Shire

DODATEK #1

AMENDMENT # 1

XXXXX

XXXXX

4

Cislo protokolu: xxxxx

Protocol Number: xxxxx

TIMTO DODATKEM C. 1 (nadéle , Dodatek &. 1%)
nabyva platnosti podpisem posledni ze smluvnich
stran a ucinnosti uvefejnénim v registru smluv podle
zakona €. 340/2015 Sb. a ¢lanku 26 smlouvy ze strany
uzavienym mezi:

THIS AMENDMENT NO. 1 (the “Amendment No.
1) is valid as of the date of the last signature and
effective upon its publication by Institution in
accordance with Act no. 340/2015 Coll and clause 26
of the Agreement (the “Effective Date”) by and
among

spolec¢nosti Shire Human Genetic Therapies, Inc.,
se sidlem na adrese 300 Shire Way, Lexington,
Massachusetts 02421 USA (nadale oznacovanou jako
,Zadavatel®),

Shire Human Genetic Therapies, Inc., having a
place of business at 300 Shire Way, Lexington,
Massachusetts 02421 USA (“Sponsor™),

Institut klinické a experimentalni mediciny,

statni prispévkova organizace, ziizovaci listina ¢].
17268-11/2012 ze dne 29 .kvétna 2012 v platném znéni
se sidlem Videriska 1958/9, 140 21 Praha 4, Ceska
republika, zastoupeny Ing. Michalem Stiborkem,
MBA, feditelem

1CO: 00023001
DIC: CZ00023001 (.. Zdravotnické zaFizeni)
a

Institute for Clinical and Experimental Medicine,
State funded organisation, Incorporation deed no.
17268-11/2012 dated 29th May 2012

with registered address at Videnska 1958/9, 140 21
Praha 4, Czech Republic, represented by Ing. Michal
Stiborek, MBA, director.

Company ID no.: 00023001
Tax ID no.: CZ00023001 (“Institution™)
and

xxxxx. (naddle oznacovanym/ou jako ,.Zkousejici” a
spole¢né s poskytovatelem oznacovanym/ou jako
,.Centrum klinického hodnoceni)

xxxxx (the “Investigator” and together with the
Institution, the “Site™)

se méni podminky smlouvy o klinickém hodnoceni ze
dne 21 mésice kvétna roku 2018, &islo protokolu
SHP647-304 (nadale pouze ,Smlouva™) a vsech
ptipadnych pozd¢jSich dodatkd ujednanych mezi
stranami smlouvy.

amends the terms of the Sponsored Clinical Trial
Agreement dated as of the 21% day of May, 2018,
Protocol Number: SHP647-304 and any subsequent
amendment made by the parties to that Clinical Trial
Agreement between the parties (the “Agreement”).

Pro tucely tohoto dodatku ¢. 1 mize byt
Zadavatel, Zdravotnické zafizeni a Zkousejici
jednotlivé oznacovan jako ,Strana” a hromadné
oznacovani jako ,,Strany™. Vyrazy za¢inajici velkymi
pismeny, které v tomto dokumentu nejsou
definovany, maji stejny vyznam jako ve Smlouve.

For purposes of this Amendment No. 1, each
of the Sponsor, Institution, and the Investigator may
be referred to as a “Party” and together as the
“Parties”. Capitalized terms not defined herein shall
have the same meaning as set forth in the Agreement.

JELIKOZ jako vysledek dodatku Protokolu
¢. 2 si Strany pieji Smlouvu upravit,

WHEREAS, as a result of the Protocol
Amendment No. 2 the Parties desire to amend the
Agreement:
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DOJEDNALY  Strany  sohledem na

vzajemné dohody a smlouvy a tento Dodatek ¢. 1 a
vyslovné se dohodly takto:

NOW THEREFORE, in consideration of the

mutual covenants and agreements herein, the Parties,
intending to be legally bound, have entered into this
Amendment No.1 and do specifically agree as
follows:

Ptiloha A (,,Rozpis plateb™) se zcela zruSuje a
nahrazuje se revidovanym znénim Rozpisu plateb,
jez je k tomuto Dodatku ¢. 1 pfipojeno a tvofi
jeho nedilnou soucast.

1.

That Exhibit A (“Budget and Payment Schedule™)
of the Agreement shall be deleted in its entirety
and replaced with the revised Budget and
Payment  Schedule attached hereto and
incorporated by reference herein.

Vsechny ostatni podminky Smlouvy ziistavaji v
platnosti a v plné u€innosti. V piipadé jakéhokoli
rozporu mezi Smlouvou a timto Dodatkem ¢. 1
jsou uréujici a rozhodujici podminky tohoto
Dodatku €. 1.

All other terms and conditions of the Agreement
shall remain in full force and effect. In the event
of any conflict between the terms of the
Agreement and this Amendment No.1, the terms
of this Amendment No.1 shall govern and control.

. Smluvni strany se pfed podpisem tohoto Dodatku
¢. 1 vyslovné dohodly, Ze aplikace Rozpisu plateb
dle tohoto Dodatku ¢ 1 se bude vztahovat na
obdobi od data schvéleni dodatku protokolu ¢. 2
etickou komisi a jeho implementaci ve
zdravotnickém zafizeni.

3. Parties, prior execution of the Amendment No.1,

agreed that Budget and Payment schedule
attached to this Amendment No.1 shall apply
from the date of the Ethics committee approval of
Protocol Amendment No. 2. and its
implementation at the Institution.
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Na dikaz ¢ehoz Strany Smlouvy, se zamérem byt
pravné vazany, tento Dodatek ¢. 1 ke Dni uéinnosti
uzaviraji podpisy svych povétenych zastupci.

IN WITNESS WHEREOF,

the Parties

hereto, intending to be legally bound, have executed
this Amendment No.l by their duly authorized

representatives as of the Effective Date.

SHIRE HUMAN GENETIC THERAPIES

By:
(Signature)
Name:
Title:

Institut klinické a experimentalni mediciny

By:
(Signature)
Name:
Title:

XXXXX

(Signature)
Name:
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PRILOHA A
Rozpis plateb
Shire SHP647-304

EXHIBIT A
Budget and Payment Schedule
Shire SHP647-304

A. Rozpis plateb

A. Budget

Rozpis plateb pro klinické hodnoceni (souhrnné
,fozpis plateb™) je uveden v pfilozené tabulce.

The budget for the Study (collectively, the
“Budget”) is as appears in the attached grid.

ZADNE  DALSI  POZADAVKY NA
FINANCOVANI NEBUDOU ZVAZOVANY
BEZ PREDCHOZIHO PISEMNEHO
SOUHLASU ZADAVATELE. Resitelské
centrum bude mit tficet (30) dni od pfijeti
kone¢né platby, aby vzneslo namitku proti
jakymkoli nesrovnalostem v platb¢ béhem
klinického hodnoceni.

NO ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED WITHOUT THE
PRIOR WRITTEN CONSENT OF SPONSOR.
Site will have thirty (30) days from the receipt of
final payment to dispute any payment
discrepancies during the course of the Study.

B. Rozpis plateb

B. Payment Schedule

Jak je blize rozepséno ve vySe uvedeném rozpisu
plateb v ¢lanku 5 A, celkovd Castka splatna
zadavatelem nebo v zastoupeni za zadavatele ve
prospéch fesitelského centra, bez zahrnuti
prubéznych nakladt a nakladt na
odmeény/ndhrady, ¢ini xxxxx K& na subjekt
hodnoceni za vSechny navstévy v ramci
klinického hodnoceni.

As detailed in the Budget referenced above in
Article 5 A, the total amount payable by or on
behalf of Sponsor to Site, not including pass
through and reimbursement costs, is xxxxx CZK
per Study subject for all visits of the Study.

Veskeré pfedbézné platby budou poukédzany
pfijemci plateb Ctvrtletné za uskuteénéné
navstévy a postupy spoleéné se sledovanymi a
predlozenymi souvisejicimi CRF  (formulafi
zaznaml o pacientech). Devadesat procent
(90 %) z kazdé splatné platby za navstévu, véetné
veskerych netspésnych vstupnich vySetieni
splatnych podle smlouvy, bude uhrazeno na
zakladé udaji o zafazeni subjektld v piedchozim
mésici, potvrzenych v CRF subjektl hodnoceni
obdrzenych od zdravotnického zafizeni /
zkousejiciho podporujiciho navstévu subjekth
hodnoceni. Ziistatek ziskanych penéz az do deseti
procent (10 %) bude pomémé sniZen po ovéieni
uskute¢nénych navstév subjekti hodnoceni a
vyslednou ¢astku uhradi zadavatel nebo jim
povéfena osoba ve prospéch piijemce plateb po
zavérecném piedani viech CRF podle podminek
a pozadavkli protokolu, po vhodné likvidaci
vech zasob hodnoceného 1é¢ivého piipravku, po
vyhotoveni dokumentace pozadované zakony ¢i
predpisy, vyfeSeni a piijeti vSech formulait
objastinjicich udaje od vsech subjektli hodnoceni
v klinickém hodnoceni provadéném

All interim payments will be made to the Payee
on quarterly basis for visits and procedures
completed with associated CRFs monitored and
submitted. Ninety percent (90%) of each wvisit
payment due, including any screen failures
payable per the Agreement, will be made upon
prior month enrollment data confirmed by Study
subject CRFs received from the
Institution/Investigator supporting Study subject
visitation. The balance of monies earned, up to
ten percent (10%), will be pro-rated upon
verification of actual Study subject visits, and
will be paid by Sponsor or its designee to the
Payee upon final submission of all CRFs in
accordance with the terms and requirements of
the Protocol, appropriate disposal of all Study
Medication supplies, completion of required
regulatory documentation, resolution and receipt
of all data clarifications forms of all Study
subjects in the Study conducted by the
Institution/Investigator, and if applicable, the
return of any equipment given to the Institution
by Sponsor.
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zdravotnickym  zafizenim / zkouSejicim a
ptipadné po vraceni veSkerého vybaveni, které
zadavatel dodal zdravotnickému zafizeni.

V ptipadé, Ze bude celkovd Ccastka hrazena
zadavatelem nebo jim povéfenou osobou piijemci
plateb podle této smlouvy k datu ukonceni
klinického hodnoceni nebo k datu wu€innosti
jakéhokoli ukonceni smlouvy piesahovat ¢astku
splatnou podle této smlouvy za sluzby, které
ptijemce platby provedl k datu ukonceni
klinického hodnoceni nebo k datu ukonéeni
smlouvy, pak je pfijemce platby povinen
takovouto pfebyvajici ¢astku vratit zadavateli
nebo jim povéfené osobé, dle pfipadu, do tficeti
(30) dnt po datu ukonceni klinického hodnoceni
nebo ukonéeni smlouvy. K datu ukonceni
klinického hodnoceni nebo ukon¢eni smlouvy
budou splatné na zdkladé pomérnosti ty CRF,
které jsou neuplné, nebot’ doslo ke ztraté kontaktu
na prislusné subjekty hodnoceni a moznosti jejich
dal$iho sledovani, ale jinak byly vyplnény
spravné. 'V piipadé, Ze je klinické hodnoceni z
Jakéhokoli dvodu ukonéeno, nebudou provedeny
zadné nasledné Cctvrtletni platby, ale pfijemce
platby obdrzi celou platbu za probihajici ¢tvrtleti.

In the event that the total amount paid by Sponsor
or its designee to Payee hereunder as of
Completion or the effective date of any
termination of the Agreement is in excess of the
amount that is payable under the Agreement for
services that have been performed by the Payee
as of Completion or termination date, then such
excess amount shall be refunded by Payee to
Sponsor or its designee, as applicable, within
thirty (30) days following Completion or such
termination date. As of Completion or such
termination date, CRFs that are incomplete
because the corresponding Study subjects were
lost to follow-up, but otherwise have been
completed properly shall be payable on a prorated
basis. In the event that the Study is terminated
for any reason, no subsequent quarterly payments
will be made, but the Payee will receive full
payment for the ongoing quarter.

Start up poplatek: Instituci bude uhrazena
jednorazové nendvratna platba ve vysi xxxxx K¢
za start-up aktivity spojené s klinickym
hodnocenim po potvrzeni schvéleni EK, plnem
podepsani této smlouvy a  kompletizaci
pozadavek zadavatele nebo PPD na klinické
hodnoceni.

Start-up fee: A one-time non-refundable
payment of xxxxx CZK for Study start-up
activities will be payable to the Institution upon
confirmation of EC approval, full execution of
the Agreement, and completion of any pre-Study
requirements as specified by Sponsor or PPD.

Nepldnované navstévy: Nepldnovand navstéva
je navstéva subjektu hodnoceni, kterd neni
vyslovné stanovena v protokolu, pfesto je pro
klinické hodnoceni nezbytnd. Zdravotnickému
zatizeni bude provedena thrada neplanovanych
navstév na zdkladé sazeb stanovenych v rozpisu
plateb a po obdrZeni spravné faktury s detailnim
rozpisem poloZek. V piipad¢, Ze v rozpisu plateb
neni zahrnut lékafsky nezbytny vykon, musi
zdravotnické zafizeni nejprve ziskat predchozi
pisemné schvéleni a poté bude moci vykon
provést, kdykoli to bude mozné. Vy3e tihrady za
vykon neuvedeny v rozpisu plateb bude
schvalena v okamziku poskytnuti pisemného
schvaleni vykonu.

Unscheduled Visits: An Unscheduled Visit
means a Study Subject visit which is not
expressly set forth in the Protocol, but is
otherwise required for the Study. Institution will
be reimbursed based upon the rates set forth in
the budget per unscheduled wvisit, based upon
receipt of correct and itemized invoice. In the
event a medically necessary procedure is not
included in the Budget, Institution must receive
prior written approval before procedure is
performed, whenever feasible. Amount of
compensation for a procedure not included in
Budget will be approved at the time written
approval is provided.

Pausilni poplatek lékarné: Piijemce platby
obdrzi uhradu pausalniho poplatku lékarné za
kazdych Sest (6) mésici, v nichz byly

Flat Pharmacy Fee: The Payee will receive
reimbursement of a Flat Pharmacy Fee for every
six (6) month period of provision of pharmacy
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poskytovany lékarenské sluzby, splatnou za dobu
trvani klinického hodnoceni (nebo pomérnou ¢ast
za kratS§i obdobi), poinaje zafazenim prvniho
subjektu hodnoceni, ve vy$i uvedené nize v
tabulkach plateb, bez ohledu na pocet zafazenych
subjektt hodnoceni. Platba bude provedena po
obdrzeni spravné faktury s detailnim rozpisem
polozek.

related services, payable for the duration of the
Clinical Study (or pro-rated for shorter time
period), beginning with the enrollment of the first
Clinical Study subject, in the amount listed in the
Tables of Payments below, regardless of the
number of enrolled Clinical Study subjects.
Payment will be made upon receipt of a correct
and itemized invoice.

Poukazy k ihradé nikladu subjekti: Naklady
subjektti v klinickém hodnoceni vynalozené na
stravu a/nebo dopravu za UCelem navstév
v klinickém hodnoceni, jak poZaduje protokol,
budou kazdému subjektu hodnoceni uhrazeny ve
formé poukdzky za jednotlivou navstévu ve vysi
xxxxx K& Za vedeni ucetnich zaznami o vsech
vyuzitych a nevyuzitych poukazkach nese
odpovédnost zkousejici. Spoleénost PPD bude
sledovat vydej poukdzek béhem pravidelnych
kontrolnich navstév.

Subject Reimbursement Vouchers: Clinical
Study subject costs incurred for meals and/or
transportation to and from Clinical Study visits as
required by Protocol shall be reimbursed to each
Clinical Study subject per visit in the form of
vouchers in the amount of CZK xxxxx,-. The
Investigator shall be responsible for keeping an
accounting log of all used and unused vouchers.
The provision of vouchers shall be monitored by
PPD during regular monitoring visits.

DPH a dalsi dané: Je-li pozadovana faktura s
uvedenim DPH; platby budou provedeny, jakmile
PPD obdrzi platnou fakturu s uvedenim DPH. V
ptipadech, kdy se DPH neuplatiiuje, bude piesto
nutné pied provedenim jakékoli platby podle této
smlouvy vystavit fakturu ¢i pfisludny formular s
pozadavkem platby.

VAT and Other Taxes: Where a VAT invoice is
required; payments will only be made once PPD
has received a valid VAT invoice. In situations
where VAT is not applicable, an invoice or
relevant payment request form will still be
required before any payment is made under this
Agreement.

Treti strany: Ptijemce platby je plné odpovédny
za platby tfetim stranam a za uhrady svych
vlastnich  vydaji  spojenych s klinickym
hodnocenim, v¢etné ndkladi na 1é¢bu v pfipadé
poskozeni zdravi subjektll hodnoceni v dasledku
Jejich ucasti v klinickém hodnoceni, s vyjimkou
vydaji uhrazenych na zakladé¢ této smlouvy nebo
Jejiho pisemného dodatku.

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own
expenses connected with the Clinical Study,
including costs for therapy in the event of injury
to health of the Clinical Study Subjects resulting
from their participation in the Clinical Study,
with the exception of expenses reimbursed on the
basis of this Agreement or a written amendment
to 1t.

Poplatek etické komisi: Poplatek etické komisi
hradi PPD mimo tuto smlouvu.

Ethics Committee Fee: The Ethics Committee
Fee will be paid by PPD apart from this
Agreement.

Poplatky centrialni laboratofi:  Naklady
centralni laboratoife hradi zadavatel mimo tuto
smlouvu.

Central Laboratory Fees: Central Laboratory
costs will be paid by the Sponsor apart from this
Agreement.

C. Uhrady a priib&zné platby

C. Reimbursement and Pass-Through Payments

Zadavatel nebo jim povéfend osoba uhradi
ptijemci platby na zakladé nakladu nebo bude
platit na prabézném zaklade, dle pfipadu, a dalsi
jednorazové pocatecni naklady (do rozsahu
dohodnutého v rozpisu plateb).

Sponsor or its designee shall either reimburse
Payee at cost, or pay on a pass-through basis, as
applicable and other one-time start-up costs (to
the extent agreed in the Budget).
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Z4dné dalsi pozadavky na financovani nebudou
zvazovany bez predchoziho pisemného souhlasu
zadavatele nebo jim povéfené osoby. Prijemce
platby bude mit tiicet (30) dni od pfijeti koneéné
platby na to, aby vznesl nadmitku proti jakymkoli
nesrovnalostem v platbé béhem klinického
hodnoceni.

No additional funding requests will be considered
without the prior written consent of Sponsor or its
designee. Payee will have thirty (30) days from
the receipt of final payment to dispute any
payment discrepancies during the course of the
Study.

D. Néazev pfijemce platby a informace pro
poukazani plateb

D. Payvee Name and Remittance Information

Ptijemce plateb/Payee Name: Institut klinické a experimentalni mediciny

DIC/Tax ID no.: Xxx

Nézev a adresa banky/Bank name and address: CNB

Cislo ugtu/Acct. no.: xxx

IBAN: xxx

SWIFT:xxx

VS/Reference no.:¢islo protokolu/protocol no
(dale ,,ptijemce platby*) (further "Payee")

E. Faktury
Vsechny origindlni faktury nalezejici ke

klinickému hodnoceni je nutné zasilat na niZe
uvedenou adresu pro thrady a musi obsahovat
spravny rozpis vsech jednotlivych poplatkt,
pomocné doklady, referenéni cislo faktury
pracovisté a vySe uvedené bankovni tdaje véetné
¢isla uctu a IBAN. Splatnost faktur je Sedesat
(60) dni od data, kdy je faktura pfijata
zadavatelem nebo jim povéfenou osobou.

Faktura¢ni adresa

E. Invoices

All original invoices pertaining to the Study must
be submitted for reimbursement address below
and shall include a correct itemization for all fees,
supporting documentation, and a site invoice
reference number and bank details listed above
including account number and IBAN. The
invoice due date is sixty (60) days from the day
the invoice is received by Sponsor or its designee.

Invoice Address

Shire Human Genetic Therapies, Inc.
300 Shire Way
Lexington, MA 02421, USA

Invoices should be sent for payment to:

| Zasilatelska adresa pro faktury:

PPD Investigator Services, LLC

929 North Front Street
Wilmington, NC 28401, USA
Preferred:
Email;
YEAR1/ROK 1
Total Per Visit /
, Study Day / Data
Week / Tyden Klinického hodnoceni Celkem za
navstévu
Baseline /Navstéva | yo o1/ Tyden 0/ Day 1 ook K&
Baseline
Treatment / Obdobi Week / Tyden 4 +/-7 xxxxx K¢
1é¢by Week /Tyden 8 +/-17 xxxxx K&
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Week / Tyden 12 +/-1 xxxxx K¢&
Week / Tyden 16 +/-7 xxxxx K&
Week / Tyden 20 +/-7 xxxxx K&
Week / Tyden 24 +/-1 xxxxx K¢&
Week / Tyden 28 +/-1 xxxxx K¢
Week / Tyden 32 +/-7 xxxxx K&
Week / Tyden 36 +/-7 xxxxx K&
Week / Tyden 40 +/-7 xxxxx K&
Week / Tyden 44 +/-17 xxxxxK¢
Week / Tyden 48 +/-1 xxxxx K¢
Total Cost Per Study Subject Year 1/ Celkem za subjekt hodnoceni za rok 1 xxxxx K¢

* The above per patient budget is only for patients that participated in the following Ulcerative Colitis studies
only: SHP647-301, SHP647-303. / Rozpodet vyse je platny pouze pro subjekty hodnoceni, ktefi se ucastnili
klinickych hodnoceni Ulcerozni kolitidy SHP647-301, SHP647-303

*Baseline = Week 0 (Day 1). For subjects previously enrolled in induction study SHP647-301, baseline is the
Week 12 study visit. For subjects entering from maintenance study SHP647-303, baseline is the Week 52 visit
(for subjects who completed the study) or the End of Study visit (for subjects who withdrew early). / Navstéva
Baseline = Tyden 0 (den 1). Pro subjekty hodnoceni dfive zafazené do indukéniho klinického hodnoceni
SHP647-301 je navstéva Baseline navstéva tydne 12. Pro subjekty hodnoceni které vstupuji do klinického
hodnoceni z udrZzovaciho klinického hodnoceni SHP647-303 je ndvstéva Baseline ndvstéva tydne 52 (pro
subjekty hodnoceni, které dokonéili klinické hodnoceni) nebo navstéva ukonceni klinického hodnoceni (pro
subjekty, které klinické hodnoceni ukoncili pted¢asné).

*IDT= Induction Study (SHP647-301) - results are used from previous study for these visits / IDT - indukéni
klinické hodnoceni (SHP647-301) - vysledky budou pouzity z pfedchozich klinickych hodnoceni pro tyto
navstévy

*MNT= Maintenance Study (SHP647-303) - results are used from previous study for these visits / MNT =
udrzovaci klinické hodnoceni (SHP647-303) - vysledky budou pouzity z pfedchozich klinickych hodnoceni
pro tyto navstévy

Conditional Procedures / Podminéné vySetieni

Study Procedures / VySetieni klinického hodnoceni Cost / Suma
Urine Pregnancy Test (for women of childbearing potential) xx K¢
12-Lead ECG (Central Reading Interpretation) xx K¢

Endoscopic  Procedure (Colonoscopy w/ Biopsy)(if Sigmoidoscopy is not y
performed) - INV if not SOC / Endoskopie (kolonoskopie s biopsii) (pokud xx K&
sigmoidoskopie neni vykonana) — fakturace pokud neni souéésti standardni péce

Endoscopic Procedure (Sigmoidoscopy w/ Biopsy) (for when a colonoscopy
cannot be performed) - INV if not SOC / Endoskopie (sigmoidoskopie s biopsii)

(pokud neni vykondna kolonoskopie) — fakturace pokud neni soucasti standardni xxKe
péce

Conditional Costs / Podminéné platby Cost/Suma
Unscheduled Visit: Targeted Physical Examination, Vital Signs, Weight / K&

Neplanovana navstéva: Cilené fyzikalni vySetfeni, vitdlni funkce, vaha
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Unscheduled Visit: Samples for Central Labs K¢
Neplanovana navstéva: vzorky pro centralni laboratof
Unscheduled Visits: Central Lab- Shipping/Handling _ K&
Neplanovana navStéva: centralni laboratof — zasilani/manipulace
Unscheduled Visits: Adverse Events, Review Concomitant Medications, PI Time,
& SC Time y
Neplanovana navstéva: nezadouci ptihody, posouzeni pritvodni medikace, ¢as xxKe
hlavniho zkou$ejiciho a studijniho koordinatora
Site Costs /
Niklady centru Klinického hodnoceni Cost/Suma
Pharmacy Fee (Every 6 months) / Lékarensky poplatek (kazdych 6 mésicii) xx K¢
Patient Reimbursement / Nahrada pacientlim hodnoceni xx K¢
YEAR 2-EOS / ROK 2- az do ukonéeni klinického hodnoceni
Study Day / . .
Week / Tyden Data linického | . 10t Per Visit/
hodnoceni Celkem za nivstévu
Week / Tyden 52 xx K&
Week / Tyden 56 +/-7 xx K&
Week / Tyden 60 +/-7 xx K&
Week / Tyden 64 +/-7 xx K&
Week / Tyden 68 +/-7 xx K&
Treatment / Week / Tyden 72 +/-7 xx K&
Lécba Week / Tyden 76 +/-7 xx K¢
Week / Tyden 80 +/-7 xx K&
Week / Tyden 84 +/-7 xx K&
Week / Tyden 88 +/-7 xx K&
Week / Tyden 92 +/-7 xx K&
Week / Tyden 96* +/-7 xx K&
EOT / Névstéva ukonceni 1é¢by xx K&
8 wks post-last dose / 8 tydnii po y
Follow-Up / posledni davce xx K¢
Nasledné
navstévy 16 wks post-last dose / 16 tydnti po xx K¢
posledni davce
Total Cost Per Patient (One total subsequent year only - subsequent .
years are paid on the same schedule) xxx Ke

* The above per patient budget is only for patients that participated in the following Ulcerative Colitis studies

only: SHP647-301, SHP647-303. /

Rozpocet vyse je platny pouze pro subjekty hodnoceni, ktefi se ucastnili klinickych hodnoceni Ulcerédzni

kolitidy SHP647-301, SHP647-303

*After Year 1, assessments will be repeated on the subsequent year rotation from Week 52 /
Po roku 1 bude vysetieni opakovano v nasledujicim roce od tydne 52




*The 8-week visit post-last dose will routinely be conducted by telephone; however, as an exception the visit
can be performed as a study site visit if preferred. The 16-week post-last dose will take place at the study site. /
Navstév tydne 8 po posledni davee bude bézné provadéna telefonicky, aviak vyjimeéné mlize byt tato navstéva
provedend na centru, pokud je tak preferovano. Navstév tydne 16 po posledni davce se uskuteéni na centru,

Conditional Procedures / Podminéné vySetieni

Study Procedures / VySetieni klinického hodnoceni Cost / Suma
Urine Pregnancy Test (for women of childbearing potential) xx K¢
12-Lead ECG (Central Reading Interpretation) xx K¢

Endoscopic Procedure (Colonoscopy w/ Biopsy)(if Sigmoidoscopy is not
performed) - INV if not SOC / Endoskopie (kolonoskopie s biopsii) (pokud
sigmoidoskopie neni vykonana) — fakturace pokud neni soucasti standardni
péce

Endoscopic Procedure (Sigmoidoscopy w/ Biopsy) (for when a colonoscopy
cannot be performed) - INV if not SOC / Endoskopie (sigmoidoskopie s
biopsii) (pokud neni vykonana kolonoskopie) — fakturace pokud neni soucasti
standardni péce

Pharmacokinetic sampling [Samples are to be collected in Year 2 only (i.e., at
Weeks 72 and 96) and not in subsequent years.] / Odbér vzorek pro
farmakokinetiku [Vzorky budou odebirany pouze béhem roku 2 (t.j.,v tydnu 72
a 96) a ne béhem dalSich rokq |

Conditional Costs / Podminéné platby Cost / Suma
Unscheduled Visit: Targeted Physical Examination, Vital Signs, Weight /

xx K¢

xx K¢

xx K¢

Neplanovana navstéva: Cilené fyzikalni vySetfeni, vitdlni funkce, vaha xxKe
Unscheduled Visit: Samples for Central Labs x K&
Neplanovana navstéva: vzorky pro centralni laboratof
Unscheduled Visits: Central Lab- Shipping/Handling x K&
Neplanovana navstéva: centrdlni laboratof — zasilani/manipulace
Unscheduled Visits: Adverse Events, Review Concomitant Medications, PI
Time, & SC Time x K&
Neplanovana navstéva: nezadouci piihody, posouzeni privodni medikace, ¢as
hlavniho zkou$ejiciho a studijniho koordinatora
Site Costs /

Niklady centru Klinického hodnocent Cost/Suma

Patient Reimbursement / Nahrada pacientlim hodnoceni xx K¢

10/10



