Enalish ICF

French ICF

German ICF

Other language ICF

EN_informed consent version 1
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When all folders have turned either PURPLE IEIor BROWNIﬁ, click on the main project folder and then on
“Send to CTC for review” in the grey folder menu.

rch projects
UZ Brussei

FI [ Projects

& AET12 bis
B [Eal AE19bis2
M [EE AERA 1907

4 B APOST

A Sign

i+ A status check

H G ATEZS

+ ATE233

B [Bil ATERA Stat1

B [ ATERAStat2

i ATERA Stat3

& ATa21-07

HE AT

B[ ATb21-07

OGS ATd21-07

F A temp neg
A tempt

B (S8 A U9 bis

M [ AUt9addC

M |4 Auzs1g-07

# [&& AvzZs CICl
i [EE A UzsECT
H [E AUIBEC2

B [Galaa
& AA sign HD
=T

F [ 04IcF

11 LEGAL

[&Sl 01 REGISTRATION FOI
02 STUDY TEAM
[E5 03 SUPPORTING DEPA

& 05 PROTOCCL

06 PRODUCT INFORMN
07 PATIENT RELATED

08 REGULATORY

09 INSURAMNCE

10 MISCELLANEOUS

12 CORRESPONDENC
13 ADVERTISEMENT

‘( Send to CTC for review )Add comment:
b

General | Project codes || Dates || Study us

Project number

Project short name

Title Project Dutch
Original title

Type of trial

EudraCT number

BUN
Multicentric/Monocentric
Local Ethics Committee

Central Ethics Committee

Is our Ethics Committee the Central EC?
Number committed participants:
Cancel reason

AA2
T

Tn
Test

Mult

Alg

Yes

The project is ready for review by the CTC.

After review by the CTC the study will either be returned to the Submitter with some comments or items that

need to be modified/uploaded. Or the study will be sent directly to the EC when it is validated as complete by

the CTC.
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7 PROJECT RETURNED TO SUBMITTER FOR ACTION

= Login User: Submitter

Click on the RED ﬁ folders.

1. Read the comments on the top of the window, comply with the request.

a. Torespond to the comments: click on “Add comment”.
b. To upload a new document:

irch projects Q Gt
B & a L [

[l 03 SUPPORTING DEPA
H B o4icF

B 05 PROTOCOL

(& 06 PRODULCT INFORN

[ 07 PATIENT RELATED

[ 05 REGULATORY

B 09 INSURANCE

B 10 MISCELLANEDUS

B 11 LEGAL

[ 12 CORRESPONDENC

[ 13 ADVERTISEMENT

- Click on “Add file” in the folder menu (grey).
- Click on “Select” to select your document.

- Click on “Add”.

- Click on “Save & Close”.

c. Toreplace a document:

- Click on the original document.

dd
&l 01 REGISTRATION FO o :
et £ el ot PDF test
[0z STUDY TEAM| B = ‘”
.| 03 SUPPORTING DEPA ke @] aa PDF test 3
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- Click on “Document correction”.

- Document correction ‘ X Delete ‘ ‘ Ll = ‘ 2 Close

Project number
Folder

aa

£ Diccriow » [

POF test Q

Projects B (G == B [G§) D2STUDY TEAM
Name

Files

Name
@ | PoFtest

Comments

- Click on “Select” to upload the new version.

- If necessary, you can rename the document.
- Click on “Save”.

ESW&_.§9|% ‘L..JE

Project number
Folder

aa

£ Dycofiow B Projects” B [Gg) =2 ¥ [5g| 02 STUDY TEAM

Mame

4 INew nE\.'.I

Files

Name
@ = PoFtest
Update file

Select

Comments

=&

Don’t forget to click again on “Set complete” after uploading the new documents. This folder will now

turn BLUE ’—;J

o | Set incomplete  Add comment
| |5l aa i |
|_ gl 01 REGISTRATION FOI Commants
(a8 (02 STUDY TEAM
o 03 SUPPORTING DEPA
o B |
o WO 7 AP Wl

Dyco Flow - User Instructions
Universitair Ziekenhuis Brussel

Page 23 of 39
Version May 2022



d. To replace the registration form

In case of multiple comments on the content of the registration form, or in case the wrong type of registration
form has been used, a new registration form has to be completed and signed by the Principal Investigator and
the Head of the Department.

First the Submitter must remove the old registration form via “Remove registration form”.

- The Submitter clicks on “Select registration form”

T et o‘ Select Registration form  Add comment
=] [l A UZB CTC .

[5& [0t REGISTRATION FOI Comments

B& 02 STUDY TEAM

- The Submitter selects, opens, completes the new form and can then “Send for signature”

- Folder 01 Registration form turns YELLOW

T ST T T T TSI

B [E AuZBCiC -
1 REGISTRATION FOI Comments
BR 02 5TUDY TEAM
03 SUPPORTING DEPA
@ il 04 ICF 7 O
05 PROTOCOL
(B3 06 PRODUCT INFORN
B8 07 PATIENT RELATED | 1|
[l 05 REGULATORY
B 09 INSURANCE =  AuzscTC| STUDY REGISTRATION
B 10 RIS AMFEMILIS

- After completion of the signing process, the folder 01 Registration form turns PURPLE u .

?fﬂ A Setcomplete Setincomplete Add comment
(&5 |01 REGISTRATION FOI ~
& 02 STUDY TEAM Comments
i 03 SUPPORTING DEPA
+ 04 ICF
05 PROTOCOL 7 9
B 06 PRODUCT INFORN

- The Submitter can select “Set complete” or “Set incomplete”.

- After selection “Set complete”, folder 01 Registration form turns GREEN ~— and not BLUE[:‘I!
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arch projects

o,
B [ Rz iy &

|55] 07 REGISTRATION FOI

Send to CTC for review  Add comment

B8 02 STUDY TEAM For more information, consult your mail notifi
|_‘i 03 SUPPORTING DEPA
B [ 041CF General | prniact codes || Dates || Studv users (51 || Denartment (11

-] - [
2. Repeat this operation for all the RED I<_-lfolders until all the folders are GREEN I—1|, BROWN ,

or BLUEIﬁ.

3. Click on your project.

Click on “Send to CTC for review”.

[ch projects Q, St 1o CTC for revieer Add romitient
0 7 - .

[“4] 01 REGISTRATION FOI
Gl 02 STUDY TEAM For more information, consul
[ 4l 03 SUPPORTING DEPA

¥ : ?LZ;TD{DL Study characteristics | Follow-up information

]

B8 06 PRODUCT INFORN Project number
Bl 07 PATIENT RELATED Sponsar study reference
Bl 05 REGULATORY Study sponsor type
B 09 INSURANCE Sponsor name
B 10 MISCELLANEOUS EudraCT number
B 11 LEGAL Project short name
Bl 12 CORRESPONDENC Short title in French
B 13 ADVERTISEMENT Original title

The project is ready for a second review by the CTC.
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8 STUDY SENT TO EC BY CTC

Once your study has been validated by the CTC, the study will be sent to the Ethics Committee. An email with
the EC reference number of the study will be sent.

The folder of the study now turns YELLOW/LIGHTGREEN l—"l .

Important: always use this reference number to refer to your study

Dyco Flow-INFO: project test0812 was reviewed by CSO and sent to EC for review.
UZB Dyco Flow <no_reply_uzb_Dyco_Flow@digidyco.com> & vr8jan
aan klara.godderis, DycoFlowUZB ~
¥p Engels ¥ > Nederlands ~ Bericht vertalen
Dear Klara Godderis,
The Central Study office has validated the documents of Project test0812 and the dossier has been sent to the EC for review.
Project title:
test
Reference number: test0801

Kind regards,

The Central Study office/Clinical Trial Center
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9 STUDY NOT VALIDATED BY EC

r~—
In case the EC considers the study not valid the folder of the study will turn RED r"l and an email with a link

o=
to the project will be sent. Please check the RED D folders, make the necessary changes and provide an
answer to the comments that were made (see section “Returned to Submitter for action”).

DYCO FLOW-INPUT : Project test0812 not validated by EC inbox x

UZB Dyco Flow <no_reply_uzb_Dyco_Flow@digidyco.com>

aan klara.godderis,

XA Engels ~

DycoFlowUZB ~

> Nederlands ¥ Bericht vertalen

Dear Klara Godderis,

Project test0812 was verified and not validated by EC due to missing or incorrect submission document(s).

Project title:
test

Please consult the folder and document comment(s).
If a message was added to a document, the comment icon colour turned ‘orange’.
Follow this Dyco Flow link and check the rejected documents in the red folders.

Kind regards,

Medical Ethics Committee

When all the necessary changes are made, the Submitter clicks on “Send to EC for review” and the study folder

will now turn BLUE .

Search projects

g <usvus e

.

) TG 202009153

MmEM

mM =

<L 2020015
&= 20200182
3 21082020_SO
T 2411KGB

. 2608202050

= 301120

T 01 REGISTRATION FOR?
i 02 STUDY TEAM
[l 03 SUPPORTING DEPAR

& B 04KF

% 06 PROTOCOI
B 06 PRODUCT NFORMA
Bl 07 PATIENT RELATED
1 08 REGULATORY

£ 09 INSURANGE

B 10 MISCELLANEOUS
BN 11 LEGAL

. 12 CORRESPONDENCE
B8 1IADVERTISEMENT
& 14 EC OPINION

E EADTUN

C R

[For more information, consult your mail notification or instructions in Support tab.

Ceneral | project codes || Dates | Study users (3) | Department (1) || Project status || Comments (0 |

Project number 301120_S0
Project short name

Title project Dutch 301120

Title project English 301120
Type of trial

EudraCT number

BUN k

Multicentric/Monocentric Multicentric
Local Ethics Committee

Central Ethics Committee UZB - VUB

BRUSSEL
Is our Ethics Committee the Central EC7 Yes
Number committed participants:

Cancel reason
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10 STUDY VALIDATED BY EC

Once the study has been validated by the EC, an email specifying the meeting date will be sent. The folder of

the study has now turned LIGHT GREEN &l.

DYCO FLOW-INPUT : Project test0812 validated by EC — AOR uploaded

UZB Dyco Flow <no_reply_uzb_Dyco_Flow@digidyco.com>
aan klara.godderis, DycoFlowUZB ~

Xa Engels + > Nederlands ~ Bericht vertalen

Dear Klara Godderis,

Project test0812 has been validated.
EC meeting date: 2021-01-12
Please It the Ack ledg t of Receipt in folder 14 EC OPINION.

Project title:
test.

Follow this Dyco Flow link to access the project.

Kind regards,
Medical Ethics Committee

At that time, a new folder 14 EC opinion is created. In this folder, the AoR specifying the documents received
for review are listed .

= [EJ 2411KG
(53 01 REGISTRATION FORM
(53 02 STUDY TEAM
B8 03 SUPPORTING DEPARTMENTS
@ B o04ICF
[Z3 05 PROTOCOL
B8 06 PRODUCT INFORMATION
[ 07 PATIENT RELATED
B8 08 REGULATORY
B8 09 INSURANCE
B8 10 MISCELLANEOUS
B 11 LEGAL
Bl 12 CORRESPONDENCE
B8 13 ADVERTISEMENT

24 14 EC OPINION
Search projects Qo ! Yy
B8 & vzswuse -
& [ Projects
[ Oinfosessie [For more information, consult your mail notification or instructions in Support tab |
[ 0712 infosessie
@ [ 15102k6 Comments
(20 15104K6
® [ 15105k6
[Z5) 15106KG -
i /) O B Download selected files to zip ;
B [ 16104Grest Created on
[55) 01 REGISTRATION FOF
[ 02 STUDY TEAM
B ossuprorminG Depar o | O B 1610KGeest Central EC Receipt form 20-10-2020 )
o O %  1610KGest £C member list 20-10-2020 )
[ 05 PROTOCOL
[B8 06 PRODUCT INFORM: Previous [T] Next (@ results found)
(B 07 PATIENT RELATED
[E 08 REGULATORY

Segtiation deveicond by ARCO Infermazen £20032020, Loaded in 0 6581 seconds.
(& 09 INSURANCE

& 10 MISCELLANEOUS
[ RERE:T

(& 12 CORRESPONDENCH
[E 13 ADVERTISEMENT

Once the review has been performed by the Ethics Committee, the opinion/advice will be uploaded in the
folder 14 EC opinion.
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11 PRELIMINARY ADVICE

‘ Add comment

O |\ tesuon Authorization EC Preliminary advice with remarks 19-11-2020
O % tesuon Central EC Receipt form 19-11-2020
O % e EC member list 19-11-2020

Previous [T] Next (3 resuits found)

In the preliminary advice, the remarks from the Ethics Committee are described.

The folders in the project can have different colours, depending on the status of the content:

~—y
- RED r‘" folders: these are the folders/documents with remarks from the EC. To provide the
requested answers and changes please follow the instructions as described in the section “Project
returned to Submitter”.

- DARKGREEN folders: the documents in these folders have been evaluated and are approved
without remarks.

- BROWN folders: these folders were set not applicable.

The Submitter can upload a document with answers to the remarks of the EC in folder 12 Correspondence (this
folder will also be RED).

Once all the necessary changes have been made, the Submitter can click on “Send to EC for review” for a
second review.

Search projects Y Send lo EC lor review A comment
" "MV"‘.

i [ 202009153
15 - . . T . . 2 .

B 520200 [For more information, consult your mail notification or instructions in Support tab.
o §8 20200182
& 3 21002020_SO oy -
,1 e o - Ceneral | Project codes H Dates | Study users (3)  Department (1) H Project status “ Comments {0) [
v =
F . 2608202080 Project number 301120_S0
BE = @ Project short name

T4 01 REGISTRATION FOR? | Title project Dutch 301120

4l 02 STUDY TEAM Title project English 301120

(B8 03 SUPPORTING DEPAR Type of trial

B . vy EudraCl number

= 06 PROTOCOL

B 06 PRODUCT NFORMAT SUN :

B 07 PATIENT RELATED Multicentric/Monocentric Multicentric

B 08 REGULATORY Local Ethics Committee

E8 09 NSURANCE Central Ethics Committee UZE - VUB

B 10 MISCELLANEOUS BRUSSEL

Bl 11 LEGAL

B 17 CORRESPONDENCE Is our Ethics Committee the Central EC7 Yes

E& 'IADVERTISEMENT Number committed participants:

& '4FC OPINION Cancel reason

© EADTUMN

Important: in case the study team/sponsor disagrees with (one of) the remarks of the EC, a reason needs to
be provided via “Add comment”.
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12 SINGLE OPINION ADVICE

In case no remarks were made by the Ethics Committee, a single opinion advice, electronically signed by the
president/vice-president, is uploaded in folder 14 EC opinion. The main folder of the project will be DARK

GREEN .

When the “Wet signed” single opinion is uploaded by the EC, the Green Light procedure can be started.

[For more information, consult your mail notification or instructions in Support tab. |

Comments

ﬁ
(]
O
@)
O

o

B
|
|
|
|

Download selected files to zip

est2010 Authorization EC Preliminary advice with remarks 17-11-2020
test2010 Authorization EC Single opinion positive advice 17-11-2020
es12010 Central EC Receipt form 20-10-2020
es12910 EC member list 17-11-2020

Previous [T] Next (4 results found) [

Dyco Flow - User Instructions Page 30 of 39
Universitair Ziekenhuis Brussel ]
Version May 2022



13 GREEN LIGHT

-Login User: Principal Investigator

lch projects Q

W s paem

| General || Project codes || Dates || Study users (5) || Department (1) | Project status | comments (0)

& 02 STUDY TEAM Project status (23) Green Light ongoing

03 SUPPORTING DEPA
# 04 ICF

03 PROTOCOL

[& 05 PRODUCT INFORN

[E8 07 PATIENT RELATED

[&l 05 REGULATORY

B 0% INSURANCE

B 0 MISCELLANEOUS

B 17 LEGAL

[& 12 CORRESPONDENC

[E8 13 ADVERTISEMENT

[Z5 14 EC OPINION

|25 16 GREEN LIGHT
Lo = 8 117R EF9

After authorization of the “EC Single opinion positive advice” the Principal Investigator receives a notification to
complete the Green Light template.

. . &
The main folder is DARK GREEN/LIGHT GREEN

1. The Pl opens the tasks:

0B #0O T

O auscrcr Green Light Green Light Document Green Light input 25082019 [=]

2. The window opens and the Pl completes:

@ Sign & Save draft in Tasks

EC number EC-2012-031
Original title TEST

this study has been approved by the (Leading) Ethics Committee (CME) on (%) 53.08-2019 | @

this study has been approved by the FAMHP (FAGG) ") - — T
ot applicable es

this study has been registered on www.clinicaltrials.gov ) @ iistile @b
ot applicable ther

@ Yes

the clinical trial agreement has been signed by all parties and by the CEO of UZ Bms:r:} @ jot splicale @ es

the initiation meeting has taken place on gl 26.08-2019 | @

the financial disclosure form has been signed [ =
" ] ®) Not applicable ' Yes
IMP is available at the sit o = )
: - o ] ® Not applicable ' Yes
IVRS is In place {*

® Not applicable e

When signing the Pl choses the following reason: | take responsibility and approve
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After completion the Pl signs the Green Light according to part 11.

Now a notification is sent to the CTC. The CTC refuses or gives approval. In case of refusal, the task will be sent
to the PI who can read the comment, make the necessary modifications and send back to the CTC for signature.

When the CTC approves the Green Light checklist, the project status changes to project open for enrolment.

R
The main folder of the project turns now DARK GREEN/YELLOW E

General || Project codes || Dases || Sewdy wiers (€} || Deparement (1) | Project sa2us | Comeeres (1)

Fenject atara 130% Project open far enrniment :i
An email from Dyco Flow will be sent to confirm that the study can start at the study site.
DYCO FLOW INFO:your project meets the requirements to start at UZ Brussel nbox x 5
UZB Dyco Flow <no_reply_uzb_Dyco_Flow@digidyco.com> @ ma 11jan. 14:35 (2 dagen geleden) Y LN
aan klara.godderis, DycoFlowUZB ~
Xa Engels ¥ > Nederlands v Bericht vertalen Uitschakelen voor: Engels x

Dear Klara Godderis,

We are pleased to announce that this project meets the requirements to start at UZ Brussel
Please find the SOP describing the responsibilities of the researcher and the research team in the SUPPORT tab of Dyco Flow.

At this stage the folders 01-14 are locked. For all further actions (submission amendments, renewal insurance, submission of reports, ...) documents and information should be uploaded in
the continuing review subfolders.

Project test0812
Project title

test

Please follow this Dyco Flow link to access the project

Kind regards,

The Central Study office/Clinical Trial Center
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14 CONTINUING REVIEW

For ongoing studies, the submission of an amendment, upload of a new insurance certificate or other documents
like annual progress report, safety reports, audit reports,... can be done via folder 17 EC Continuing review. As
soon as the green light procedure is completed folder 17 EC Continuing review will become available.

B [ Test2311
[E8) 01 REGISTRATION FORM
02 STUDY TEAM
03 SUPPORTING DEPARTMENTS
04 ICF
[E 05 PROTOCOL
06 PRODUCT INFORMATION
07 PATIENT RELATED
02 REGULATORY
[ 09 INSURANCE
10 MISCELLANEOUS
11 LEGAL
12 CORRESPONDENCE
13 ADVERTISEMENT

[ﬁ 17 EC CONTINUING REVIEW>

Different types of documents can be uploaded here:

© Amendment () Annual review &) Safety () Insurance &) Audit &) Contract () Additional site &) End of trial

1. Upload documents

To upload a document in folder 17 EC Continuing review, choose the type of action and click on the + button
next to the type of action in the grey field.

ndment © Annual review © Safety @ Insurance ) Audit &) Contract (&) Additional site &) End of trial

Click on @ to select and initiate a new EC continuing review submission
Once the "End of trial notification" has been sent to EC, please press "Project final" to lock the project

The following screen will appear:

@ Create €3 Cancel
Project number Test2311
EC continuing review type AMENDMENTS EC continuing review type code AM
Sequence D
Name new subfolder (*) II ]

[You are creating a new subfolder for your document upload

The system automatically creates a sequence number. The first amendment will be coded AM-A, the 2"
amendment will be called AM-B. Following this sequence the name of this new subfolder (e.g. the version of
the Amendment) can be indicated. After adding the name, click on create.

A new subfolder will be created under the folder 17 EC Continuing review (e.g. subfolder AM-A-Amendment 1).
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B [E Test2311
[E8) 01 REGISTRATION FORM
[ 02 STUDY TEAM
B8 03 SUPPORTING DEPARTMENTS
04 ICF
[E 05 PROTOCOL
B 06 PRODUCT INFORMATION
[ 07 PATIENT RELATED
[E8) 02 REGULATORY
[ 09 INSURANCE
B 10 MISCELLANEOUS
B 11 LEGAL
[E 12 CORRESPONDENCE
B 13 ADVERTISEMENT
[E8 14 EC OPINION
B [Zi 17 EC CONTINUING REVIEW
[ [ AMENDMENTS
(28] AM-A-Amendement 1
5 AM-B-
| AM-C-amendement 1

|| AM-D-amendement 1

For the upload of documents in these folders: see section “6. Uploading documents in the folders”.

When all documents have been uploaded in a folder, click on “Set complete”. The folder will now turn PURPLE.
When all the documents are uploaded, click in the light grey bar on “Send to EC for review”.

>ecrcigrge.:fsw - Q Add comment Set incomple®g  Send to EC for review
~

G test1611

@ 4 test1911
@ & test2110
) test212

@ [ test2309
@ [ test23003 Comments
B Gl Test2311

(&8 01 REGISTRATION FORM

[ 02 sTUDY TEAM

[ 03 SUPPORTING DEPARTMENTS

0aicF
[ 05 PROTOCOL
06 PRODUCT INFORMATION

00
.

07 PATIENT RELATED 0O m

028 REGULATORY

[E 09 INSURANCE

10 MISCELLANEOUS

B 11 L5GAL

[ 12 CORRESPONDENCE

13 ADVERTISEMENT

R 14 sCc oPINION

B (53 17 EC CONTINUING REVIEW

B [Z5) AMENDMENTS
[Z3) AM-A-Amendement 1
i) AM-8-
| AM-C-amendement 1

Previous [T] Next (1 results found)

Application developed by ARCO Informasion ©2000-2020. Leaded in 0.4458 seconds

When the EC has validated the submission of the amendment and has determined on which meeting it will be

reviewed, the folder will turn LIGHT GREEN ‘—“.

Once the amendment has been reviewed and approved by the EC a notification by email will be sent.
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Dyco Flow-INFO :A final EC continuing review of Project Test 14122020 has been uploaded  inbox & B

UZB Dyco Flow <no_reply_uzb_Dyco_Flow@digidyco com= & do 7 jan 09:36 (5 dagen geleden) ¥y -~
aan UZB_PI, DycoFlowUZB ~

Hn Engels = > Nederlands ~  Bericht vertalen Uitschakelen voor. Engels x
Dear UZB PI

Afinal EC opinion related to Centinuing review of Project Test 14122020 has been uploaded
The corespending subfolder with the new documents is available
This information requires no actions.

Project title:
Test 14122020

Follow this link Dyco Flow to access the project.

Kind regards,
Medical Ethics Committee

=

The advice regarding the amendment can be consulted in the folder containing the documents for the

amendment. This folder now has a DARK GREEN colour Iﬁ]

o Add comment

i 2411KG =
2608202050
301120_50
[ 01 REGISTRATION FOF
02 STUDY TEAM
[ 03 SUPPORTING DEPA
= 041CF

& 05 PrROTOCOL l I !

Comments

=
e E

(] ¢

J % 301120_s0 ammendement Protocol V3 dd. 30 11 2020

08 REGULATORY
B 09 INSURANCE
B8 10 MISCELLANEOUS Previous [T] Next (2 results found)
B 11 LeGAL

&S 12 CORRESPONDENCH
[ 13 ADVERTISEMENT

)] # 30112080 Final template approval AM-A protocol

Application develzoed by ARCO Informazion ©2000-2020. Leaded in 0.4766 seconds.

= 17 ECCONTINUING R
TS

= EM-A-amenden

R AM-C-protocol

If the EC did not validate/approve the amendment, the folder will turn RED IT‘J
A comment with the reason for the no validation/disapproval will appear on the folder.

New/modified documents can be uploaded in the RED folder and resubmitted to the EC for review, or a new

amendment can be submitted.
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15 GENERAL TOOLS

1. SEARCH TOOLS:

The search tool provides the opportunity to search on different topics. If you have several project running in
DycoFlow you can search on project details. Also, you can search for specific documents and comments. Finally,
there is a possibility to check the project status (e.g. at ctc for review of returned to submitter)

|_| Search projacts | C] Search documents | (2 Search comments | b Search project status | ¥ Search project status | Search (Prajects)

Project number ]l |

Project short name | |

Original title

PlannedinitiaonDate

PlannedEndDate |M | | !El

EClidentifier

d

Sponsor name

|
Department |
|

Project status

=)

All il [

Name | ‘

Project number ‘ ‘
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Search comments

All “

Comments

Project number

2. SUPPORT TAB

Supporting documents in the application: a number of documents that are requisite in obtaining an advice of
the EC are provided here. To have an overview of the documents required per type of study or per folder, you
can consult the corresponding documents in this section.

My Projects  Tasks Reports  Support

P 5] Elearming
ontact information Dyco Flow upport
L G fi Dyco Fi S
] Insurance exceptions upport
S
L. Study Team - Roles ibilities and Task Del i Support
L coer GDPR
.| Disable pop ups blocking in browsers upport
Disabl blocking in b S
Dyco Flow UZB user manual and video instructions upport
g | and vid: Si
L] GDPR checklist klinisch onderzoek FEB2021Protected Support
L} Documents per folder - 22FEB2022 Support
Vereiste documenten per studie 22FEB2022 upport
& d die 22FEB202 Si
LL] Human Material Request Form - Dyco Flow Support

Previous [T] Next (10 results found)

Application develoed by ARCO Information £2000-2022. Losded in 0.9834 seconds.

3. TASK

This tab enables you to have an overview of tasks that are open for action. If you receive an email with an open
task, the link in the mail will lead you to this task. Click on the task to be referred to the corresponding page in
DycoFlow.

MyProjects Tasks Reports  Support p 3
MyWork | OpenWorkfiows | Archive | Search | Soors Q
Do &

| || I r x
acT2o Update STUDY-AET26 STUDY-MAIN-Folder - Update for admins Update 25072010
ATE25a Update users STUDY-ATE 25a STUDY-MAIN-Folder - UsersTable Update Update Users. 25-07-2019
ATc21-21-07 Update STUDY-A Tc 21-21-07 STUDY-MAIN-Folder - Update for admins. Update 22-07-2019
NEW STUDY created by Catherine CTC on 2019-06-16 16:28:26 STUDY-MAIN-Folder - Insert Input Fiels 16-06-2019
AA sign HD STUDY REGISTRATION Reistration Fors Filll Parameters CTC 06-06-2018
NEW STUDY created by Catherine CTC on 2019-06-06 09:11:07 STUDY-MAIN-Folder - Insert Input Fits 06201
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Protocols, ICF’s, questionnaires, posters, etc. should have a version number and a version date; please also put

this version number and version date in the file name of the document in DycoFlow.

* Mandatory for every type of protocol

01
02

03

04

05

06

07

08

09

10

Registration form (to be completed in DycoFlow) (“adviesaanvraagformulier”)*
Study team
o signed and dated CV PI*

o valid GCP certificate of PI (TransCelerate approved certificates are valid for a period of 3
years)*

Supporting department
o Agreement(s) with supporting department(s)
ICF
o ICF Dutch, French, English,...
o Assent document (if applicable)
Protocol
o Protocol or Clinical Investigation Plan (signed and dated by PI )*
o Protocol Synopsis
o Administrative changes letter
0 GDPR checklist*
Product information
o Summary of Product Characteristics (SmPC)
o CE marking Medical Devices
o Investigator’s Brochure (IB)
o Instruction/manual Medical Devices
Patient related
o Questionnaires/interview /guidance/instructions
o Brochures
o Diaries
o All patient related documents (e.g., patient card)
Regulatory
o Signed Clinical Trial Application (FAGG)
Insurance
o Insurance certificate

o Technical data sheet (if insurance certificate is not available at the time of submission - only
for academic projects with UZ Brussel or VUB as the sponsor)

Miscellaneous
o Approval Central EC /Leading EC (if project has already been approved)
o Site list
o Invoice details

o Acknowledgement of receipt (if applicable)
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o Cover letter
o Declaration of conflict of interest (if applicable)
o Publications/articles

o Copy FCE (Federale Commissie voor Embryo onderzoek) dossier - research on embryo’s (if
available)

o Human Material request form (if applicable)
o DMC Charter
o General Practitioner Letter
11 Legal
o Clinical Trial Agreement (draft versions allowed)
o Other agreements if applicable (e.g., Data transfer agreement, material transfer agreement)
o Budget
12 Correspondence
o Previous communication with CS/CME
o Correspondence between parties (if significant for the project)
13 Advertisement

o Flyer/project poster (recruitment documents)

17 APPENDIX II: COLOURS FOLDERS

Main folders

Project in upload by submitter
Project at CTC for initial review
Project returned to submitter for action

Project at CTC for new review

Project at EC for validation

Validated project at EC for initial review

Green light ongoing

i T VI VR VN

Project ongoing
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