Declaration of the End of Trial Form (cf. Section 4.2.1 of the Detailed guidance on the request
to the competent authorities for authorisation of a clinical trial on a medicinal product for human
use, the notification of substantial amendments and the declaration of the end of the trial?)

NOTIFICATION OF THE END OF A CLINICAL TRIAL OF A MEDICINE 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 be filled in by the applicant
A MEMBER STATE IN WHICH THE DECLARATION IS BEING MADE : GERMANY

B TRIAL IDENTIFICATION

B.1 EudraCT number :

B.3 Full title of the trial :

2021-000706-21

B.2 Sponsor’s protocol code number: AT-GTX-501-02, Amendment 3 dated 10 November 2021

(approved by CA, submitted to the EC for authorization on 25 Nov 2021)

LONG-TERM FOLLOW-UP OF AT-GTX-501 SCAAV9 GENE TRANSFER IN
SUBJECTS WITH CLN6 BATTEN DISEASE

C APPLICANT IDENTIFICATION (please tick the appropriate box)

Cl1

DECLARATION FOR THE COMPETENT AUTHORITY

C.l1
C.lz2
All
C.13
C.l4

Sponsor

Legal representative of the sponsor

Person or organisation author

Complete below:

A.1.1.1 Organisation :

C.1.4.1 Name of person to contact :
C.1.4.2 Address :

C.1.4.3 Telephone number :
C.1.4.4 Fax number :

C.1.45 E-mail:

X O0|O

ised by the sponsor to make the application.

CTI Clinical Trial and Consulting Services Europe GmbH
Dr. Glnter Stetter

Schillerstrasse 1/15, Ulm, 89077, Germany

0049 731 400084 12

0049 731 400084 29

gstetter@ctifacts.com

C.z2

DECLARATION FOR THE ETHICS COMMITTEE

c21
C22
Al2
C.23
C24

[ ]

C.25

Sponsor

Legal representative of the sponsor

Person or organisation author

X O0|O

ised by the sponsor to make the application.

Investigator in charge of the application if applicable?:

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

Complete below :

C.2.5.1 Organisation:
C.2.5.2 Name:

C.2.1.1 Address :

C.2.5.3 Telephone number :
C.2.5.4 Fax number :
C.2.5.5 E-mail :

OO

CTI Clinical Trial and Consulting Services Europe GmbH
Dr. Glnter Stetter

Schillerstrasse 1/15, Ulm, 89077, Germany

0049 731 400084 12

0049 731 400084 29

gstetter@ctifacts.com

1

0J, C82, 30.3.2010, p. 1; hereinafter referred to as 'detailed guidance CT-1".

According to national legislation.



mailto:gstetter@ctifacts.com
mailto:gstetter@ctifacts.com

D END OF TRIAL

D.1 Date of the end of the trial in this Member State ?° yes no O

D.1.1. 09 Dec 2021

D.2 Date of the end of the complete trial in all countries concerned by the trial?® yes O no

D.21 (YYYY/MM/DD):

D.3 Is it an early termination?* yes no O

D.3.1 Ifyes, give date 09 Dec 2021
D.3.2 Briefly describe in an annex (free text):

The justification for early termination of the trial; The decision was made to require only remote visits
moving forward in the study. Therefore, opening a site in Germany was no longer deemed necessary.
All enrolled patients will be followed up with virtual visits at currently open sites.

D.3.2.1 Number of patients still receiving treatment at time of early termination in the MS concerned by the
declaration and their proposed management;

In Germany, there were no patients enrolled for the AT-GTX-501-02 study.

D.3.2.2 The consequences of early termination for the evaluation of the results and for overall risk benefit
assessment of the investigational medicinal product.
The sponsor anticipates minimal risk to the evaluation of the study results as patients will continue to
be followed remotely for safety and the primary efficacy endpoint of Hamburg scoring. The sponsor
feels that this minimal risk is far outweighed by the benefit of not subjecting patients to further travel
for study visits.

E SIGNATURE OF THE APPLICANT IN THE MEMBER STATE

E.l I hereby confirm that/confirm on behalf of the sponsor that (delete which is not applicable):
e The above information given on this declaration is correct; and
e That the clinical trial summary report will be submitted within the applicable deadlines in accordance
with the applicable guidance by the Commission.®

3 In case of a multi-country trial, if the national and global end of trial dates are different in a given Member State,
the sponsor shall submit this form two times :

1) At the end of the trial in the individual Member State, section D1.1. shall be completed and submitted to the
respective National Competent Authority.

2) At the global end of the trial, the sponsor shall complete section D.2.1. with the global trial end date and the
completed form shall be submitted to all participating Member States in order to allow the sponsor to prepare
the trial result summary within the 12-months (or 6-months in case of paediatric trials) timeframe.

If the national and global end dates coincide in a concerned Member State, the form shall be submitted only once to the
National Competent Authority of this Member State with both sections D1.1. and D2.1 complete.

Cf. Section 4.2. of the detailed guidance CT-1.
5 Section 4.3. of the detailed guidance CT-1.



E.2 APPLICANT TO THE COMPETENT AUTHORITY (as stated in C.1)
E.2.1 Date: 20-Dec-2021 | 12:56:59 PM EST
E.2.2 Signature : DocuSigned by:

Ginter Stetten

U Signer Name: Glinter Stetter
Signing Reason: | approve this document
LSigning Time: 20-Dec-2021 | 12:56:54 PM EST

A1F9004FFAEB485696C054526 CCF3584
E.2.3  Print name: Dr. Gunter Stetter
E.3 APPLICANT TO THE ETHICS COMMITTEE (as stated in C.2) : O
E.3.1 Date:
E.3.2 Signature :
E.3.3 Print name:
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE

From time to time, CTI Clinical Trial and Consulting Services (we, us or Company) may be
required by law to provide to you certain written notices or disclosures. Described below are the
terms and conditions for providing to you such notices and disclosures electronically through the
DocuSign system. Please read the information below carefully and thoroughly, and if you can
access this information electronically to your satisfaction and agree to this Electronic Record and
Signature Disclosure (ERSD), please confirm your agreement by selecting the check-box next to
‘I agree to use electronic records and signatures’ before clicking ‘CONTINUE’ within the
DocuSign system.

Electronic Signature Responsiblities

You agree that your electronic signature is the equivalent of a hand-written signature and that
you are responsible for actions initiated using your electronic signature. You agree to report
unauthorized usage to CTI upon discovery of such usage via email to esign@ctifacts.com.

Getting paper copies

At any time, you may request from us a paper copy of any record provided or made available
electronically to you by us. You will have the ability to download and print documents we send
to you through the DocuSign system during and immediately after the signing session and, if you
elect to create a DocuSign account, you may access the documents for a limited period of time
(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to
send you paper copies of any such documents from our office to you, you will be charged a per-
page fee. You may request delivery of such paper copies from us by following the procedure
described below.

Withdrawing your consent

If you decide to receive notices and disclosures from us electronically, you may at any time
change your mind and tell us that thereafter you want to receive required notices and disclosures
only in paper format. How you must inform us of your decision to receive future notices and
disclosure in paper format and withdraw your consent to receive notices and disclosures
electronically is described below.

Consequences of changing your mind

If you elect to receive required notices and disclosures only in paper format, it will slow the
speed at which we can complete certain steps in transactions with you and delivering services to
you because we will need first to send the required notices or disclosures to you in paper format,
and then wait until we receive back from you your acknowledgment of your receipt of such
paper notices or disclosures. Further, you will no longer be able to use the DocuSign system to



receive required notices and consents electronically from us or to sign electronically documents
from us.

All notices and disclosures will be sent to you electronically

Unless you tell us otherwise in accordance with the procedures described herein, we will provide
electronically to you through the DocuSign system all required notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided or made
available to you during the course of our relationship with you. To reduce the chance of you
inadvertently not receiving any notice or disclosure, we prefer to provide all of the required
notices and disclosures to you by the same method and to the same address that you have given
us. Thus, you can receive all the disclosures and notices electronically or in paper format through
the paper mail delivery system. If you do not agree with this process, please let us know as
described below. Please also see the paragraph immediately above that describes the
consequences of your electing not to receive delivery of the notices and disclosures
electronically from us.

How to contact CTI Clinical Trial and Consulting Services:

You may contact us to let us know of your changes as to how we may contact you electronically,
to request paper copies of certain information from us, and to withdraw your prior consent to
receive notices and disclosures electronically as follows:

Please send an email to esign@ctifacts.com

To advise CTI Clinical Trial and Consulting Services of your new email address

To let us know of a change in your email address where we should send notices and disclosures
electronically to you, you must send an email message to us at esign@ctifacts.com and in the
body of such request you must state: your previous email address, your new email address.

If you created a DocuSign account, you may update it with your new email address through your
account preferences.

To request paper copies from CTI Clinical Trial and Consulting Services

To request delivery from us of paper copies of the notices and disclosures previously provided
by us to you electronically, you must send us an email to esign@ctifacts.com and in the body of

such request you must state your email address, full name, mailing address, and telephone
number.

To withdraw your consent with CT1 Clinical Trial and Consulting Services



To inform us that you no longer wish to receive future notices and disclosures in electronic
format you may:

I. decline to sign a document from within your signing session, and on the subsequent page,
select the check-box indicating you wish to withdraw your consent, or you may;

ii. send us an email to esign@ctifacts.com and in the body of such request you must state your
email, full name, mailing address, and telephone number.

Required hardware and software

The minimum system requirements for using the DocuSign system may change over time. The

current system requirements are found here: https://support.docusign.com/quides/signer-guide-
signing-system-requirements.

Acknowledging your access and consent to receive and sign documents electronically

To confirm to us that you can access this information electronically, which will be similar to
other electronic notices and disclosures that we will provide to you, please confirm that you have
read this ERSD, and (i) that you are able to print on paper or electronically save this ERSD for
your future reference and access; or (ii) that you are able to email this ERSD to an email address
where you will be able to print on paper or save it for your future reference and access. Further,
if you consent to receiving notices and disclosures exclusively in electronic format as described
herein, then select the check-box next to ‘I agree to use electronic records and signatures’ before
clicking ‘CONTINUE’ within the DocuSign system.

By selecting the check-box next to ‘I agree to use electronic records and signatures’, you confirm
that:

e You can access and read this Electronic Record and Signature Disclosure; and

« You can print on paper this Electronic Record and Signature Disclosure, or save or send
this Electronic Record and Disclosure to a location where you can print it, for future
reference and access; and

o Until or unless you notify CTI Clinical Trial and Consulting Services as described above,
you consent to receive exclusively through electronic means all notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided
or made available to you by CTI Clinical Trial and Consulting Services during the course
of your relationship with CTI Clinical Trial and Consulting Services.
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