Safety Requirements Appendix

Safety Requirements for Market Research (MR)
Programs

This Safety Requirements for MR Programs Appendix
(“Appendix”) supplements (and is not intended, and
shall not be interpreted, to limit the terms of the
Agreement) and is governed by the terms and
conditions of the Agreement to which it is attached. Any
defined terms not otherwise defined herein shall have
the meanings set forth in the Agreement. The term
Amgen as used herein shall mean the Amgen entity
identified in the Agreement, or as applicable, the Order
governing the Services to which this Appendix applies.
The safety reporting obligations related to Reportable
Events in this Safety Requirements Appendix will remain
effective for so long as Provider (or Subcontractor if
applicable) provides services to Amgen and/or interacts
directly or indirectly with Market Research participants
using Amgen products and/or services.

Amgen, as the Marketing Authorization Holder (MAH), is
responsible for regulatory and legal obligations related
to Reportable Event (as defined below) reporting to (a)
protect the health and safety of patients and (b)
continually assess the safety of Amgen’s products and
devices. To enable compliance with applicable
regulations, Provider conducting business on Amgen’s
behalf, must comply with all applicable local laws and
regulations related to Reportable Event reporting in
addition to the requirements set forth in this Appendix.

Effective Date: 31st March 2023
1. Definitions

a) Adverse Event. An Adverse Event (AE) is any
untoward medical occurrence in a patient
administered an Amgen product and which is
not necessarily caused by the Amgen product.
An AE can therefore be any unfavorable and
unintended sign (i.e. an abnormal laboratory
finding), symptom, or disease temporally
associated with the use of an Amgen product,
combination product, or medical device,
whether or not considered related to the
product. This includes:
¢ Any clinically significant worsening of a

pre-existing condition;
e An AE that has been associated with the
discontinuation of the use of a product.

Priloha o bezpeénostnych poziadavkach

Bezpecnostné poziadavky na programy Prieskumu
trhu (PT)

Tento Dodatok o bezpelnostnych poZiadavkach na
programy pre PT (dalej len ,,Dodatok*) dopiria (a nie je
zamySlany a nesmie sa vykladat ako obmedzenie
podmienok Zmluvy) a riadi sa podmienkami Zmluvy, ku
ktorej je pripojeny. VSetky definované pojmy, ktoré nie
su v tomto Dodatku definované inak, maju vyznam
stanoveny v Zmluve. Pojem Amgen pouzity v tomto
Dodatku znamena subjekt Amgen uvedeny v Zmluve
alebo v Objednavke upravujucej Sluzby, na ktoré sa
vztahuje tento Dodatok. Povinnosti tykajluce sa hlasenia
Udalosti podliehajucich hlaseniu uvedené v tomto
Dodatku zostavaju v platnosti dovtedy, kym
Poskytovatel (pripadne subdodavatel) poskytuje sluzby
spolo¢nosti Amgen a/alebo priamo alebo nepriamo
komunikuje s u€astnikmi Prieskumu trhu, ktori pouzivaju
produkty a/alebo sluzby spolo¢nosti Amgen.

Amgen, ako drzitel rozhodnutia o registracii (MAH), je
zodpovedny za regulaéné a pravne povinnosti tykajuce
sa Udalosti podliehajucej hlaseniu (ako je definovana
nizSie) s ciefom (a) chranit zdravie a bezpe&nost
pacientov a (b) neustale vyhodnocovat bezpe&nost
produktov a zdravotnickych pomécok spoloCnosti
Amgen. S cielom umoznit dodrziavanie platnych
predpisov musi Poskytovatel vykonavajuci €innost v
mene spoloénosti Amgen okrem poZiadaviek uvedenych
v tomto Dodatku dodrziavat aj vSetky platné miestne
zakony a predpisy tykajuce sa nahlasovania Udalosti
podliehajucich hlaseniu.

Datum ucinnosti: 31. marec 2023
1. Definicie

a) Neziaduca udalost. Neziaduca udalost (NU) je
kazdy nechceny medicinsky prejav u pacienta,
ktorému sa podal produkt spoloénosti Amgen a
ktory nemusi mat nevyhnutne kauzalny vztah s
produktom spolo€nosti Amgen. NU mobzZe byt
kazdy nepriaznivy a nezamys$fany znak (napr.
abnormalny laboratérny nalez), priznak alebo
ochorenie Casovo spojené s pouzitim produktu
spolo€nosti Amgen, kombinovaného produktu,
alebo zdravotnej pomécky bez ohladu na to, Ci a
povazuje za suvisiace s produktom. Toto zahffia:

o Akeékolvek klinicky vyznamné zhor3enie
uz existujuceho stavu;

e NU, ktord bola spojena s ukonenim
pouzivania produktu
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f)

Amgen Reference ID. A unique identification
code generated by Amgen’s system that
corresponds with the specific Reportable Event
submitted. This unique number will be provided
by Amgen to the reporter via email upon
successful submission of the Reportable Event
(i.e. XX-XXXXXXX, AGS-US-EMAIL-XXXXXX-
XXXXXX-XX, etc).

Amgen Safety Reporting Portal (ASRP). Web-
based reporting tool that allows the Provider to
submit Reportable Events to Amgen
electronically. Upon each submission, ASRP
generates a unique Amgen Reference ID, which
is emailed to the Provider immediately, allowing
for real time (in line) reconciliation.

Date of Awareness. Date of Awareness (also
referred to as Initial Receipt Date) is defined as
the earliest date that the Provider, or any
Subcontractor, receives information that
constitutes a Reportable Event (i.e. the earliest
date any verbal communication (e.g., face to
face, telephone call or voicemail, etc.), fax,
email, text, mail or any other type of
communication is received by the Provider or
Subcontractor. For the purpose of Amgen
regulatory reporting, the Date of Awareness
(day zero) must be captured by the Provider and
transferred to Amgen with the Reportable Event.

Organization Code. A unique code assigned by
Amgen to identify a specific Provider (i.e. PMR-
XXXXX). The Organization Code is not the
same value as the Vendor Reference
ID/Respondent ID or the Project ID.

Other Safety Findings. Other Safety Findings
(OSFs) include the following, regardless of
whether they are associated with an AE and
they must be reported to Amgen:

e Use of an Amgen product while pregnant
and/or breast feeding (includes pregnancies
in women whose sexual partner took, or is
taking, an Amgen product)

Medication Errors (accidental or intentional)

Overdose

Underdose

Misuse

Abuse

Addiction

b)

Amgen referenéné ID. Jedineény identifikacny kéd
(ID) generovany systémom ¢&i systémami
spolo€nosti Amgen, ktory zodpoveda predlozenej
Udalosti podliehajucej hlaseniu. Toto jedine¢né
Cislo bude osobe podavajucej hlasenie poskytnuté
spolo¢nostou Amgen emailom po uUspeSnom
predloZzeni Udalosti podliehajucej hlaseniu (napr.
XX-XXXXXXX, AGS-US-EMAIL-XXXXXX-
XXXXXX-XX, a pod.)

Amgen portal pre bezpe€nostné hldsenia (ASRP).
Webovy nastroj, ktory umoznuje Poskytovatelovi
elektronicky odosielat Udalosti podliehajuce
hlaseniu spolo¢nosti Amgen. Po kazdom odoslani
ASRP vygeneruje jedine¢né referencné ID
spolo€nosti Amgen, ktoré je okamzite zaslané e-
mailom Poskytovatelovi, ¢o umoziuje
rekonciliaciu v realnom &ase (v rade).

Datum ziskania informacie. Déatum ziskania
informéacie (alebo aj Datum prvého prijatia) je
definovany ako najskorSi datum, kedy
Poskytovatel alebo akykolvek subdodavatel dostal
informaciu, ktora predstavuje Udalost podliehajucu
hlaseniu (tj. najskorsi datum, kedy Poskytovatel
prijme akukolvek verbalnu komunikaciu (napr.
osobne, telefonicky alebo odkazom v hlasovej
schranke atd.), fax, email, postovu zasielku alebo
akykolvek iny typ komunikacie. Na ucely
regulacného hlasenia spoloCnosti Amgen musi
Poskytovatel = zaznamenat  Datum  ziskania
informacie (def nula) a odoslat ho spolocnosti
Amgen spolu s Udalostou podliehajucou hlaseniu.

Koéd organizacie. Jedinecny koéd prideleny
spolo¢nostou Amgen na identifikaciu konkrétneho
Poskytovatela (t.j. PMR-XXXX). Kéd organizacie
nie je rovnaky ako Amgen referen¢né ID
Poskytovatela/Respondenta alebo identifikacné
Cislo (ID) projektu.

Iné bezpelnostné nalezy. Medzi Iné
bezpe&nostné nélezy (IBN) patria niZSie uvedené
bez ohladu na to, &i su alebo nie su spojené s NU,
a musia byt hldsené spoloénosti Amgen:

e UzZivanie produktu Amgen pocas tehotenstva
al/alebo dojCenia (zahffia tehotenstvo u zien,
ktorych sexualny partner uzival alebo uziva
produkt spolo€nosti Amgen)

Chyby v lie¢be (nahodné alebo umyselné)
Predavkovanie

Poddavkovanie

Chybné pouzitie

Zneuzitie

Zavislost’
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¢)]

o Unexpected therapeutic benefit
Transmission of an infectious agent through
an Amgen product

Accidental exposure

Occupational exposure

Lack or loss of therapeutic effect/efficacy
Missed dose

Reports of patient “death” after exposure to
an Amgen’s product

o Off label use of an Amgen product

Product Complaints. Any written, electronic, or
oral communication that alleges deficiencies
related to the identity, quality, durability,
reliability, safety, effectiveness, or performance
of a drug, combination product, or device after it
is released for distribution to market or clinic by
either Amgen or by distributors or partners for
whom Amgen manufactures the material. This
includes all components distributed with the
drug, such as packaging, drug containers,
delivery system, labelling, and inserts. Potential
sources of product complaints may include
Software as a Medical Device (SaMD) provided
by Amgen; examples includee, but are not
limited to Medication Reminders,
disease/symptom trackers, etc.

Use Error is a situation in which the outcome of
device use was different than intended, but not
due to malfunction of the device. The error may
have been due to a poorly designed device, or it
may have been used in a situation that
promoted incorrect usage. Use errors are
considered product complaints.

Project ID. A unique code assigned by Amgen
for a specific MR project. The Project ID is not
the same value as the Organization Code or
the Vendor Reference ID/Responent ID.

Reportable Event. An Adverse Event (AE),
Other Safety Finding (OSF) and Product
Complaint (PC) are collectively known as
Reportable Events. All Reportable Events must
be submitted to Amgen regardless of whether or
not they are stated to be related to, or caused
by, an Amgen product, combination product or
device.

¢ Neocakavany terapeuticky prinos

Prenos infekéného agens liekom spolocnosti
Amgen

Nahodna expozicia

Pracovna expozicia

Nedostatok alebo strata terapeutického ucinku
Vynechana davka

Spravy o ,umrti“ pacienta po expozicii
produktom spolo¢nosti Amgen

o Pouzitie lieku mimo schvalenu indikaciu

Staznost na nedostatok v kvalite produktu.
Akakolvek pisomné, elektronické alebo Ustne
oznamenie, v ktorom sa uvadzaju nedostatky
tykajuce sa identity, kvality, trvanlivosti,
spolahlivosti, bezpecénosti, u€innosti alebo vykonu
lieku, kombinovaného produktu alebo
zdravotnickej pomdcky po uvolneni do distribucie
spolo¢nostou Amgen alebo distributormi alebo
partnermi, pre ktorych spolo¢nost Amgen material
vyraba. Patria sem v3etky komponenty
distribuované spolu s liekom, ako su obaly, nadoby
na lieky, systém podavania, oznaCovanie a
pribalové letaky. Potencialne zdroje staznosti na
nedostatok v kvalite produktu mézu zahfinat softvér
ako zdravotnicku pomdcku (SaZP) poskytovany
spolo¢nostou Amgen, napr. na pripomenutie
liekov, sledovanie migrény atd.

Chyba pri pouzivani je situacia, v ktorej bol
vysledok pouzivania zdravotnickej pomdcky iny,
ako sa predpokladalo, no nie v désledku zlyhania
pomécky. Chyba mohla byt spdsobena zle
navrhnutou poméckou alebo mohlo déjst k jej
pouzitiu v situacii, ktora podporovala nespravne
pouzitie. Chyby pri pouzivani su povazované za
staznosti na vyrobky

Idntifikaéné C&islo (ID) projektu. Jedine¢ny kéd
prideleny spolo¢nostou Amgen pre konkrétny
projekt. ID projektu nie je rovnaké ako Kod

organizacie alebo Referencné ID
Poskytovatela/Respondenta.
Udalost podliehajuca hlaseniu. Udalost

podliehajuca hlaseniu je neziaduca udalost’ (NU),
iny bezpecnostny nalez (IBN) alebo Staznost na
nedostatok v kvalite produktu (SP). VSetky Udalosti
podliehajuce hlaseniu  musia byt predloZzené
spolo¢nosti Amgen bez ohladu na to, €i sa
uvadzaju ako suvisiace S produktom,
kombinovanym produktom alebo zdravotnickou
pomdckou spolo¢nosti Amgen.
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)

Source Document. A Source Document is the
original document, image of the source
document, data, or record in which information
collected for a Reportable Event (verbatim
term/description) is first recorded.

Subcontractor. Any person or entity that has
been retained to perform all or a portion of
Provider's obligations set forth in the
Agreement. Provider will not delegate or
subcontract any of its duties under this Appendix
without the prior written consent of Amgen. Any
permitted delegation or subcontract shall be
pursuant to an appropriate written agreement
between Provider and such Subcontractor
containing obligations consistent with the
requirements of the Agreement and this
Appendix. Provider shall be responsible for (i)
all conduct, actions and omissions of Provider’s
Subcontractors; (ii) compliance by each of
Provider's Subcontractors with the requirements
of the Agreement and this Appendix; and (iii)
management, oversight, and coordination of the
performance of all  such Provider's
Subcontractors. Any breach of the terms or
conditions of the Agreement or this Appendix by
any Provider Subcontractors shall be deemed a
direct breach by Provider of such terms or
conditions.

Vendor Reference ID/Respondent ID. A unique
ID code originating internally from the Provider
that corresponds with the case specific
Reportable Event being submitted to Amgen
Safety. This ID number is how the Provider
would search for the Reportable Event within
their system and must be entered in the “Vendor
Reference ID/Respondent ID” field on ASRP or
the backup reporting form. The Vendor
Reference ID/Respondent ID is not the same
value as the Organization Code

2. Reporting Procedures

a)

Identification and Reporting. A Reportable
Event must be identified and reported by the
Provider from all potential sources that result
from exchange of information with participants,
or their Health Care Professional (HCP). The
Provider is required to systematically review all
potential sources of Reportable Events relevant
to the project. Examples of potential sources of
Reportable Events include, but are not limited
to, reports, letters, voicemails, call center
notes/recordings, verbal communications such

Zdrojovy dokument. Zdrojovy dokument je pévodny
dokument, fotka zdrojového dokumentu, udaje
alebo zaznam, v ktorom su prvykrat zaznamenané
informacie tykajuce sa Udalosti podliehajucej
hlaseniu (doslovny termin/opis).

Subdodavatel. Akakolvek osoba alebo subjekt
povereny plnenim vSetkych alebo &asti povinnosti
Poskytovatela uvedenych v Zmluve. Poskytovatefl
nebude delegovat ani zadavat subdodavatelom
Ziadne zo svojich povinnosti podfa tohto Dodatku
bez predchadzajuceho pisomného suhlasu
spoloCnosti  Amgen.  Akékolvek  povolené
delegovanie alebo zadanie subdodavatelovi musi
podliehat vhodnej pisomnej Zmluve medzi
Poskytovatelom a Subdodavatelom, ktora bude
obsahovat zavazky v sulade s pozZiadavkami
Dohody a tohto Dodatku. Poskytovatel je
zodpovedny za (i) akékolvek spravanie, konanie a
opomenutie Subdodavatelov Poskytovatela; (ii)
dodrziavanie poziadaviek Zmluvy a tohto Dodatku
kazdym zo Subdodavatelov Poskytovatela; a (iii)
riadenie, dohfad a koordinaciu €innosti vSetkych
Subdodavatelov Poskytovatela. Akékolvek
porusenie podmienok Zmluvy alebo tohto Dodatku
akymkolvek Subdodavatelom Poskytovatela sa
povazuje za priame poruSenie podmienok zo
strany Poskytovatela.

Referenéné ID Poskytovatela/Respondenta.
Jedine¢ny ID kbd, pochadzajuci z interného
systému Poskytovatela a je prideleny konkrétnej
Udalosti  podliehajucej hlaseniu, ktora sa
predklada oddeleniu Safety spolo¢nosti Amgen.
Toto identifikacné ¢islo sluzi na to, aby
Poskytovatel vyhladal Udalost podliehajucu
hlaseniu vo svojom systéme a musi byt uvedené
v textovom poli .Referencéné ID
Poskytovatela/Respondenta® v ASRP alebo na
zaloznom formulari pre hlasenie. Referenéné 1D
Poskytovatela/Respondenta nie je rovnaké, ako
ako Kéd organizacie

2. Postupy podavania hlaseni

a)

Identifikacia a hlasenie. Poskytovatel musi
identifikovat a nahlasit Udalost podliehajicu
hlaseniu zo vSetkych potencialnych zdrojov, ktoré
su vysledkom vymeny informacii s ucastnikmi
alebo ich poskytovatelmi zdravotnej stratostlivosti
(HCP). Poskytovatel je povinny systematicky
kontrolovat v8etky potencialne zdroje Udalosti
podliehajucich hlaseniu tykajucich sa projektu.

Medzi priklady potencialnych zdrojov udalosti
podliehajucich oznamovaniu patria okrem iného
spravy, listy, hlasové spravy, poznamky/zaznamy
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as face to face or telephone call/logs, forms,
customers  surveys, nurse visit notes,
clinical/office charts, hospital/medical records,
insurance forms/benefit verification, returned
mail, emails (including no-reply emails),
SMS/text messages, data collected through
chatbots, and social media, data collected via
systems/websites/portals/apps (e.g. WhatsApp,
GroupMe, WeChat, etc.).

With respect to each Reportable Event, the
Provider must (a) collect all necessary
information for the Reportable Event in
accordance with the requirements set forth in
this Appendix (see section 2e), (b) explain to
the project participants, the importance of
capturing and sending Reportable Event data to
Amgen, (c) seek to obtain each participant’s
consent to enable Amgen to follow up with the
participant and or, as appropriate, the
participant’'s HCP (see section 2f).

If applicable, Source Document(s) relevant to
the Reportable Event, must be submitted
together with the Reportable Event irrespective
of the reporting channel used for transmission of
Reportable Events to Amgen (see section 2b).
Provider must comply with all applicable local
laws and regulations related to redaction
(removal) of identifiable personal
information/data from the Source Document to
protect patients’ privacy rights. Depending on
local requirements examples of personal
information (data) that require redaction include
but are not limited to:
» First and Last Name
» Social Security Numbers, National
Insurance Number, or local equivalent
* Medical record numbers (including
prescription number)
 Health plan beneficiary numbers
» Photographic images of patient and/or
insurance cards

Transmission of Reportable Events to Amgen.

Note: In order to protect confidentiality, integrity,
and availability of Reportable Event information,
secure email exchange (i.e. Transport Layer
Security (TLS) encryption) must be established
between the Provider and Amgen prior to

call centra,verbalna komunikacia, ako su osobné
alebo telefonické hovory/denniky, formulare,
zakaznicke prieskumy, poznamky o navsteve
zdravotnych  sestier,  klinické/administrativne
zaznamy, nemocni¢né/zdravotné  zaznamy,
poistné formulare/overenie davok, vratena
postova zasielka, e-maily (vratane e-mailov bez
odpovede), SMS/textové spravy, udaje
zozbierané  prostrednictvom  chatbotov  a
socialnych médii, udaje zhromazdené
prostrednictvom systémov/webovych
stranok/portalov/aplikacii  (napr.  WhatsApp,
GroupMe, WeChat atd.).

Poskytovatel musi  pri  kazdej Udalosti
podliehajucej hlaseniu (a) zhromazdit vSetky
potrebné informacie o Udalosti podliehajicej
hlaseniu, v sulade s poziadavkami stanovenymi
v tejto Prilohe (pozri oddiel 2e), (b) vysvetlit
ucastnikom projektu dbélezitost zachytenia a
zasielania informacii o Udalosti podliehajucej
hlaseniu spolo€nosti Amgen, (c) snazit’ sa ziskat
suhlas kazdého u¢astnika, aby spolo¢nost Amgen
mohla sledovat' tato udalost s ucastnikom a
pripadne s poskytovatelom zdravotnych sluzieb
Ucastnika (pozri oddiel 2f).

V pripade potreby sa spolu s Udalostou

podliehajucou hlaseniu musi predlozit Zdrojovy(-

€) dokument(-y) relevantny(-é) pre danu Udalost

bez ohladu na spdsob hlasenia Udalosti

podliehajucej hlaseniu spolo¢nosti Amgen (pozri

Cast 2b). Poskytovatel musi dodrziavat vSetky

platné miestne zakony a nariadenia tykajuce sa

redigovania (odstrafiovania) identifikovatelnych

osobnych informacii/ddajov zo Zdrojového

dokumentu s cielom chranit’ prava pacientov na

sukromie. Podlfa miestnych poziadaviek mozu

priklady osobnych informécii (Udajov), ktoré si

vyzaduju redigovanie, zahffiat napriklad:

« Meno a priezvisko

. Cislo socialneho poistenia, narodné Cdislo
poistenca alebo miestny ekvivalent

. Cisla zdravotnych zaznamov (vratane Ccisla
predpisu)

« Cisla prijemcov zdravotného planu

. fotografie pacienta a/alebo kariet poistenca

Odosielanie Udalosti podliehajucich hlaseniu
spolo¢nosti Amgen.

Poznamka: V zaujme ochrany dévernosti, integrity
a dostupnosti informacii o Udalostiach
podliehajucich  hlaseniu  musi byt medzi
Poskytovatelom a spolo¢nostou Amgen vytvorena
zabezpe¢na vymena e-mailov (t. j. Sifrovanie
pomocou Transport Layer Security (TLS) pred
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sending proprietary/personal information via
email.

The reporting channel(s) relevant to the project
and any necessary reporting form/e-form for the
program will be communicated to the Provider
by the Amgen designated contact (the “Amgen
Contact”) at the beginning of the project.

The Provider must clearly state the specific
reporting channel(s) in their written procedures
for the project i.e. work/client instructions or
operating guidance ((see section 3b). The
Provider must provide this document to Amgen
when requested.

The Provider must also have a mechanism in
place to generate and provide a unique Vendor
Reference ID/Respondent ID (i.e. database
record ID, interaction ID, etc.) with each report
submitted to Amgen. Both, Amgen Reference ID
and Vendor reference ID/Respondent ID must
be retrievable, when requested, in the Provider’'s
system (i.e. in a form of a project specific listing),
to allow for reconciliation (see section 2d) and
monitoring/Quality Control activities (see section
3e).

Regardless of reporting channel, the Provider
will always receive a unique Amgen Reference
ID for each report submitted with the exception
of fax. This Amgen Reference ID must be
retained by the Provider as acknowledgement of
receipt of the submitted Reportable Event. Until
the Provider is in receipt of an Amgen Reference
ID, the Provider should not consider the
Reportable Event to be successfully transferred
to Amgen Safety. If the Amgen Reference ID
has not been received within 1 hour of the
submission, the Provider must resubmit the
report within the same business day. For fax
method, the Provider must retain the fax
acknowledgement message as verification of
successful submission.

Reporting Channel #1: Amgen Safety
Reporting Form (paper)

Project-specific Amgen Safety Reporting Form
(ASRF) will be provided to the Provider by the
Amgen designated contact (the “Amgen
Contact”’). Upon becoming aware of a
Reportable Event, the Provider must complete
Reporting Form provided and transmit it to

odoslanim chranenych/osobnych informacii e-
mailom.

Kanal (y) pre podavanie hlaseni suvisiacich s
projektom a vSetky potrebné formulare/e-
formulare potrebné pre podavanie hlaseni bude
Poskytovatelovi oznameny kontaktnou osobou
urCenou  spoloénostou  Amgen  (,Kontakt
spolo¢nosti Amgen®) na zacCiatku projektu.

Poskytovatel musi jasne uviest’ konkrétny Kanal(-
y) pre hlasenie vo svojich pisomnych postupoch
pre projekt, t.j. pracovna instrukcia/pokyn pre
klienta alebo navod na obsluhu (pozri ¢ast 3b).
Poskytovatel musi tento dokument na poziadanie
poskytnut’ spolo¢nosti Amgen.

Poskytovatef musi mat tiez zavedeny
mechanizmus na generovanie a poskytovanie
jedine¢ného Referenéného ID
Poskytovatela/Respondenta (tj. Identifikacné
Cislo ID zaznamu v databaze, ID interakcie atd’.)
pre kazdu spravu predlozenu spolo&nosti Amgen.
Referencné ID spolo€nosti Amgen aj Referenéné
ID Poskytovatela/Respondenta sa musia dat’ na
pozZiadanie ziskat zo systému Poskytovatefla (..
vo forme zoznamu 3Specifického pre projekt), aby
bola mozZna rekonciliacia (pozri &ast 2d) a
monitorovanie/kontrola kvality (pozri Cast 3e).

Bez ohfadu na kanal odosielania Udalosti,
Poskytovatel vzdy obdrzi jedinecné Amgen
referencné ID pre kazdu predlozenu spravu s
vynimkou faxu. Poskytovatel si musi toto Amgen
referencné ID ponechat ako potvrdenie o prijati
odoslanej Udalosti podliehajucej hlaseniu. Kym
Poskytovatel neobdrzi Amgen referenéné ID,
Poskytovatel by nemal povazovat odoslanie
Udalosti podliehajucej hlaseniu  spoloénosti
Amgen za uspesné.

Ak Amgen referenéné ID nebolo prijaté do 1
hodiny od odoslania, Poskytovatel musi znova
v ten isty pracovny den spravu odoslat. Pri
odosielani faxom musi Poskytovatel uschovat
faxovl potvrdzujicu spravu ako overenie
uspesného odoslania.

Kanal pre podavanie hlaseni ¢. 1: Formular
bezpeénostného hlasenia spoloénosti Amgen
(papierovy)

Formular na hlasenie Udalosti podliehajucich
hlaseniu pre konkrétny projekt (ASRF) bude
Poskytovatelovi poskytnuty kontaktnou osobou
uréenou spoloénostou Amgen (,Kontaktna osoba
spolo¢nosti Amgen®). Ked sa Poskytovatel dozvie
o Udalosti podliehajucej hlaseniu, musi vyplnit
poskytnuty Formular a zaslat ho spolo¢nosti
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Amgen using email or fax contact information
provided on the Reporting Form.

Note: If email or e-fax is used to submit a
Reportable Event, the Provider will receive
unique Amgen Reference ID via email (e.g.
AGS-US-EMAIL-XXXXXX-XXXXXX-XX). If fax
is used to submit a Reportable Event, the
Provider will receive an acknowledgement
message. This information must be retained by
the Provider for either method.

Reporting Channel #2: Amgen Safety
Reporting Portal (ASRP)

Upon becoming aware of a Reportable Event,
the Provider must complete and submit the e-
form(s) available on the ASRP in accordance
with project specific training provided by Amgen.
The Provider must include the report-specific
Vendor Reference ID/Respondent ID and
Project ID on the e-form and ensure they select
the appropriate Organization Code (i.e. PMR-
XXXXX) within  ASRP to associate the
Reportable Event correctly.

Immediately after submission of Reportable
Event to ASRP, the Provider will receive a
unique Amgen Reference ID (i.e., XX-
XXXXXXX, XX-XXXXXXX-FU-01, etc.) for that
report, which will be visible on screen and sent
to Provider via email. The email will also display
the Vendor Reference ID/Respondent ID
provided by the Provider when Reportable
Event was submitted. This information must be
retained by the Provider.

Please note: It will be communicated to the
Provider at the project set-up, how the Provider
will submit Reportable Event(s) to Agmen
Global Safety. If the project was not issued a
project-specific Amgen Safety Reporting Form,
then any potentially Reportable Event(s)
suspected to be related to any Amgen medicinal
product, devices or combination products, must
be spontaneously reported to Amgen within 1
business day of Provider awareness..

A list of all Amgen medicinal products can be
found in the following link:
https://wwwext.amgen.com/amgen-worldwide

To spontaneously report a Reportable Event to
Amgen, refer to the following link to locate your
Local Amgen contact information by country:

Amgen pomocou e-mailovych alebo faxovych
kontaktnych udajov uvedenych vo formulari
hlasenia.

Poznamka: Ak je Udalost podliehajuca hlaseniu
odoslana e-mailom alebo e-faxom, Poskytovatel
dostane emailom jedine€né Amgen referencné ID
(napr.  AGS-US-EMAIL-XXXXXX-XXXXXX-XX).
Ak sa na odoslanie Udalosti podliehajucej hldseniu
pouzije fax, Poskytovatel dostane spravu s
potvrdenim. Tieto informacie musi Poskytovatel
uchovavat pre kazdu z tychto metdd.

Kanal pre podavanie hlaseni €. 2: Amgen portal
pre bezpecnostné hlasenia (ASRP)

Ked sa Poskytovatel dozvie o Udalosti
podliehajucej hlaseniu, musi vyplnit a odoslat’ e-
formular(e) dostupny v ASRP v sulade s
osobitnym Skolenim o projekte poskytnutym
spolo¢nostou Amgen.

Poskytovatel musi do elektronického formulara
uviest Referencné ID Poskytovatela/Respondenta
a ID projektu Specifické pre spravu a zabezpedit,
aby bol v ramci ASRP spravne priradeny Kod
organizacie (1. j. PMR-XXXXX).

Poskytovatel obdrzi ihned po predloZeni Udalosti
podliehajucej hlaseniu cez ASRP jedineCné
Amgen referenéné ID (t. j. XX-XXXXXXX, XX-
XXXXX-FU-01 atd.) pre tato spravu, ktoré bude
viditelné na obrazovke a zaslané Poskytovatelovi
e-mailom.V e-maile sa tiez zobrazi Referencné ID
dodavatela/ Respondenta poskytnuté
Poskytovatelom pri predlozeni udalosti
podliehajucej hlaseniu. Tieto informacie musi
Poskytovatel uchovavat.

Upozornenie: Poskytovatel bude pri zriadovani
projektu informovany o spbsobe odosielania
Udalosti  podliehajucich  hlaseniu  oddeleniu
Agmen Global Safety. Ak k projektu nebol
priradeny Specificky formular na hlasenie Udalosti
podliehajucich  hlaseniu, potom akékolvek
potencialne Udalosti podliehajuce hlaseniu, o
ktorych je podozrenie, Ze suvisia s akymkolvek
liekom, zdravotnou pomdckou alebo
kombinovanym produktom spolo¢nosti Amgen, sa
musia spontanne nahlasit’ spolo¢nosti Amgen do
1 pracovného dfa od ziskania informacie
Poskytovatelom.

Zoznam vSetkych liekov spolo¢nosti Amgen sa
nachadza na nasledujucom odkaze:
https://wwwext.amgen.com/amgen-worldwide

Ak  chcete spontanne nahlasit  Udalost
podliehajucu hlaseniu spolo¢nosti Amgen, pozrite
si nasledujuci odkaz na vyhladanie kontaktnych
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https://wwwext.amgen.com/contact-us/product-
inquiries.

Additional details on what to collect and report
to Amgen for the reportable event can be found
in the following link:
https://wwwext.amgen.com/products/global-
patient-safety/adverse-event-reporting.

Reportable Events suspected to be related to
any non-Amgen medicinal product should be
reported to the local authority in line with the
local country requirements.

Reporting timeframe. All Reportable Events
MUST be reported to Amgen within one (1)
business day of the Provider's Date of
awareness. Provider must have processes,
adequate staff and training in place such that
they can ensure the identification of a
Reportable Event in a timely manner. If the
situation arises that a Reportable Event is
submitted late (>1 business day after
awareness), a reason for the late submission
must be provided by the Provider along with the
late submission. Amgen will request this
information as part of ongoing monitoring and
compliance activities.

Reconciliation of Reportable Events. To confirm
successful transfer of Reportable Events from
the Provider to Amgen, reconciliation is
conducted. Only Safety reviewed projects will
be subject to reconciliation process. The
Provider will be notified by Amgen Contact, prior
to project initiation, if a project is exempt from
Safety review. Amgen Contact will provide the
Provider with a project-specific Reconciliation
Form when applicable.

Project-specific Reconciliation Form will be used
by Provider to provide Amgen Safety with a list
of all Reportable Events submitted to Amgen
during fielding (i.e. all Reportable Events
previously submitted as individual reports) or
confirmation that no Reportable Events were
generated for the project. Provider will submit
completed Reconciliation Form to Amgen
Safety at the end of each project (within 2 weeks
of completion of field work). Following receipt of
the completed Reconciliation Form(s), Amgen
will notify the Provider, within seven (7) business

informacii spolo¢nosti Amgen podla krajiny:
https://wwwext.amgen.com/contact-us/product-
inquiries.

Dalsie informacie o tom, ¢o zbierat a hlasit
spolo¢nosti Amgen v suvislosti s Udalostami
podliehajucimi hlaseniu najdete na nasledujucom
odkaze:
https://wwwext.amgen.com/products/global-
patient-safety/adverse-event-reporting.

Udalosti podliehajuce hlaseniu, u ktorych existuje
podozrenie, Ze suvisia s akymkolvek liekom, ktory
nie je produktom spoloCnosti Amgen, sa maju
hlasit miestnemu regulaénému organu v sulade s
miestnymi poziadavkami danej krajiny.

Casovy ramec hlasenia. VSetky Udalosti
podliehajuce hlaseniu MUSIA byt nahlasené
spolognosti Amgen do jedného (1) pracovného
dina od Datumu ziskania informacie (pozri ¢ast
1d). Poskytovatel musi mat zavedené procesy,
nalezity personal a S$kolenia, aby mohol
zabezpeCit  v€asnu identifikaciu Udalosti
podliehajucej hlaseniu. Ak je Udalost podliehajuca
hlaseniu predlozena neskoro (viac ako 1 pracovny
defl po zisteni), Poskytovatel musi spolocnosti

Amgen spolu s oneskorenym predloZzenim
poskytnut dbévod oneskoreného predlozenia.
Amgen si tieto informacie vyziada v ramci

priebezného monitorovania a kontroly suladu
s predpismi.

Rekonciliacia Udalosti podliehajucich hldseniu.
Rekonciliacia sa vykonava za ucelom potvrdenia
uspeSného prenosu Udalosti podliehajucich
hlaseniu od Poskytovatela do spolo¢nosti Amgen.
Rekonciliacii  budu podliehat iba projekty
vyzadujuce Safety review. Ak je projekt vyfiaty zo
Safety review, kontaktna osoba spolo¢nosti
Amgen ozndmi tuto skutonost Poskytovatelovi
pred zacatim projektu. Kontakina osoba
spolo€nosti Amgen poskytne Poskytovatefovi v
pripade potreby Rekonciliany formular pre
konkrétny projekt.

Poskytovatel pouzije Rekonciliaény formular pre
prislusny projekt, aby poskytol oddeleniu Safety
spoloCnosti Amgen zoznam vSetkych Udalosti
podliehajucich hlaseniu predlozenych spolo¢nosti
Amgen pocas obdobia trvania projektu (t.j. vSetky
Udalosti podliehajuce hlaseniu, ktoré boli predtym
predlozené ako jednotlivé hlasenia), alebo
potvrdenie, Ze pre projekt neboli vygenerované
Ziadne Udalosti podliehajuce hlaseniu.
Poskytovatel  predlozi  oddeleniu Safety
spolo&nosti Amgen na konci kazdého projektu (do
2 tyzdhov od ukonlenia prac) vyplneny

Market Research SRA, version 5.0, Approved by SRCP OC: 28-Feb-2023

8 of 13


https://wwwext.amgen.com/contact-us/product-inquiries
https://wwwext.amgen.com/contact-us/product-inquiries
https://wwwext.amgen.com/products/global-patient-safety/adverse-event-reporting
https://wwwext.amgen.com/products/global-patient-safety/adverse-event-reporting

f)

days, of any discrepancies (i.e. missing reports),
which will require the Provider to retransmit such
Reportable Events to Amgen.

Information Collected. Reportable Events must
be transmitted by the Provider to Amgen
regardless of the amount of information
available. For each Reportable Event, the
Provider, or any persons contracted by the
Provider, must seek to obtain the following key
elements in compliance with the applicable
Privacy Laws (please refer to Privacy and Data
Protection  Schedule  attached to the
Agreement):

e Patient - An actual (i.e. not hypothetical)
patient, who can be identified by the Provider.
Patient identifiers may include, as permitted
by applicable Privacy Laws, a patient’s name,
initials, date of birth, age, gender or patient
identification number

e Product - Details regarding the Amgen
medicinal product, combination product or
device, together with the Lot number and
serial number

e Reporter - An identifiable reporting source
(i.e. patient, caregiver, HCP)

e Event - Details regarding the Reportable
Event

For each Reportable Event, Provider will
capture as much information as is available and
retain sufficient information to allow for
successful reconciliation of Reportable Events
(i.,e. Amgen product name, date report was
submitted to Amgen, Amgen Reference ID,
Vendor Reference ID/Respondent ID, patient
initials or other legally permissible identifiers).

Follow Up. With respect to each Reportable
Event, the Provider must inform the participant
that the information provided will be shared with
Amgen and the relevant health authorities. In
addition, Provider must seek to obtain the
participant’s consent, enabling Amgen to follow
up directly with them or, as appropriate, the
patient's HCP, regarding the Reportable Event
should there be a need. If the participant refuses
to consent to such follow up, such refusal must
be documented and transmitted to Amgen when
the Reportable Event is reported.

Rekonciliaény formular. Spoloénost Amgen do
siedmich (7) pracovnych dni  oznami
Poskytovatelovi vSetky nezhody (t.j. chybajuce
hlasenia) a bude pozadovat, aby Poskytovatel
opatovne odoslal tieto Udalosti podliehajuce
hlaseniu spolo€nosti Amgen.

informéacie. Udalosti

Zbierané podliehajuce

hlaseniu musia byt do spoloCnosti Amgen
odoslané Poskytovatelom bez ohladu na
mnozstvo dostupnych informacii. Pre kazdu

Udalost podliehajucu hlaseniu sa Poskytovatel

alebo akékolvek osoby, s ktorymi Poskytovatel

uzavrel zmluvu, musia usilovat o ziskanie

nasledujucich klfacovych informacii v sulade s

platnymi zakonmi o ochrane osobnych udajov

(pozrite si Prilohu o ochrane sukromia a osobnych

udajov):

o Pacient - skutoCny (1j. nie hypoteticky) pacient,
ktoreho mobzZe Poskytovatel identifikovat.
IdentifikaCné Udaje pacienta mézu obsahovat,
ak to umozfuju prislusné zakony o ochrane
osobnych udajov, inicialy mena pacienta,

datum narodenia, vek, pohlavie alebo
identifikacné Cislo pacienta.
e Produkt - podrobnosti tykajuce sa lieku,

kombinovaného produktu alebo zdravotnickej
pomdcky spoloCnosti Amgen spolu s Cislom
SarZe a sériovym Cislom

e Reportér - identifikovatelny zdroj hlasenia (tj.
pacient, opatrovatel, poskytovatel zdravotnej
starostlivosti)

e Udalost - podrobnosti tykajuce sa Udalosti
podliehajucej hldseniu

Pre kazdu Udalost podliehajucu hlaseniu
Poskytovatel zhromazdi tolko informacii, kolko je
k dispozicii, aby bola mozna rekonciliacia Udalosti
podliehajucich hlaseniu (t.j. nazov produktu
spolo¢nosti Amgen, datum odoslania hlasenia do
spolo¢nosti  Amgen, Amgen referenc¢né ID,
Referencné Cislo Poskytovatela/Respondenta,
inicialy pacienta, alebo iné pravne pripustné
identifikacné udaje).

Nasledné sledovanie. U kazdej Udalosti
podliehajucej hlaseniu musi  Poskytovatel
informovat UcCastnika, Zze poskytnuté informacie
budu zdielané so spoloChostou Amgen a
prislusnymi zdravotnickymi organmi. Okrem toho
sa Poskytovatel musi usilovat o ziskanie suhlasu
ucastnika s tym, Ze umozni spolo¢nosti Amgen,
aby priamo s nim, pripadne s poskytovatelom
zdravotnej starostlivosti pacienta, sledovala
Udalost' podliehajucu hlaseniu, ak je to potrebné.
Ak ulastnik nesuhlasi s takymito naslednym
sledovanim, musi byt takéto odmietnutie
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In case direct interaction for follow up between
Amgen and the participant is not possible, but
Provider is permitted to continue to interact and
follow up with participant to obtain follow up
information, this must be documented and
transmitted to Amgen when the Reportable
Event is reported. In that case Amgen will
forward the queries for the Reported Event to
the Provider and request that the Provider reach
out to participant within three (3) business days
of receipt in order to obtain responses to the
queries. The Provider is required to submit all
responses within one (1) business day of receipt
to Amgen. If the participant withdraws the initial
consent to follow up, such withdrawal must be
documented and transmitted to Amgen within
one (1) business day of Providers awareness.

Privacy and Data Protection. Provider shall
ensure that the participant receives a privacy
notice before or at the time Personal Information
is collected for a Reportable Event. Such notice
will be in accordance with applicable Privacy
Laws and any instruction provided by Amgen.
For Without limiting Provider’s obligations under
the Privacy and Data Protection Schedule,
Provider acknowledges and agrees that with
respect to the collection of European Personal
Information for a Reportable Event, Provider
shall be deemed a “processor” (as such term is
defined in the General Data Protection
Regulation (GDPR)) of Personal Information
relating to such Reportable Event.

Note: The European Union (EU) GDPR applies
to a Provider established in the EU or in the case
where a Provider offers goods or services to
data subjects in the EU and/or monitors
behavior of data subjects in the EU. If the United
States program(s) are intended for United
States residents, then European Union GDPR
does not apply.

3. Program Administration and Execution

a)

Training. Amgen will provide Vendor Safety
Reporting Training materials which
communicate the safety requirements set forth
in this Appendix to the Provider. The Provider is
responsible for ensuring all individuals

g)

zdokumentované a zaslané spolo¢nosti Amgen pri
odoslani Udalosti podliehajucej hlaseniu.

V pripade, Ze priama interakcia medzi
spolo€nostou Amgen a ucastnikom nie je mozna,
ale Poskytovatel mbze pokraCovat' v interakcii s
ucastnikom s cielom ziskat’ nasledné informacie,

musi to byt =zdokumentované a zaslané
spolo¢nosti  Amgen  pri  hlaseni  Udalosti
podliehajucej hlaseniu. V takom pripade

spolo¢nost Amgen zaSle Poskytovatelovi otazky
tykajuce sa Udalosti podliehajucej hlaseniu a
poziada ho, aby do troch (3) pracovnych dni od ich
prijatia oslovil u€astnika s cielom ziskat odpovede
na tieto otazky. Poskytovatel je povinny predlozit
vSetky odpovede do jedného (1) pracovného dfia
od ich prijatia spoloCnosti Amgen. Ak uc&astnik
odvola pévodny suhlas s naslednym sledovanim,
takéto odvolanie musi byt zdokumentované a
zaslané spolo¢nosti Amgen do jedného (1)
pracovného dna odo dfia, ked sa o tom
Poskytovatel dozvedel.

Ochrana sukromia a osobnych udajov.

Poskytovatel zabezpeci, aby uc€astnik obdrzal
informaciu o ochrane sukromia pred alebo v Case,
ked su zhromazdované osobné udaje tykajuce sa
Udalosti podliehajucej hlaseniu. Takéto
oznamenie bude v sulade s platnymi zakonmi o
ochrane osobnych udajov a akymikolvek pokynmi
poskytnutymi spolo€nostou Amgen. Bez toho, aby
boli obmedzené povinnosti Poskytovatefa pri
ochrane sukromia a osobnych udajov,
Poskytovatel berie na vedomie a suhlasi s tym, ze
pokial ide o zhromaZdovanie eurépskych
osobnych uUdajov suvisiacich s Udalostou
podliehajucou hlaseniu, Poskytovatel sa povazuje
za ,spracovatela“ (pretoze tento pojem je
definovany vo VSeobecnom nariadeni o ochrane
osobnych udajov (GDPR) v suvislosti s takouto
Udalostou podliehajucou hlaseniu.
Poznamka: GDPR Eurépskej unie (EU) sa
vztahuje na Poskytovatela zriadeného v EU alebo
ak Poskytovatel ponuka tovar alebo sluzby
dotknutym osobam v EU alalebo sleduje
spravanie dotknutych oséb v EU. Ak je program
(y) uréeny pre obyvatelov USA, potom sa GDPR
Eurdpskej unie neuplatiuje.

3. Administracia a realizacia programu

a) Skolenie. Amgen poskytne materialy ku Skoleniu

0 bezpecCnosti pre dodavatefov, v ktorych
Poskytovatela oboznami s bezpecnostnymi
poZiadavkami uvedenymi v tomto Dodatku.

Poskytovatel je zodpovedny za zabezpecenie
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d)

supporting the conduct of Provider's activities
(or any persons contracted by the Provider) are
trained using the Amgen-provided training
materials. Individual Provider personnel must
complete the Vendor Safety Reporting Training
before rendering services on any Amgen project
and must complete refresher training at least
annually thereafter. The Provider must
immediately notify Amgen of any Vendor Safety
Training non-compliance along with the reason
for the non-compliance.

Written procedures. Provider must have written b)
procedures in place, that are version controlled

and dated, to support adherence to
requirements set forth in this Appendix. The
following include but are not limited to,
identification and reporting of Reportable Events

to Amgen, internal Quality Control and
monitoring of performance measures, training

plan, business continuity plan and disaster
recovery plan.

Records Maintenance. The Provider is c)
responsible for maintaining all records
pertaining to the administration and execution of
the project (including records of any persons
contracted by the Provider) for a period of at
least five (5) years to show compliance with the
requirements set forth in this Appendix. This
includes documents such as staff CVs
(resumes) and original Reporting Forms along
with Reportable Event source documents (see
Section 2a).

Program Changes and Status Updates. If d)

Skolenia v8etkych o0sbb podporujucich
vykonavanie ¢innosti Poskytovatela (alebo
akychkolvek oséb, s ktorymi ma Poskytovatel
uzatvorend  zmluvu) pomocou  Skoliacich
materialov poskytnutych spolo¢nostou Amgen.
Jednotlivi  pracovnici  Poskytovatefa musia
absolvovat Skolenie 0 bezpecnostnych
poziadavkach pre dodavatela pred poskytnutim
sluzieb pre akykolvek projekt spolo&nosti Amgen
a nasledne musia absolvovat udrzZiavacie Skolenie
minimalne raz ro¢ne. Poskytovatel musi okamzite
informovat spolo¢nost Amgen o akomkolvek
nesulade v suvislosti SO Skolenim
0 bezpelnostnych poZiadavkach pre dodavatela
spolu s dévodom nesuladu.

Pisomné postupy. Poskytovatel musi mat
zavedené pisomné postupy, ktorych verzie su
kontrolované a datované, aby podporili
dodrziavanie pozZiadaviek stanovenych v tejto
Prilohe. Tieto postupy musia obsahovat najma
(ale nielen) identifikaciu a hlasenie Udalosti
podliehajucich  hlaseniu spolo¢nosti  Amgen,
internd  kontrolu  kvality a  monitorovanie
vykonnostnych ukazovatefov, plan Skoleni, plan
obchodnej kontinuity a plan obnovy po havarii.

Uchovavanie ~ zaznamov. Poskytovatel je
zodpovedny za uchovavanie v8etkych zdznamov
tykajucich sa administracie a realizacie projektu
(vratane zadznamov o akychkolvek osobach, s
ktorymi Poskytovatel uzavrel zmluvu) po dobu
najmenej piatich (5) rokov, aby sa preukézal sulad
s pozZiadavkami stanovenymi v tomto Dodatku.
Patria sem dokumenty ako su Zivotopisy
zamestnancov a originaly zdrojovych dokumentov
k Udalostiam podliehajucich hlaseniu (pozri ¢ast
2a).

Zmeny programu a aktualizacie stavu. Ak

provider is submitting Reportable Events to
Amgen using ASRP, then the Provider must
inform Amgen within five (5) business days of
any modification/deactivation of ASRP user
accounts.

Audits and Inspections. Without limiting e)
Amgen’s audit rights under the Agreement,
upon provision of prior written notice to the
Provider, the Provider will allow access to its
premises, systems, personnel and records by
Amgen, its agents and its representatives for the
purpose of assessing the Provider’'s compliance
with the Agreement. Such assessments may
take the form formal audits by Amgen internal or
external auditors, as deemed necessary by

Poskytovatel odosiela Udalosti podliehajuce
hlaseniu spolo¢nosti Amgen cez ASRP, potom
musi Poskytovatel informovat spolo&nost Amgen
do piatich (5) pracovnych dni o akejkolfvek
zmene/deaktivacii pouzivatelskych uctov ASRP.

Audity a inSpekcie. Bez obmedzenia auditorskych
prav spoloCnosti Amgen podla tejto Zmluvy
umozni Poskytovatefl na zaklade
predchadzajuceho pisomného oznamenia
Poskytovatelovi pristup spolo¢nosti Amgen, jej
agentom a zastupcom do svojich priestorov,
systémov, k personalu a k zdznamom na ucely
posudenia dodrziavania suladu so Zmluvou
Poskytovatelom. Takéto posudenia mdézu mat
formu formdlnych auditov internymi alebo
externymi auditormi, ak to Amgen povazuje za
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Amgen. At Amgen’s discretion, such activities
may be conducted in-person or virtually.

The Provider will cooperate with Amgen in the
conduct of any such monitoring visits and audits.
When applicable, following a monitoring visit or
audit, Amgen may request data and records
pertaining to the capture of Reportable Events
for further review and assessment. Provider
agrees to disclose necessary records pertaining
to the Provider’s staff supporting the conduct of
the project (including any persons contracted by
the  Provider) such training records,
organizational charts, operational procedures
etc. to Amgen, and demonstrate through
documentation that the Provider staff have the
requisite experience and qualification to perform
their duties (e.g. resume, CV, etc.) to
demonstrate compliance with the requirements
set forth in this safety Appendix and the
applicable regulatory authority standards.

The Provider also agrees to fully cooperate with
any inspection of the Provider by a health
authority that is related to Provider's
administration and execution of the project. In
the event of any such health authority
inspection, the Provider will notify Amgen in
writing within one (1) business day upon
receiving notice of such inspection or, if no
notice is given by the health authority, upon
commencement of the inspection.

potrebné. Podla uvazZenia spoloCnosti Amgen
mdzu byt tieto €innosti vykonavané osobne alebo
virtualne.

Poskytovatel bude so spoloCnostou Amgen
spolupracovat pri vykonavani takychto
monitorovacich navstev a auditov. V pripade
potreby, po monitorovacej navsteve alebo audite
mézZe spolocnost Amgen pozadovat Udaje a
zdznamy tykajuce sa Udalosti podliehajucich
hlaseniu na dalSie preskimanie a posudenie.
Poskytovatel suhlasi, Ze poskytne potrebné
zaznamy tykajuce sa zamestnancov
Poskytovatela podporujucich uskuto€nenie
projektu Prieskumu trhu (vratane akychkolvek
osbb, s ktorymi Poskytovatel uzavrel zmluvu),
zdznamov o S$koleni, organizanych schém,
operativnych postupov atd., spolo¢nosti Amgen a
prostrednictvom dokumentacie preukaze, ze
zamestnanci Poskytovatela maju pozadované
skusenosti a kvalifikaciu na vykonavanie svojich
povinnosti (napr. zivotopis apod.) tak, aby bol
preukazany sulad s poZiadavkami stanovenymi
vtomto Dodatku a prislusnymi normami
regulaénych organov.

Poskytovatel tiez suhlasi, Ze bude plne
spolupracovat pri akejkolvek inSpekcii
Poskytovatela zo strany zdravotnickeho organu,
ktora suvisi s administraciou a realizaciou projektu
Prieskumu trhu Poskytovatelom. V pripade takejto
inSpekcie zdravotnickeho organu, Poskytovatel
pisomne informuje spolo¢nost Amgen do jedného
(1) pracovného dfia od prijatia oznamenia o
inSpekcii alebo, ak to zdravotnicky organ
neposkytne, po zahajeni inSpekcie.
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	h) Project ID. A unique code assigned by Amgen for a specific MR project. The Project ID is not the same value as the Organization Code or the Vendor Reference ID/Responent ID.

