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AVEXIS ORDER CANCELLATION AND PRODUCT RETURN PoLicY
EFFECTIVE JANUARY 9, 2019

AveXis reserves the right to change the Order Cancellation and Product Return Policy at any time in its
sole discretion.

AveXis’ Order Cancellation and Product Return Policy (“Policy”) takes precedence over all other
cancellation or return goods policies from, but not limited to, distributors, wholesalers, pharmacies,
retailers, clinics, hospitals and sites of care. This Policy is AveXis’ current policy for the order cancellation
and product return of ZOLGENSMA® (“Product”) that is purchased directly from AveXis’ authorized
distributor by entities qualified and authorized by AveXis to dispense or administer Product (“AveXis
Authorized Users”). Returns will not be accepted from any entities other than AveXis Authorized Users,
and PRODUCT IS SOLD UNDER A POLICY OF NO ORDER CANCELLATION OR NO PRODUCT RETURN,
except as otherwise set forth herein.

The order cancellation policy in Section 1 applies if an AveXis Authorized User has ordered Product from
AveXis’ authorized distributor but the order has not been delivered by AveXis on behalf of the authorized
distributor to AveXis’ designated courier service for shipment. The Product return policy in Section 2
applies after AveXis has shipped the Product with AveXis’ designated courier service.

1. ORDER CANCELLATION

1.1. Cancellation Policy — A Product order is validly cancelled only if completed in accordance with the
cancellation process described below. AveXis’ authorized distributor will not charge the AveXis
Authorized User for the cost of a validly cancelled Product order.

1.2. Cancellation Process — Product orders may be cancelled at any time prior to the time at which the
Product order is delivered by AveXis, on behalf of the authorized distributor, to AveXis’ designated
courier service for shipment (as determined by AveXis). To request a cancellation, an AveXis Authorized
User must comply with both 1.2.1 and 1.2.2 below:

1.2.1. Promptly contact AveXis via email at traderelations@avexis.com or by calling 480-748-5163 to
request that the Product shipment be stopped prior to the time at which the Product order is delivered
by AveXis on behalf of the authorized distributor to AveXis’ designated courier service for shipment.
1.2.2. Promptly contact the AveXis authorized distributor to request that the Product order be cancelled
in accordance with the distributor’s order cancellation procedures. AveXis may also provide notification
to its authorized distributor.

2. PRODUCT RETURN

2.1.In General: Product is non-returnable and not eligible for replacement or credit/refund except as
set forth in this Policy. Product may be eligible for return and replacement or credit/refund, as may be
applicable, if all of the following criteria are met.

2.1.1. Product must satisfy the requirements set forth in this Section 2 and not otherwise be ineligible
under this Policy;

2.1.2. Product must have been purchased by an AveXis Authorized User directly from AveXis’ authorized
distributor, with proof of purchase supplied by the returning party upon request by AveXis or its agent
or designee;

2.1.3. Before returning Product, AveXis’ Authorized User must obtain a Return Authorization Number
(“RAN”) directly from AveXis as stated below in Section 2.4 (Return Process); and



2.1.4. Product must be returned in accordance with Section 2.4 (Return Process) below in the original
packaging with label intact and fully readable, including NDC, bar-code, lot number, and expiration date.

2.2. Product Eligible for Return and Replacement or Credit/Refund: Product is eligible for return and
replacement or credit/refund for the reasons set forth below, as determined by AveXis, only where the
return request has been made prior to infusion of any or all Product in the carton and where the
requirements of Section 2 have been satisfied, as applicable. For the avoidance of doubt, a site of care
that is qualified and authorized by AveXis to administer the Product but does not purchase the
Product (a “Non-Purchasing Site of Care”) shall not have any rights to replacement Product or
credit/refund from AveXis under this Policy, but should work directly with the AveXis Authorized User
from which it obtained the Product to obtain any replacement Product or credit/refund that may be
applicable. Non-Purchasing Sites of Care are not considered “Authorized Users” for purposes of this
Policy.

2.2.1. Damaged Product:

2.2.1.1. Damage Discovered by AveXis’ Authorized User: AveXis’ Authorized User should contact AveXis
at QAcommercial@avexis.com and copy to traderelations@avexis.com promptly following AveXis’
Authorized User’s receipt, or, in the case of concealed damage, discovery of Product damaged during
shipment from AveXis.

2.2.1.2. Damage Discovered by Non-Purchasing Site of Care: Where damage is discovered by a Non-
Purchasing Site of Care, the Non-Purchasing Site of Care should report the damage directly to the AveXis
Authorized User from which it obtained the Product for administration to the patient. The AveXis
Authorized User shall then notify AveXis in accordance with the above subsection 2.2.1.1.

2.2.1.3. Follow up: AveXis Trade and Quality Assurance team will reach out to the AveXis Authorized
User and/or site of care, if different, to review details, and may request photos to determine if the
Product is fit for use or eligible for replacement or credit/refund.

2.2.2. Product Temperature Excursions:

2.2.2.1. Temperature Excursion Suspected: The AveXis Authorized User must contact AveXis at
QAcommercial@avexis.com and copy to traderelations@avexis.com promptly following receipt of
Product with respect to which a temperature excursion during transportation from AveXis, on behalf of
its authorized distributor to the AveXis Authorized User, is suspected.

2.2.2.2. Follow up: AveXis’ Quality Assurance team will contact the authorized distributor, site of care
and/or specialty pharmacy to review the temperature information and determine if the Product is fit for
use or eligible for replacement or credit/refund.

2.2.3. Product Quality Issues:

2.2.3.1. Quality Issue Suspected by AveXis’ Authorized User: The AveXis Authorized User must contact
AveXis at GPS@AveXis.com and complete a Product Quality Complaint Form promptly following receipt
of Product by the AveXis Authorized User that is suspected to be rendered unusable and eligible for
replacement due to quality reasons related to the manufacturing of the Product (e.g., originating from
GMP issues).

2.2.3.2. Quality Issue Suspected by Non-Purchasing Site of Care: Where a suspected quality issue is
discovered by a Non-Purchasing Site of Care, the Non-Purchasing Site of Care should report the
suspected quality issue to the AveXis Authorized User from which it received the Product for
administration to the patient. The AveXis Authorized User shall then notify AveXis in accordance with
the above subsection 2.2.3.1.

2.2.4. Otherwise Unusable Product: The AveXis Authorized User must contact AveXis at
traderelations@avexis.com with respect to any Product that an authorized representative of the
applicable site of care—whether the site of care is an AveXis Authorized User or a Non-Purchasing Site
of Care—determines is no longer needed for any reason not described above (e.g., the prescribed



patient’s health status has deteriorated to a point where Product can no longer be safely administered
to the patient, Product was subsequently not infused due to patient death prior to infusion, or Product
was ordered in error but not timely cancelled under Section 1 of this Policy).

2.3. Return Request: If a Product is unusable for reasons described in Section 2.2 of this Policy, the
AveXis Authorized User may request to return the Product through the process described below, and
AveXis will determine whether to provide replacement Product or credit/refund.

2.4. Return Process:

2.4.1. Initial Approval and Verification: AveXis will evaluate each request to ensure that it meets the
requirements of this Policy and may require additional verification from the AveXis Authorized User
and/or the AveXis authorized distributor before approving the request.

2.4.2. Return Authorization Notice (RAN): If the request for Product replacement or credit/refund is
approved by AveXis, AveXis will issue a RAN. A RAN must be obtained prior to returning Product to
AveXis, and replacement Product or credit/refund shall not be available without a RAN. RANs expire
thirty (30) days from date issued, and the AveXis Authorized User must return the entire Product carton,
including all contents to AveXis through AveXis’ designated courier within that timeframe as a condition
of receiving consideration for any replacement, credit or refund hereunder, as may be applicable.

2.4.3. Return of Product: The entire original Product carton, including all contents must be returned to
AveXis as a condition to any replacement or credit/refund hereunder. Following issuance of a RAN,
AveXis will coordinate with the AveXis Authorized User for the return of Product for replacement, and
for the AveXis-designated courier service to pick up items for return delivery back to AveXis. Only
AveXis’ designated courier is authorized to transport returned Product back to AveXis. It is the
returning party’s responsibility to securely package all return goods to prevent breakage during transit
and otherwise to comply with laws and regulations applicable to the packaging, shipping, and transport
of return goods shipments. Dominion, title and risk of loss relating to returned Products shall pass from
the AveXis Authorized User to AveXis at the time AveXis’ designated courier service accepts the package
for return delivery. AveXis’ designated courier service will return the Product to:

AveXis, Inc.
1940 USG Drive
Libertyville, IL 60048

2.4.4. Information to Accompany Returns: Returns of AveXis Product must include the RAN and packing
list containing the following information:

¢ Name and address of facility returning Product

e Phone number

¢ DEA number, if applicable

¢ Returning pharmacy location or site of care, as applicable, name and address

e List of returned Product including, for each Product National Drug Code (NDC): purchase order
number, NDC, HUB Patient ID number, carton being returned, reason for return, original list price,
original purchase price (net of discounts), lot number and expiration date of each carton returned. If
carton has been opened, include vial quantity, vial NDC, lot number and expiration on the return form in
addition to the above. Do not open carton if Product was not dispensed for use.

2.4.5. Shipping Costs: AveXis pays the designated courier’s service charges related to Product returns
and replacements. Any payments in connection with returned goods are limited to those set forth in this
Policy, and AveXis’ Authorized Users are specifically prohibited from separately charging AveXis or
deducting costs from any payment to AveXis, if applicable, associated with the administration, shipping,
or handling of returns.



2.4.6. Final Approval: A RAN number does not constitute agreement or confirmation by AveXis that
Product is eligible for return, refund, credit or replacement. Final confirmation of eligibility for return,
refund, credit or replacement will be made by AveXis after receipt of the returned Product, and any
AveXis-required documentation. AveXis reserves the right to accept or reject the Product for credit,
refund or replacement, as may be applicable.

2.5. Issuance of Product Credit/Refund: For returns accepted under this Policy for credit or refund:
2.5.1. Product Not Yet Paid For by AveXis’ Authorized User: Where the AveXis Authorized User has not
yet paid the authorized distributor for the Product, AveXis will work with its authorized distributor to
cancel any outstanding invoice related to the returned Product. No separate credit or refund shall be
paid to the AveXis Authorized User in connection with the return.

2.5.2. Product Paid In Full by AveXis’ Authorized User:

2.5.2.1. Amount of Credit/Refund: Where the Product has been paid for in full by the AveXis Authorized
User, a credit or refund amount will be issued in accordance with Section 2.5.2.2 based on the lower of
(i) the Wholesale Acquisition Cost (“WAC”) applicable at the time of purchase by the AveXis Authorized
User for the Product carton returned, less any applicable discounts, or (ii) the actual price paid by the
AveXis Authorized User for the Product carton returned. Should AveXis be unable to verify the amount
as set forth above, the amount shall be subject to valuation by AveXis. AveXis reserves the right to
determine whether a credit or refund mechanism will be used in connection with any eligible return.
2.5.2.2. Payment of Credit/Refund: A Product credit or refund, as may be applicable, will be payable by
AveXis solely to the AveXis authorized distributor as the entity that was originally invoiced by AveXis.
AveXis will notify both AveXis’ authorized distributor and the AveXis Authorized User of the
credit/refund approval. An AveXis Authorized User shall work directly with the AveXis authorized
distributor to obtain any applicable credit or refund. Deduction from AveXis’ authorized distributor
invoices should not be taken and will not be recognized. No entity may seek a claim on its insurance or
bill any patient or third party for Product for which the AveXis Authorized User receives credit or refund
hereunder.

2.5.3. Issuance of Product Replacement: For returns accepted under this Policy for replacement Product,
replacement Product will be issued in the form of a replacement Product carton for the specific patient
for whom the returned Product was supplied. Replacement cartons will be delivered to the original
AveXis Authorized User only, and the AveXis Authorized User shall ensure the replacement carton is
used for that specific patient only. No entity may seek a claim on its insurance or bill any patient or third
party for the returned Product for which the AveXis Authorized User receives a replacement hereunder.
Deduction from AveXis’ authorized distributor invoices should not be taken and will not be recognized.

3. RECALLED PRODUCT: In the event of a full or partial AveXis-initiated Product recall, AveXis will issue
instructions related to the recall, and Product shall only be returned and credited in accordance with
such instructions, which shall supersede this Policy to the extent of a conflict.

4. INELIGIBLE RETURNS/PRODUCT NOT ELIGIBLE FOR REPLACEMENT OR CREDIT/REFUND: For the
avoidance of doubt, neither replacement nor credit/refund will be extended for the Product, regardless
of whether the Product otherwise satisfies the requirements of this Policy, under the following
circumstances. The list below is not exhaustive of all situations disqualifying eligibility for replacement or
credit/refund:

4.1. Product obtained illegally or that has been diverted or resold without prior written approval from
AveXis.

4.2. Product that AveXis determines is otherwise adulterated, misbranded, or counterfeit (and where
such adulteration, misbranding, or counterfeiting is not caused by AveXis).

4.3. Product that is repackaged or Product not in its original containers.



4.4, Product for which a claim may be payable under the AveXis Authorized User’s insurance policy (e.g.,
for fire, smoke, heat, cold, or water damage).

4.5. Product distributed free of charge by AveXis, including but not limited to Product samples or other
free goods.

4.6. Product not purchased from AveXis’ authorized distributor and shipped directly from the AveXis
distribution facility located at 1940 USG Drive, Libertyville, IL.

4.7. Product not manufactured by or on behalf of AveXis for distribution in the United States.

4.8. Product that has been infused, whether in whole or in part — for the avoidance of doubt, partial
cartons are not returnable for replacement or refund.

4.9. Product sold expressly on a non-returnable basis.

4.10. Product purchased or provided for research or clinical trials.

4.11. Product not returned via AveXis’ designated courier in strict accordance with AveXis’ instructions.
In addition, notwithstanding anything to the contrary in this Policy, AveXis will not accept a Product
return if the reason for such return arises from: (i) the negligence of an AveXis Authorized User or any
party to whom AveXis ships Product or any of their agents or employees; or (ii) the failure of an AveXis
Authorized User to comply with any material terms of any purchase/distribution agreement with AveXis,
if and as applicable.

AveXis reserves the right to destroy without notification, credit, exchange or return to the Authorized
User, any merchandise that does not conform to this Policy. By returning Products, the Authorized
User authorizes AveXis as its agent to destroy, without payment, replacement or other recourse, any
returned packages that are determined ineligible for credit by AveXis.

AveXis further reserves the right to discontinue this Policy with respect to any customer that AveXis
determines, in its sole discretion, has misused this Policy and/or misrepresented the reason for
returning or cancelling Product.

5. POLICY CHANGES

AveXis reserves the right to change this Policy at any time, in its sole discretion, without advance notice,
and reserves the right to make Policy exceptions for extenuating circumstances. The version of the
Policy in effect at the time a request is submitted shall apply and be controlling for purposes of that
Product order.



- Preklad z anglického jazyka -

ZASADY SPOLECNOSTI AVEXIS PRO PRIPAD RUSENI OBJEDNAVEK A VRACENI PRIPRAVKU
UCINNE OD 9. LEDNA 2019

Spolecnost AveXis si vyhrazuje pravo tyto Zasady pro pfipad ruseni objednavek a vraceni pfipravk
kdykoli dle svého vyhradniho uvaZeni ménit.

Zasady spolecnosti AveXis pro pfipad ruseni objednavek a vraceni pfipravka (dale jen ,,Zasady”) maji
prednost pred veskerymi jinymi zasadami tykajicimi se ruseni objednavek nebo vraceni zbozi zejména
pred pfislusSnymi zasadami distributor, velkoobchodnich prodejci, Iékaren, maloobchodnich prodejc(,
klinik, nemocnic &i jinych zdravotnickych zafizenich. Tyto Zasady zakotvuji aktualné platné zasady
spolecnosti AveXis tykajici se ruseni objednavek a vraceni pripravku ZOLGENSMAZ® (dale jen ,Pfipravek”),
ktery subjekty zplsobilé a opravnéné spolecnosti AveXis vydavat ¢i podavat Pripravek (dale jen
,Opravnéni uzivatelé”) kupuji pfimo od autorizovaného distributora spolec¢nosti AveXis. Vracené zbozi
nebude pfijato od zadnych jinych subjektl mimo Opravnéné uZivatele a obecné plati, Ze PRIPRAVEK JE
PRODAVAN BEZ MOZNOSTI RUSENi OBJEDNAVEK A VRACENI ZBOZi, neni-li v téchto Zasadach uvedeno
jinak.

Pravidla pro ruseni objedndvek uvedend v ¢ldnku 1 se pouZziji, pokud Oprdvnény uZivatel objedndval
Pripravek od autorizovaného distributora spolecnosti AveXis, avsak spolecnost AveXis zatim objedndvku
nedorucila jménem autorizovaného distributora kuryrni sluzbé urcené spole¢nosti AveXis. Pravidla pro
vraceni Pripravku uvedend v ¢ldnku 2 se pouZiji poté, co spolecnost AveXis zasle Pripravek prostrednictvim
kuryrni sluzby urcené spolecnosti AveXis.

1. ZRUSENI OBJEDNAVKY

1.1. Zasady rusSeni objednavek— objedndvka Pripravku bude platné zrusena, pouze bude-li dodrzen
postup ruseni objednavky popsany nize. Autorizovany distributor spole¢nosti AveXis nebude ucétovat
Opravnénému uZivateli naklady na platné zrusené objednavky Pripravku.

1.2. Proces zruSeni — objedndavky Pfipravku mohou byt zruseny kdykoli pfed okamzikem, kdy spole¢nost
AveXis doda jménem autorizovaného distributora objednavku Ptipravku k pfepravé kuryrni sluzbé
uréené spolecnosti AveXis (stanovi spole¢nost AveXis). Pfi ruseni objednavky musi Opravnéni uZivatelé
postupovat podle nasledujicich ustanoveni 1.2.1 a 1.2.2:

1.2.1. Neprodlené kontaktovat spole¢nost AveXis e-mailem na adrese traderelations@avexis.com nebo
telefonicky na Cisle 480-748-5163 s zadosti, aby byla dodavka Pfipravku zastavena dfive, neZ spolecnost
AveXis jménem autorizovaného distributora doruci objednavku Pfipravku kuryrni sluzbé urcené
spolecnosti AveXis.

1.2.2. Neprodlené kontaktovat autorizovaného distributora spolecnosti AveXis a pozadat o zruseni
objednavky Ptipravku v souladu s postupy distributora pro ruseni objednavek. Spole¢nost AveXis je
rovnéz opravnéna informovat svého autorizovaného distributora.

2. VRACENI PRIPRAVKU

2.1. Obecné: Ptipravek je nevratny a neexistuje narok na jeho vyménu nebo na vydani dobropisu /
vraceni penéz, neni-li v téchto Zasadach stanoveno jinak. Vraceni Pfipravku a jeho pfipadna vyména
nebo vydani dobropisu / vraceni penéz je mozné, pouze jsou-li splnény vsechny nize uvedené podminky.
2.1.1. Ptipravek musi splfiovat poZadavky stanovené v tomto ¢lanku 2, pfiéemz musi splfiovat také
ostatni podminky podle téchto Zasad.

2.1.2. Pripravek musi byt zakoupen Opravnénym uZivatelem pfimo od autorizovaného distributora
spolecnosti AveXis, pricemz vracejici smluvni strana predloZi na Zadost spolecnosti AveXis, jejiho
zastupce Ci ji uréené osoby doklad o koupi,

2.1.3. Pred vracenim Ptipravku je Opravnény uZivatel povinen ptfimo od spolecnosti AveXis ziskat Cislo



souhlasu s vracenim (dale jen ,RAN“), jak je uvedeno nize v ¢lanku 2.4 (Postup vraceni); a

2.1.4. Pripravek musi byt vracen v souladu s ¢lankem 2.4 (Postup vraceni) nize v plvodnim obalu s
nezménénym a dokonale Citelnym oznacenim, véetné kédu NDC, ¢arového kédu, Cisla SarZze a data
spotreby.

2.2. Pripravek, ktery je mozné vratit, vyménit nebo za ktery je mozné vydat dobropis / vratit penize:
Pfipravek je mozné vratit, vyménit nebo za néj |ze vydat dobropis / vratit penize z nize uvedenych
dlivodd, jak stanovi spolecnost AveXis, pouze pokud byla Zadost o vraceni podana pred zahajenim
infuzniho podani Pripravku obsazeného v kartonovém baleni nebo jeho ¢asti a pokud byly splnény
pozadavky uvedené ¢lanku 2. Pro vylouéeni pochybnosti se uvadi, ze zdravotnické zafizeni, které je
zpUsobilé a opravnéné spoleénosti AveXis podavat Pfipravek, avsak samo jej nekupuje (dale jako
»2dravotnické zaftizeni, které Pripravek nekupuje”), nema AveXis podle téchto Zasad pravo na vyménu
Pfipravku nebo na vydani dobropisu / vraceni penéz od spoleénosti, ale mélo by se za tuc¢elem ziskani
pfipadného nahradniho P¥ipravku nebo vydani dobropisu / vraceni penéz obratit pfimo na
Opravnéného uzivatele, od kterého P¥ipravek ziskalo. Pro ucely téchto Zasad se zdravotnicka zafizeni,
ktera Pripravek nekupuji, nepovazuji za ,,Opravnéné uzivatele®.

2.2.1. Poskozeny Pripravek:

2.2.1.1. Poskozeni zjisténé Opravnénym uZivatelem: Oprdvnény uzivatel by mél kontaktovat spole¢nost
AveXis na adrese QAcommercial@avexis.com a zaslat kopii zpravy na adresu traderelations@avexis.com
bezodkladné po obdrzeni poskozeného Ptipravku nebo, v pfipadé skrytych vad, po zjiSténi, Ze byl
Ptipravek poskozen béhem prepravy od spolecnosti AveXis.

2.2.1.2. Skody zjisténé zdravotnickym zafizenim, které Pfipravek nekupuje: Pokud je poskozeni Pfipravku
zjiSténo zdravotnickym zatizenim, které Pripravek nekupuje, mélo by poskozeni nahlasit pfimo
Opravnénému uZivateli, od kterého Pfipravek ziskalo za ucelem jeho podani pacientovi. Opravnény
uzivatel je poté povinen informovat spolecnost AveXis v souladu s vySe uvedenym odstavcem 2.2.1.1.
2.2.1.3. Ndsledny postup: Tym spolecnosti AveXis pro prodej a zajisténi kvality kontaktuje Opravnéného
pficemZ je opravnén si vyzadat fotografie jako podklad k rozhodnuti, zda Pfipravek mlze byt pouZit,
nebo zda ma byt vyménén nebo ma byt vydan dobropis ¢i vraceny penize.

2.2.2. Odchylky v teploté Pripravku:

2.2.2.1. Podezieni na odchylky v teploté: Opravnény uZivatel je povinen kontaktovat spole¢nost AveXis
na adrese QAcommercial@avexis.com a zaslat kopii zpravy na adresu traderelations@avexis.com
bezodkladné po obdrzeni Pfipravku, u kterého existuje podezreni, ze béhem prepravy ze spolecnosti
AveXis k Opravnénému uZivateli, provadéné jménem autorizovaného distributora, doslo k odchylce v
teploté Pripravku.

2.2.2.2. Ndsledny postup: Tym pro zajisténi kvality spole¢nosti AveXis kontaktuje autorizovaného
distributora, zdravotnické zafizeni a/nebo specializované |Iékarny, aby informace o teploté prezkoumal a
urcil, zda je mozné Pfipravek pouzit, nebo zda ma byt vyménén nebo ma byt vydan dobropis ¢i vraceny
penize.

2.2.3. Kvalita PFipravku:

2.2.3.1. Pokud md Oprdvnény uZivatel za to, Ze kvalita Pripravku neodpovidd poZadavkim: Opravnény
uzivatel je povinen kontaktovat spolecnost AveXis na adrese GPS@AveXis.com a vyplnit pfislusny
reklamacéni formular neprodlené poté, co obdrzi Pfipravek, u kterého se domniva, Ze je nepouzitelny a zZe
by s ohledem na standardy kvality souvisejici s jeho vyrobou (napt. z dlivodu problém se spravnymi
vyrobnimi postupy) mél byt vymeénén.

2.2.3.2. Pokud md zdravotnické zarizeni, které Pripravek nekupuje, za to, Ze Pripravek neodpovidd
poZadavkum na kvalitu: Pokud se zdravotnické zafizeni, které Pripravek nekupuje, domniva, Ze kvalita
Pripravku neni odpovidajici, mélo by tyto domnélé vady v kvalité nahlasit pfimo Opravnénému uZivateli,
od kterého Pripravek ziskalo za uc¢elem podani pacientovi. Opravnény uZivatel je poté povinen



informovat spole¢nost AveXis v souladu s vyse uvedenym odstavcem 2.2.3.1.

2.2.4. Pripravek bez dalsiho vyuZiti: Opravnény uZivatel je povinen kontaktovat spole¢nost AveXis na
adrese traderelations@avexis.com ohledné jakéhokoli Pfipravku, ktery jiz podle opravnéného zastupce
zdravotnického zafizeni podavajiciho Iék (at uz jde o Opravnéného uZivatele nebo o zdravotnické
zafizeni, které Pripravek nekupuje) neni potiebny k Zadnému ucelu, a to z divodu, ktery nespadd do
zadné z vySe uvedenych kategorii (napf. zdravotni stav pacienta, kterému byl Pfipravek predepsan, se
zhorsil natolik, Ze Pripravek jiz pacientovi nelze bezpecné podat, nebo k poddani Pripravku nedoslo z
dlvodu umrti pacienta, pripadné pokud byl Pfipravek objednan omylem a objednavka nebyla vcas
zrusena podle ¢lanku 1 téchto Zasad).

2.3. Zadost o vraceni: Pokud je Piipravek z d@ivodd popsanych v ¢lanku 2.2 téchto Zasad nepoufzitelny,
mUiZe Opravnény uZivatel poZadat o vraceni Pfipravku postupem popsanym nize a spole¢nost AveXis
rozhodne o tom, zda poskytne nahradni Pfipravek nebo dojde k vydani dobropisu / vraceni penéz.

2.4. Postup vraceni:

2.4.1. Prvnischvdleni a ovéreni: Spoleénost AveXis posoudi kazdou Zadost, aby provéfila, zda spliuje
poZadavky téchto Zasad, a pred schvalenim Zadosti si mlzZe vyZadat dalsi ovéreni od Opravnéného
uzivatele a/nebo autorizovaného distributora spoleénosti AveXis.

2.4.2. Souhlas s vracenim Pripravku (RAN): Pokud spole¢nost AveXis schvali Zadost o vyménu Pripravku
nebo vydani dobropisu / vraceni penéz, vystavi souhlas s vracenim Pfipravku (RAN). Pfed vracenim
Ptipravku spole¢nosti AveXis je tfeba ziskat RAN, bez kterého nebude ani mozné ziskat ndhradni
Ptipravek nebo nedojde k vydani dobropisu / vraceni penéz. Platnost RAN je tficet (30) dnd od data
vystaveni a Oprdvnény uZivatel je povinen vratit cely kartdn Pripravku véetné veskerého obsahu
spoleénosti AveXis prostrednictvim kuryrni sluzby uréené spole¢nosti AveXis v uvedené Ih(ité, jinak
nesplni podminku pro pfijeti Uplaty za (nesp/ni podminku pro pripadnou vyménu? — pozn. prekl.)
jakoukoli pfipadnou vymeénu, vydani dobropisu nebo vraceni penéz podle téchto Zasad.

2.4.3. Vrdceni Pfipravku: Vyména nebo vydani dobropisu / vraceni penéz podle téchto Zasad je
podminéno vracenim celého kartonového baleni Pripravku véetné vSech jeho soucdsti spole¢nosti
AveXis. Po vydani RAN vyda spolecnost AveXis Opravnénému uZivateli pokyny k vraceni Pfipravku za
ucelem jeho vymény a zajisti vyzvednuti zbozi, které ma byt vraceno spolecnosti AveXis, kuryrni sluzbu
urcenou spole¢nosti AveXis. Opravnéni prepravit vraceny Pripravek zpét spolecnosti AveXis nalezi
pouze kuryrni sluzbé urcené spolec¢nosti AveXis. Subjekt, ktery vraci Pfipravek, je povinen veskeré zboZzi
k vraceni bezpecné zabalit, aby nedoslo k poskozeni béhem prepravy, a dale dodrzovat pravni a spravni
predpisy platné pro baleni, dopravu a pfepravu vraceného zbozi. Drzba, vlastnické pravo a nebezpeci
ztraty tykajici se vracenych Pripravk(l pfechazi z Opravnéného uZivatele na spolecnost AveXis v okamZiku,
kdy spolecnost AveXis pfevezme doruceny vraceny balic¢ek. Kuryrni sluzba uréena spolecnosti AveXis
doruci Pripravek na nasledujici adresu:

AveXis, Inc.
1940 USG Drive
Libertyville, IL 60048

2.4.4. Informace, které museji byt uvedeny u vrdceného zboZi: Dodavka vraceného Pfipravku AveXis
musi obsahovat RAN a dodaci list obsahuijici informace v nize uvedeném rozsahu:

* ndzev a adresa zafizeni, které Pripravek vraci,

telefonni éislo,

Cislo DEA, je-li relevantni,

¢ Pfipadné poloha lékarny nebo zdravotnického zafizeni, které Pripravek vraci, je-li relevantni, nazev a
adresa

e Seznam vracenych Pripravkl obsahujici nasledujici informace pro kazdy kéd NDC: Cislo objednavky,
kod NDC, identifikaéni ¢islo pacienta HUB, vraceny karton Ptipravku, divod vraceni Pfipravku, plvodni



cenikova cena, plvodni kupni cena (bez slev), ¢islo Sarze a datum konce trvanlivosti kazdého vraceného
kartonu. Pokud byl karton otevien, uvedte ve formulati pro vraceni kromé vyse uvedeného i pocet
lahvicek, kdd NDC lahvicek, ¢islo Sarze a datum konce trvanlivosti. Pokud nebyl Pfipravek pfipraven k
pouziti, kartonovy obal neotevirejte.

2.4.5. Prepravni ndklady: Spolecnost AveXis hradi poplatky za sluzby uréené kuryrni sluzby, které
souviseji s vracenim Pfipravku a jeho vymeénou. Jakékoli platby v souvislosti s vracenym zboZim jsou
omezeny na platby uvedené v téchto Zasadach a Opravnéni uZivatelé vyslovné nesmi Uctovat spolecnosti
AveXis naklady z jakékoli ptipadné platby spolecnosti AveXis ani z ni odecitat naklady souvisejici s
podanim |éCby, pfepravou nebo vytizenim vraceni Pfipravku.

2.4.6. Konecné schvdleni: Cislo RAN (Vystaveni ¢isla RAN? — pozn. pfekl.) nepfedstavuje smlouvu ani
potvrzeni ze strany spolecnosti AveXis, Ze Pripravek mlZe byt vracen, vyménén nebo Ze dojde k vydani
dobropisu ¢i vraceni penéz. Po obdrzeni vraceného Ptipravku a veskeré dokumentace, kterou spole¢nost
AveXis poZaduje, spolecnost AveXis s konec¢nou platnosti potvrdi, zda je vraceni, vyména, vydani
dobropisu nebo vraceni penéz mozné. Spolecnost AveXis si vyhrazuje pravo Pripravek za uc¢elem jeho
pfipadné vymény, vydani dobropisu nebo vraceni penéz pfijmout nebo i odmitnout.

2.5. Vydani dobropisu / vraceni penéz za Pfipravek: V pfipadé vracenych Pfipravkd pfijatych na zakladé
téchto Zasad za ucelem vydani dobropisu nebo vraceni penéz plati nasleduijici:

2.5.1. Pripravek, ktery dosud nebyl Oprdvnénym uZivatelem uhrazen: Pokud Opravnény uzivatel
Ptipravek dosud neuhradil autorizovanému distributorovi, spole¢nost AveXis se spoji se svym
autorizovanym distributorem ohledné zruseni pfipadné neuhrazené faktury tykajici se vraceného
Ptipravku. V souvislosti s vracenim nebude Oprdvnénému uzivateli vydan Zadny samostatny dobropis ani
vyplaceny vracené penize.

2.5.2. Pripravek, ktery Oprdavnény uZivatel jiZ zaplatil v pIné vysi:

2.5.2.1. Vyse dobropisu / penézni ¢dstka k vrdceni: V ptipadé, Ze Opravnény uzivatel uhradil Pripravek v
plné vysi, bude v souladu s ¢lankem 2.5.2.2 vydan dobropis nebo budou vraceny penize na zakladé i)
velkoobchodnich pofizovacich naklada (dale jen ,, WAC”) platnych v okamziku, kdy Opravnény uZivatel
Ptipravek koupil, vypoctenych za kazdy vraceny karton Pfipravku po odecteni veskerych ptislusnych slev,
nebo ii) skutecné ceny uhrazené Opravnénym uZivatelem za kazdy vraceny karton Pfipravku. Nebude-li
spolecnost AveXis schopna vyse uvedenou ¢astku ovéfit, pak cenu odhadne. Spolecnost AveXis si
vyhrazuje pravo urcit, zda bude v souvislosti s jakymkoli vracenym zboZim pouzit mechanismus pro
vydani dobropisu nebo vraceni penéz.

2.5.2.2. Platba dobropisu / vrdceni penéz: Pripadny dobropis za vraceny Pfipravek nebo vraceni penéz
uhradi spolecnost AveXis pouze opravnénému distributorovi spole¢nosti AveXis jako subjektu, kterému
byla vystavena puvodni faktura spoleénosti AveXis. O schvaleni dobropisu / vraceni penéz spolecnost
AveXis informuje jak autorizovaného distributora spolec¢nosti AveXis tak Opravnéného uZivatele.
Opravnény uzivatel se za Ucelem ziskani prislusného dobropisu nebo vraceni penéz obrati pfimo na
autorizovaného distributora spole¢nosti AveXis. U faktur autorizovaného distributora spolecnosti AveXis
by nemély byt provedeny 7adné srazky; pripadné srazky nebudou uznany. Zadny subjekt neni opravnén
uplatnit pojistny narok ani Uctovat jakémukoli pacientovi nebo treti osobé jakoukoli ¢astku za Pripravek,
za ktery Opravnény uzivatel obdrZi dobropis nebo za ktery mu byly vraceny penize podle téchto Zasad.
2.5.3. Vyddni ndhradniho Pripravku: Bude-li podle téchto Zasad rozhodnuto o vyméné vraceného
Pripravku, bude nahradni Pfipravek vydan jako celé nahradni kartonové baleni Pfipravku pro konkrétniho
pacienta, pro kterého byl plvodni vraceny Pripravek dodan. Nahradni baleni budou dodana pouze
plvodnimu Opravnénému uzivateli a Opravnény uzivatel zajisti, aby nahradni baleni Pripravku bylo
pouZito pouze pro daného pacienta. Zadny subjekt neni opravnén uplatnit pojistny narok ani G¢tovat
jakémukoli pacientovi nebo treti osobé jakoukoli ¢astku za vraceny Pripravek, za ktery Opravnény
uzivatel obdrzi ndhradu podle téchto Zasad. U faktur autorizovaného distributora spolecnosti AveXis by
nemély byt provedeny zadné srazky; pripadné srazky nebudou uznany.



3. STAZENI PRIPRAVKU: Pokud spole¢nost AveXis ¢aste¢né &i zcela stahne Pripravek z trhu, vyda také
pokyny tykajici se stazeni Ptipravku z trhu a podle téchto pokyn( bude probihat vraceni Pfipravku a
pfipadné uznani ndhrady, pficemz se v ptipadé rozporu mezi pfislusSnymi pokyny a témito Zasadami
uplatni pfislusné pokyny.

4. PRIPRAVEK, KTERY NENi MOZNE VRATIT, VYMENIT NEBO ZA KTERY NEBUDE VYSTAVEN DOBROPIS
/ NEBUDOU VRACENY PENIZE: Pro

vylouceni pochybnosti se uvadi, Ze za nize uvedenych okolnosti nebude po vraceni Pfipravku poskytnuta
Zzadnd vyména ani nedojde k vydani dobropisu ¢i vraceni penéz, a to bez ohledu na to, zda Pripravek jinak
spliuje pozadavky téchto Zasad. Nize uvedeny vycet je pouze demonstrativni a neobsahuje vsechny
situace, které vylu€uji vyménu, vydani dobropisu nebo vraceni penéz:

4.1. Pripravek byl ziskan protipravné nebo byl pfeveden nebo znovu prodan bez predchoziho pisemného
souhlasu spolecnosti AveXis.

4.2. Pripravek je dle nazoru spolecnosti AveXis znehodnoceny, nespravné oznaceny nebo padélany

4.3. Pripravek byl opétovné zabalen nebo neni v plivodnim obalu.

4.4. Ve vztahu k Pfipravku lze uplatnit pojistny ndrok na zakladé pojistné smlouvy Opravnéného
uzivatele (napf. pro pfipad poskozeni v dlsledku poZaru, koufe, tepla, chladu nebo vody).

4.5. Spolecnost AveXis Pripravek distribuuje zdarma (zejména vzorky Pfipravku nebo jiné bezplatné
zbozi).

4.6. Pripravek nebyl zakoupen od autorizovaného distributora spolecnosti AveXis a dodan pfimo z
distribu¢niho zdvodu spolecnosti AveXis na adrese 1940 USG Drive, Libertyville, IL.

4.7. Pripravek nebyl vyroben spole¢nosti AveXis nebo jejim jménem za ucelem distribuce ve Spojenych
statech americkych.

4.8. Pripravek jiz byl zcela nebo z ¢3sti aplikovan formou infuze — pro vylouéeni pochybnosti se uvadi, ze
za Ucelem vymény nebo vraceni penéz nelze vracet ¢astecné plné kartony.

4.9. Pripravek prodany vyslovné s podminkou, Ze jej nelze vratit.

4.10. Pripravek byl zakoupen nebo poskytnut pro tGcely vyzkumu nebo klinickych zkousek.

4.11. Pripravek nebyl vracen prostiednictvim kuryrni sluzby uréené spolecnosti AveXis v pfisném
souladu s jejimi pokyny. Kromé toho, bez ohledu na jakékoli ustanoveni téchto Zasad v opacném smyslu,
spolecnost AveXis nepfijme vraceny Pipravek, pokud divod vraceni vyplyva z: i) nedbalosti
Opravnéného uZivatele nebo jakékoli osoby, které spolecnost AveXis Pripravek dodala, nebo zastupce i
zaméstnance takovych osob, nebo ii) nesplnéni pfipadnych podstatnych podminek jakékoli
kupni/distribuéni smlouvy se spolecnosti AveXis ze strany Opravnéného uzivatele.

Spolecnost AveXis si vyhrazuje pravo znicit jakékoli zbozi, které neni v souladu s témito Zasadami, a to
bez naroku na oznameni, vymény, vydani dobropisu nebo vraceni penéz Opravnénému uzivateli.
Vracenim PFipravkl Opravnény uZivatel zmochiuje spoleénost AveXis jako svého zastupce, aby bez
naroku na uplatu, nahradu nebo jiny prostfedek napravy znicila jakékoli vracené zasilky, které urci jako
nezpusobilé k poskytnuti nahrady.

Spolec¢nost AveXis si dale vyhrazuje pravo ukoncit platnost téchto Zasad ve vztahu k jakémukoli
zakaznikovi, ktery dle vyhradniho uvaZeni spole¢nosti AveXis zneuzije téchto Zasad a/nebo zkresli
dlivod pro vraceni Pfipravku ¢i zruseni objednavky.

5. ZMENY ZASAD

Spolecnost AveXis si vyhrazuje pravo tyto Zasady kdykoli dle svého vyhradniho uvazeni zménit bez
pfedchoziho oznameni a vyhrazuje si pravo ucinit vyjimky ze Zasad pro pfipad polehcujicich okolnosti. Na
objednavky Pfipravku se vzdy uplatni verze Zasad platna v okamziku podani Zadosti..



TLUMOCNICKA DOLOZKA

ého soudu v

Krajs!

psany v seznamu znalch a tlumodnika

rozhodnutim ph

Tlumotnicky dkon jsem provedla jako tlumoénik jmenovar

3rné ze dr pro jazyk ang

vedeném Krajskym soudem v Brné

souhla

i s textem plipojené listiny. V pfekladu jsem provedla tyto opravy: --

Stvrzuji, ze prek

Iumocnicky tkon je zapsdn v tlumonickém deniku pod pofadovym ml\-m_

INTERPRETER’'S CERTIFICAT

1 by Resolution of the

carried out the translation as an interpreter of the English language appoin

nd listed in the registry

Regional Court in Brr

f experts and interpreters kept by the Regional Court in Bmo.

hereby confirm that the translation conforms to the attach inal document. | made the following

yrrections in the 1 F | H e ——

he translation is entered in my

) :
vinf123€..  dneion 22T

Misk tlumocnické pedeti a podpis tlumocnika/Interpreter’s seal and signature:

tinits

lation

Is

sers,

from
rized

1the
rized
to
rered
it

celled
ation

tas
y be

ible

orized
gent

ber








