PPD

OUSCRO LOA Amendment Template-Replace Budget
January 2018

July 23, 2019

Fakultni nemocnice Olomouc,
with its registered address at I.P. Pavlova 185/6, 779
00 Olomouc, Czech Republic

Re: Amendment of the clinical study
Agreement (“Agreement”) related to Protocol 14V-
MC-JAHZ, entitled “A Randomized, Double-Blind,
Placebo-Controlled, Parallel-Group, Phase 3 Study of
Baricitinib in  Patients with Systemic Lupus
Erythematosus” (“Study”)

To whom it may concern

This amendment amends (“Amendment 1”) the
Agreement related to the Study, between Fakultni
nemocnice Olomouc, with its registered address at
I.P. Pavlova 185/6, 779 00 Olomouc, Czech
Republic, represented by XXXXX, director, Company
ID no.: 00098892, Tax ID no.: CZ00098892and PPD
Investigator Services LLC., with its registered
address at 929 North Front St, Wilmington, NC
28401, USA, Tax ID number: 46-2919241,
Represented by: PPD Czech Republic, s.r.o., with its
registered address at Budejovicka alej, Antala
Staska 2027/79, 140 00 Prague 4, Czech Republic,
represented by XXXXX, executive of the company,
and registered in the Commercial Register at the
Municipal Court in Prague, Section C, Insert 37941,
Tax ID no: CZ 63671077 (“CRO"), dated February
19, 2019.

1. Replacement of Exhibit A : Exhibit A of the
Agreement shall be deleted and replaced in its
entirety with the revised Exhibit A attached hereto
and incorporated by reference herein.

IN WITNESS WHEREOF, the parties, by their duly
authorized officers, have executed this Amendment
on the date set forth below, to be effective on the
date set forth above.

As hereby amended, the Agreement(s) remain in full
force and effect. Failure to promptly return this
Amendment could impact appropriate payment for

23. Cervence 2019

Fakultni nemocnice Olomouc,
se sidlem I.P. Pavlova 185/6, 779 00 Olomouc, Ceska
republika

Véc: Dodatek ke Smlouvé o klinickém hodnoceni”
(,Smlouva“) tykajici se Protokolu 14V-MC-JAHZ
snazvem ,Randomizované, dvojité zaslepené,
placebem kontrolované klinické hodnoceni faze 3 s
paralelnimi  skupinami pfipravku baricitinib u
pacientl se systémovym lupus erythematosus (SLE)”
(“Studie”)

Vazieni,

Tento dodatek (“dodatek ¢. 1“) doplriuje smlouvu
tykajici se studie mezi Fakultni nemocnici
Olomouc,se sidlem I.P. Pavlova 185/6, 779 00
Olomouc, Ceska republika, zastoupenou XXXXX,
feditelem, 1CO: 00098892, DIC: CZ00098892, a PPD
Investigator Services LLC.,Se sidlem na 929 North
Front St, Wilmington, NC 28401, USA, DIC: 46-
2919241, Zastoupena spolecnosti PPD Czech
Republic, s.r.o., se sidlem Budéjovickd alej, Antala
Stagka 2027/79, 140 00 Praha 4, Ceska republika
jednajici prostrednictvim XXXXX — jednatelky
spole¢nosti — a zapsana v obchodnim rejstriku
vedeném Méstskym soudem v Praze, cast C, C.
vlozky 37941, DIC: CZ 63671077 (,,CRO“) ze dne 19.
Unora 2019.

1. Nahrada ptilohy A: Pfiloha A Smlouvy se
vypousti a nahrazuje v celém rozsahu revidovanou
Prilohou A pripojenou k tomuto dokumentu a
zaclenénou zde formou odkazu.

NA DUKAZ TOHO strany, fadné povéfenymi
uUrednimu osobami, podepsaly tento dodatek ke dni
uvedenému nize, aby nabyl Uclinnosti ke dni
uvedenému vyse.

Takto pozménéna smlouva (smlouvy) zlstane v plné
platnosti a ucinnosti. Nedodrzeni tohoto dodatku by
mohlo mit dopad na naleZitou platbu za studii
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the Study(ies).

This Amendment is legally binding when published
in Contract registry. The parties' representatives
may sign separate, identical counterparts of this
document; taken together, they constitute one
agreement.

As hereby amended, the Agreement remains in full
force and effect.

If the foregoing is acceptable to Investigator and
Institution, please sign the enclosed Amendments
and return one original to: XXXXX, PPD Czech
Republic, s.r.o., Budéjovicka Alej, Antala Staska
2027/79, 140 00 Praha 4, Czech Republic. If
questions, please call XXXXX.

Sincerely,

(Studie).

Tento dodatek je pravné zdvazny, dnem zverejnéni
v registru smluv. Zastupci stran mohou podepsat
samostatné, identické stejnopisy tohoto
dokumentu; tyto spolecné tvofi jednu dohodu.

Takto pozménéna smlouva zlstava v plném rozsahu
platnd a ucinna.

Pokud je wvySe uvedené pro zkousejictho a
Zdravotnické zafizeni prijatelné, podepiste prilozené
Dodatky a jeden original odeslete na adresu: XXXXX,
PPD Czech Republic, s.r.o., Budéjovickd Alej, Antala
Stagka 2027/79, 140 00 Praha 4, Ceska republika.
V pripadé dotazl zavolejte na telefonni Cislo XXXXX.

S pozdravem

[Remainder of this page is intentionally left
blank.]

[Zbytek stranky je zdmérné ponechan
prazdny.]
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CRO:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date:

Zdravotnické zafizeni/Institution:

Podpis/Signature:

Jméno/Name: XXXXX

Pozice/Title: feditel/director

Datum/Date:

Beru na védomi a souhlasim/I acknowledge and Agree
Zkousejici/ Investigator:

Podpis/Signature:

Jméno/Name: XXXXX

Datum/Date:

EXHIBIT A

PRILOHA A
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XXXXX
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