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Working Arrangement between DG SANTE/EMA and Health Canada

for the exchange of non-public information on health/medicinal products

The Department of Health of Canada (Health Canada), on the one side, and the Europcan
Commission’s Directorate-General Health and Food Safety (DG SANTE) and the European
Medicines Agency (EMA), on the other side (each a “Participant” and collectively “the
Participants”), have recognised the need for a working arrangement (this “Arrangement”) to
enable further increased cooperation as a means to better protect health and facilitate access to
safe and high quality health/medicinal products,

In this context, the Participants scc value in establishing the present Arrangement to exchange
regulatory and other similar information, which may include, inter alia, information of a non-
public confidential and/or proprietary nature (“non-public information”). Both sides therefore
accept to keep the exchanged information confidential, to the extent permitted by their respective
applicable legislation and/or organisations’ policies, and as set forth in this Arrangement.

The Participants may wish to share certain specific scientific and technical information and
documents (collectively “information”) related to ensuring the safety, cfficacy and quality of
health/medicinal products for human and veterinary use, authorised or under review both in
Canada and in the Union, exclusively for use in the performance of their respective duties with
regard to health/medicinal products, as well as for the protection of public health (“the
Purpose™).

In this context, health products in Canada refer to drugs, radiopharmaceuticals, biologics, natural
health products and medical devices. In the European Union, medicinal products refer to
“medicinal products for human use” as defined in Directive 2001/83/EC and “medicinal products
for veterinary use” as defined in Directive 2001/82/EC, authorised cither through the centralised
procedure or nationally, which fall within the scope of EMA’s activities as defined in Regulation
(EC) No 726/2004,

The scope of this Arrangement may include, but is not limited to the exchange of information in
the following areas:
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1. Activitics related to the regulation of health/medicinal products for safety, efficacy and
quality, such as licensing, authorization of clinical trials. product labelling, and the
development of policies and guidance;

2. Activities related to compliance monitoring such as the collection, monitoring and
analysis of adversc reactions or incident data as well as benefit-risk assessments, and
policy development to regulate marketed health products; and,

3. Compliance and enforcement activitics with regard (o health/medicinal products, such as
inspections, compliance verification, recalls, investigations and enforcement measures
and risk assessment.

For the purposes of this Arrangemnent, non-public information may be shared by a receiving
Participant with persons within their respective organisations on a need to know basis for the
Purpose and who are bound by obligations of confidentiality and professional secrecy, as defined
in their respective laws and in accordance with the restrictions on usc as contained in this
Arrangement.

For Health Canada, “persons within their organisation™ include Health Canada cmployees,
agents, contractors, experls or expert commitiees who a) require the information solely for work
purposes in respect of this Arrangement, b) will only use that information for purposes
contemplated by this Arrangement; and ¢) will have a legally enforceable obligation, such as, but
not limited lo, an employment contract, an agency agrcement, confidentiality contract or other
document that permils those persons Lo use the information for the purposes of this Arrangement
and requires them to protect the confidentiality of the information in accordance with the laws
that are applicablc to Health Canada.

For DG SANTE and EMA, “persons within their organisation™ include DG SANTE staff
members and EMA staff members, national experts on secondment, members or experts
participating at its scientific committecs, working parties, working groups and expert groups and
in other EMA activities. EMA may, therefore, share information received from Health Canada
with represcntatives of national competent authoritics in the EEA with whom EMA has entered
into a cooperation agreement that covers the exchange of confidential information. EMA accepts
1o ensure that the above representatives of national competent authorities in the EEA are made
aware of the confidentiality and restrictions on usc regime set forth in this Arrangement and
agree to comply therewith,

This Arrangement docs not affect cach Participant’s right to limit the scope of the above
information 1o he exchanged hereunder, should its dissemination or exchange undermine spccific
intcrests or violate legal obligations, including those imposed on the Participants by applicable
{egislation and/or organisations’ policies, including in respect of commercial, industrial or
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professional sccrecy, the public interests or the protection of a Participant’s interests in the
confidentiality of its proceedings. Exchange of information under this Arrangement may be
subject 1o prior auwthorisation from third partics concerned, including the person and/or
organisation from which the information emanated.

The Arrangement is not intended to contain data and information that is personal and the
Participants wntend to make all reasonable efforts to ensurc that personal data and personal
information is not shared or exchanged with each other. If one Participant discovers that personal
daa or personal information has been provided or reccived inadvertently, the Participant intends
to immediately inform the other Participant. ‘The recipient Participant intends to take immediate
and appropriate measurcs to permancntly destroy the record(s) containing personal data or
personal inlormation in accordance with applicable laws and the providing Participant intends to
provide an updated record with personal data andor personal information removed. In casc
information on legal persons identifies a natural person, both Participants intend to consider such
information as personal data and/or personal information and treat it according to the above
paragraphs.

In case personal data would be transferred under this Arrangement, the personal data may be
transmitted by Health Canada in accordance with the Privacy Act and other applicable federal
laws and policies.! Similarly, in case personal data would be transferred by DG SANTE or EMA
under this Arrangement, such transfers shall be carried out in compliance with Regulation (EU)
2018/1725.7

The Participants agree that it is an essential element of this Arrangement that non-public
information cmanating from the other Participant is treated as confidential, and iy used only for
the Purpose.

DG SANTE and EMA confinn that they have the authority to protect non-public information,
including commercially confidential information provided by Health Canada, if and insofar as
that information is covered by the exceptions provided for in Article 4 of Regulation (EC) No
1049:2001° as interpreted by the Court of Justice of the European Union. DG SANTE and the
EMA understand that Health Canada considers it crucial that this non-public information be
protected from disclosure to any person not identified in this Arrangement; otherwise, it could
endanger the privacy and integrity of individuals, the commercial interests of the entities
concerned and/or intemational relations between the Participants,

Similarly, Health Canada confirms that it has the authority to protect non-public information,
including confidential information, provided by DG SANTE or the EMA, as information not 0

! Privacy Act (R.S.C,, 1985, ¢. P-21).

? Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the protection
of natural persons with regard to the processing of personal data by the Union :nstitutions, bodics, offices and
agencies and on the free movement of such data.

Pursuant to the Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the process:ng of personal data and on the free movement of such
data, and repealing Directive 95/46/EC {General Data Protection Regulation).

' Regu'ation (EC) No 1049/2001 of the European Parliament and of the Council of 30 May 2001 regarding publc
access to European Parliament, Councii and Commission documents.
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be publicly disclosed. Health Canada understands that DG SANTE and EMA consider it crucial
that this non-public information be protected from disclosure to any person not ideatified in this
Armrangement; otherwisc, it could endanger the privacy and integrity of individuals, the
commecreial interests of the cntities concerned and/or the imermational relations between the
Participants.

On cach occasion where there is a request {or disclosure to third parties of non-public
information reccived from DG SANIE or the EMA, Health Canada will consult with DG
SANTE or the EMA. Likewise, on cach occasion where there is a request for disclosure to third
parties of information received from Health Canada, DG SANTE or the EMA will consult with
Health Canada.

In casc of future changes in the organisation chart of the European Commission regarding
assignment of responsibilitics between different Directorates-General, this confidentiality
arrangement will continuc to be applicable to the Directorate-General of the Commission which
has within its remit responsibility for medicinal products.

Similarly, in casc of future changes in the organisation chart of Health Canada rcgarding
assignment of responsibilitics between different branches, this confidentiality arrangement will
continuc to be applicable to the branch of Health Canada which has within its remit
responsibility for health products,

Notwithstanding the termination of this Arrangement for whatever reason, the obligations of
confidentiality and restrictions on use in respect of non-public information exchanged hereunder
shall survive such termination, unless and until such information becomes public through no
fault of the recipient,

The Participants may amend this Arrangement at any time upon their mutual wrilten consent,
Either Participant may terminate this Arrangement by giving the other Participants thinty (30)
days written notice of its intent to terminate,

This co-operation docs nol intend to compromise each Participant’s ability to carry out its
responsibilities ncither does it intend to result in creating rights or obligations under international
law on the part of the Participants.

This Arrangement is not legally binding,
This Arrangement replaces the previously signed Confidentiality Arrangement between DG

SANTE. EMA and Health Canada (cxchange of letters) concluded on February 22, 2013,

Signed on behalf of DG SANTE
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Signed on behalf of DG SANTE

|
#QL o A3)3 | 2026

Anne Bucher Date
Director-General

European Commission

Directorate-General for Health and Food Safety

Rue Breydel 4, B-1049, Brussels

Beigium

Signed on behalf of EMA

H H Digitally signed by Guido Rasi
G u I d o Ra S I Date: 2020.04.01 13:19:43 +02'00’

Guido Rasi Date

Executive Director
European Medicines Agency
Domenico Scarlattilaan 6
1083 HN Amsterdam

The Netherlands
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Signed on behalf of Health Canada

\ -~
Pierre Sabourin
Assistant Deputy Minister
Health Products and Food Branch
Health Canada

250 Lanark Avenue

Ottawa, Ontario
Canada

Stefania Trombetti

Assistant Deputy Minister

Regulatory Operations and Enforcement Branch
Health Canada

200 Eglantine Driveway, Tunney’s Pasture

Ottawa, Ontario
Canada
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April 30, 2020

Date

MAY 11 2020

Date
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