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Managed Access Programs / Post-Study Drug Supplies

Patient Privacy Consent Template

Dear Patient,

Your treating physician is submitting a request to Novartis for your treatment or your child’s/ward’s
treatment. This privacy notice describes how Novartis Pharma AG, at Lichtstrasse 35, 4056 Basel,
Switzerland (hereinafter referred to as “Novartis”), uses and otherwise processes your data as controller.

In this privacy notice, references to “we” or “us” mean Novartis. “You” means the patient whose data is
processed as described in this document. If you receive this document because your treating physician
has submitted a request for access to treatment for your child or ward, the term ‘you’ refers to your child
or ward for whom the request is being made.

What data do we collect and what happens with it?

When submitting the request for access to your treatment, your treating physician is required to share
certain data about you with Novartis (hereinafter referred to as “your data”).

Novartis solely receives information about your gender, month and year of birth and information about
your health, such as your medical condition and the information about the treatment you have received
so far. In case your treating physician requests a re-supply of the treatment for you, additional information
about the treatment efficacy may also be requested. Other data, such as your initials, may be collected
only if required by local laws or regulatory authorities. Novartis does not receive your directly identifiable
information such as your name or address unless it is required for the shipment of your treatment as per
the country requirements — in such case your name and contact details may be required for the shipment.

Novartis needs your data to:

- Manage the request, e.g., evaluate your eligibility for the treatment
- Manage the shipment: in countries where we are required to ship your treatment directly to you
- Momply with legal or regulatory requirements, for example, in case of safety events.

Novartis may also further anonymize your data, which means that the data can no longer be linked back
to you. Anonymized data may be used by Novartis for other purposes such as writing scientific
publications and educational papers and may share it with others including external partners or health
authorities.

Who can see your data?
Your data can be seen by:

- Institutional review boards or ethics committees

- Novartis and their representatives

- Third parties hired by Novartis to provide services necessary for the managing of the request and,
if applicable, the shipment

- Health Authorities
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The people and organizations listed in the section above may be located in countries that do not
provide the same level of data protection, but during the transfer of your data, Novartis will protect the
privacy of this data as required by law.

Novartis collects and uses your data based on your consent and to meet its legal obligations.
Novartis will keep your data for 15 years.

What are your privacy rights?
Subject to applicable laws and regulations, you have the right to:

. Ask to review and correct or erase your data

. Ask for a copy of your data

. Ask to get your data in a standard electronic format so you may transfer it to another
organization (the law calls it ‘right of portability’)

. Oppose the use or the use of part of your data

. Withdraw your consent, without affecting the lawfulness of our use of your data prior to such
withdrawal

Novartis may be restricted by law in following requests related to your privacy rights, it may e.g. not
be possible to erase certain data, where data needs to be available for health authority purposes.

If you have any questions about your data or want to exercise the above rights, please contact your
treating physician.

You can also contact the Novartis data protection officer at the email address
global.privacy_office@novartis.com or writing per post mail to “Global Data Privacy Office,
Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland”. If you reach out directly to Novartis,
and not through your physician, Novartis may know your identity. In addition to the rights above, you
may have the right under applicable law to file a complaint with the competent supervisory authority.

This form will be retained by your physician.

By signing below, | agree to the sharing and use of my data, as described in this privacy notice.

Typed/printed name of Signature Date
Patient / Parent/Guardian
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Chwong trinh quan ly tiép can thudc / Cung cap thuéc sau nghién ciru

MAau chap thuan bao mat théng tin bénh nhan

Kinh gtri bénh nhan,

Béac sT diéu tri clia ban dang glri yéu cau dén Novartis lién quan dén diéu tri b&nh cta ban hoac con
cta ban hay ngudi dwoc ban giam ho. Théng bao vé quyén riéng tw nay mé ta cach Novartis Pharma
AG, tai Lichtstrasse 35, 4056 Basel, Thuy Si (sau day goi la “Novartis”), str dung va xtr ly di¥ liéu cta
ban vé&i tw cach la bén kiém soat di liéu.

Trong théng bao vé quyén riéng tw nay, cac tir “ching tdi” hodc “cla ching t6i” cé nghia la Novartis.
“Ban” cd nghia la bénh nhan c6 di liéu dwoc xir ly nhw md ta trong tai liéu nay. Néu ban nhan duoc
tai liéu nay vi bac si diéu tri ciia ban da givi yéu cau tiép can diéu tri cho con ban hoac ngudi dwoc ban
giam ho, thi thuat ngl¥ “ban” dé cap dén con ban hodc nguwdi dwoc ban giam ho, 1a ngudi ma yéu cau
dwoc thwe hién.

Chung t6i thu thap nhirng dir liéu nao va dir liéu dé dwoc str dung nhw thé nao?

Khi gri yéu cau tiép can diéu tri clia ban, bac si diéu tri ciia ban dwoc yéu cau chia sé moét sb di liéu
vé ban v&i Novartis (sau day goi 1a “di liéu cla ban”).

Novartis chi nhan dwoc théng tin vé gidi tinh, thang va nam sinh ctia ban va théng tin vé sirc khée cla
ban, chang han nhu tinh trang bénh tat va théng tin vé liéu trinh diéu tri ban da nhan dwoc cho dén
nay. Trong trwéng hop bac si diéu tri clia ban yéu cau cung cép tiép tuc liéu trinh diéu tri cho ban,
théng tin bd sung vé hiéu qua diéu trj cling c6 thé dwoc yéu ciu. Cac dir liéu khac, chang han nhw chiy
cai dau tén cta ban, chi dwoc thu thap néu luat phap dia phwong hodc co quan quan ly yéu
cau.Novartis khédng nhan dwoc théng tin nhan dang tryc tiép cla ban nhw tén hodc dia chi triv khi diéu
d6 dwoc yéu cau dé van chuyén liéu trinh diéu trj cta ban theo yéu ciu cltia qubc gia — trong truéng
hop d6, tén va théng tin lién hé cha ban co thé dwoc yéu cau dé van chuyén.

Novartis can di liéu cla ban dé:

- Quan ly yéu cau, vi du: danh gia kha nang da diéu kién diéu tri ctia ban

- Quan ly viéc van chuyén: tai cac qubc gia ma chung tdi dwoc yéu ciu van chuyén liéu trinh diéu tri
trwc tiép dén ban

- Tuan tha cac yéu ciu phap ly hodc quy dinh, vi du: trong trwedng hop xay ra sw ¢cb an toan.

Novartis ciing c6 thé 4n danh di¥ liéu ctia ban hon nira, diéu nay cé nghia la di¥ liéu khéng con co thé
lién két ngwoc lai véi ban. D liéu da dwoc 4n danh c6 thé dwoc Novartis st dung cho cac muc dich
khac nhw viét cac &n phadm khoa hoc va bai bao gido duc va cé thé chia sé di¥ liéu d6 véi nhirng ngudi
khac, bao gdbm céac dbi tac bén ngoai hodc cac co quan y té.

Ai c6 thé xem dir liéu ciia ban?
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D@ liéu cla ban cé thé dwoc xem bdi:
- Hoi déng danh gia hoéac Gy ban dao dirc cla co s& diéu tri
- Novartis va cac dai dién ctia Novartis

- Céac bén thir ba dwoc Novartis thué dé cung cap cac dich vu can thiét cho viéc quan ly yéu cau va,
néu co, viéc van chuyén

-Coquan quanly Y té

Nhirng nguoi va td chire duoc liét ké & phan trén cé thé dat tai cac qubc gia khdong ap dung mirc d6
b&o vé di¥ liéu twong dwong, nhung trong qua trinh chuyén giao di¥ liéu cta ban, Novartis sé bao vé
quyén riéng tw cta di¥ liéu nay theo yéu cau cta phap luat.

Novartis thu thap va s dung di liéu clGa ban dya trén sy ddng y clia ban va dé dap (rng cac nghia vu
phap ly cia minh. Novartis sé lwu gilr di¥ liéu ctia ban trong 15 nam.

Quyén riéng tw cla ban la gi? Theo luat va quy dinh hién hanh, ban cé quyén:
« Yéu cau xem xét, chinh stra hodc x6a di¥ liéu cta ban
« Yéu cau ban sao di lieu clia ban

« Yéu cau nhan dir liéu cta ban & dinh dang dién tlr chuin dé ban cé thé chuyén giao cho té chirc
khac (luat goi do 1a ‘quyén chuyén déi di lieu’)

« Phan ddi viéc st dung toan bé hodc mét phan div liéu cda ban

« Rt lai sw déng y cia ban, nhwng khéng anh hwéng dén tinh hop phap cla viéc chung téi st dung
dir liéu ctia ban trwéc khi rat lai sy ddng y d6

Novartis cé thé bj han ché b&i luat phap trong viéc thuc hién cac yéu cau lién quan dén quyén riéng tw
cta ban, vi du: c6 thé khéng thé xéa mot sé di¥ liéu nhat dinh, trong trwérng hop div liéu can phai duoc
cung cap cho muc dich cla co quan y té.

Néu ban c6 b4t ky cau hdi nao vé dir liéu cia minh hodc mubn thwc hién cac quyén néu trén, vui long
lién hé v&i bac si diéu tri cha ban.

Ban ciing c6 thé lién hé v&i nhan vién bdo vé dir lieu cua Novartis qua dia chi email
global.privacy office@novartis.com hoac glri thw qua dwéorng buu dién dén “Global Data Privacy Office,
Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland”. Néu ban lién hé truc tiép véi Novartis
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ma khéng théng qua bac si ctia minh, Novartis c6 thé biét danh tinh ctia ban. Ngoai cac quyén néu
trén, theo luat hién hanh, ban cé thé c6 quyén khiéu nai v&i co quan giam sat c6 thAm quyén.

Mau don nay sé Béc si ctia ban Iwu giir.

Bang cach ky tén bén dwdi, téi ddng y v&i viéc chia sé va st dung di¥ liéu ctia minh, nhw dwoc mé ta
trong théng bao vé quyén riéng tw nay.

Tén bénh nhén/phu huynh/ Ch{ ky Ngay
nguwoi giam hd (dwgc danh
may/in hoa)





