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Release Certificate Acceptance

This is to certify that the system eConsent version 2022.2.0.0

has successfully passed installation qualification, operational qualification and
performance qualification and is approved for release. Proper usage of the software
enables users to be EU Annex 11 and FDA 21 CFR Part 11 compliant.

As part of the validation effort, the following documentation was produced.

Validation Documentation

Validation Plan

Test Cases/Results (In TestRail)

Validation Summary Report

System Requirements Document/System Design Document

Release Certificate

Installation Qualification/Operational Qualification - EU

Installation Qualification/Operational Qualification - US

Validation Plan

Castor successfully completed the validation effort and associated documentation
and considers this a validated release. The details of the validation effort are
documented in the eConsent 2022.2.0.0 Validation Summary Report. The major release
was assessed for compliance with 21 CFR Part 11 and GCP.

Documentation for the previously mentioned deliverables are maintained electronically
in Castor’s QISMS portal and can be reviewed during audits or scheduled review sessions
upon client request.

This information is proprietary to Castor and should be treated as confidential material in accordance with
existing confidentiality agreements. Unauthorized use of this data is strictly prohibited.
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The signatures below indicate that the validation criteria is acceptable.

QA Approval DocuSigned by:
Marta Kolvigw Brwadas Mawricio

U Signer Name: Marta Rodrigues Ornelas Mauricio

Signing Reason: | approve this document
| Signing Time: 15-Jun-2022 | 11:28:33 AM CEST

2CC97C3A8B5A4D5AA4C4A667E6BF0730

Name and Title |Marta Ornelas Mauricio, QA Lead

This information is proprietary to Castor and should be treated as confidential material in accordance with
existing confidentiality agreements. Unauthorized use of this data is strictly prohibited.
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Electronic Record and Signature Disclosure created on: 3/11/2021 1:25:30 PM
Parties agreed to: Marta Rodrigues Ornelas Mauricio

ELECTRONIC RECORD AND SIGNATURE DISCLOSURE

From time to time, Ciwit B.V. — CFR (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.

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
$0.00 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 Ciwit B.V. - CFR:

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:

To contact us by email send messages to: compliance@castoredc.com

To advise Ciwit B.V. — CFR 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 compliance@castoredc.com and
in the body of such request you must state: your previous email address, your new email
address. We do not require any other information from you to change your 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 Ciwit B.V. — CFR

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 compliance@castoredc.com and in the
body of such request you must state your email address, full name, mailing address, and
telephone number. We will bill you for any fees at that time, if any.

To withdraw your consent with Ciwit B.V. - CFR

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 compliance@castoredc.com and in the body of such request you must
state your email, full name, mailing address, and telephone number. We do not need any other
information from you to withdraw consent.. The consequences of your withdrawing consent for
online documents will be that transactions may take a longer time to process..

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

e 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

« Until or unless you notify Ciwit B.V. — CFR 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 Ciwit B.V. — CFR during the course of your relationship with Ciwit
B.V.-CFR.
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