Dodatek €. 4
Smlouvy o dilo ze dne 1. 9. 2011

1. AOP Orphan Pharmaceuticals AG — organizaéni sloZka
se sidlem Praha 5, Smichov, Pod D&vinem 3071/28, PSC 150 00,
IC . 70098883
DIC : CZ70098883
Bankovni spojeni :
¢. uctu
zapsana v obchodnim rejstiiku vedeném Méstskym soudem v Praze, odd. A., vioZka 38303
jednajici MUDr. Veronikou Chicevi¢ovou, vedouci organizacni slozky

(dale jen ,,AOP")

2. Masarykova univerzita
Se sidlem Brno, Zerotinovo naméstf 617/9, 601 77
IC 00216224
DIC : (200216224
Bankovni spojeni :
¢ uétu
Pracovisté:
Institut biostatistiky a analyz
Kamenice 126/3, 625 00 Brno

k jednani povéfen:  doc. RNDr. Ladislav Du3ek, Dr., feditel

(dale jen ,IBA")
se nize uvedeného dne, mésice a roku dohodly na zméndach takto:

Clanek I.

Vzhledem ke zméné cenové kalkulace se smluvni strany dohodly na doplnéni Smlouvy o dilo
vramci realizace projektu sndzvem ,Registr pacientt sdg. Esencidlni trombocytémie a
trombocytémie provazejici jiné myeloproliferativni onemocnéni lécenych
Thromboreductinem” uzaviené mezi AOP Orphan Pharmaceuticals AG a Masarykovou
univerzitou (déle jen "smlouva"), jak je uvedeno nize.



e ]

Clanek I1.
Nahrazenl pfilohy €. 3

1. Timto dodatkem se nahrazuje:
a) Priloha smlouvy & 3 — Cenova kalkulace verze 2.0 ze dne 15. 10. 2015 Cenovou
kalkulaci verze 1.0 ze dne 18. 08. 2016

Clanek Il.
Zavérecna ustanoveni

1. Ostatni ujednani smlouvy z(stavaji beze amény.
2. Tento dodatek smlouvy se uzavirs ve dvou vyhotovenich, po jednom pro kazdou ze
stran.

B IBA
AOP Orphan Pharmaceuticals AG
Pod Dévinem 28, 150 00 Praha 5
Tel.: 251 512 947, Fax: 251 512 a46
1CO: 700 98 883, Diit: €Z70092%83 G,

Prilohy:
Cenova kalkulace v. 1.0 ze dne 18. 08. 2016
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1, INTRODUCTIN

Requested services

Institute of Biostatistics and Analyses, Masaryk University Brno, (hereinafter “IBA MU") agreed to
provide services specified bellow to AOP Orphan Pharmaceuticals AG (hereinafter AOP) during
period between 01. 09. 2016 and 30. 6. 2017 in conjunction with the following project:

“Registr pacientl s dg. Esencialni trombocytémie a trombocytémie provazejici jiné
myeloproliferativni onemocnéni lé¢enych Thromboreductinem®”

Requested services:

« Assistance with project administration and management (includes necessary phone calls,
emails and meetings with AOP representatives, necessary communisation with database
provider).

e Query management
« Pharmacovigilance support
« Administration of investigator fee payments which includes:
o Sending a letter to participating doctors explaining the change of provider
o Arranging contracts with all participating doctors
o Annual payment of investigator fees (including bank transfer fees)
)

Management of contact details database and its quarterly update

. Data validation = forms and data check, generation of queries and liaison with the centre,
collection of missing data,

o Digitalization of approximately 1200 forms.
« Statistical analysis 1x per year
o Core statistical analysis (approx. 90 hours)
o Additional analysis could be invoiced separatelv
o Analytical support for Principal investigators,
o Analysis for publication in an international scientific magazine with an impact factor.

« The cost calculation also include estimation of investigators fee for year
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1.1. OPERATING COST

FIXED COST PER YEAR

tel. +420 549 49 4321

CoilMl: Institute od Biostatistics and Analyses fax: +420 549 49 2855
'BA By ‘g? Kamenice 126/3 e-mail: iba@iba.muni.cz
o 625 00 Brno wyvw iba muni.cz

Item T e No of Total
Investigator/hour | Investigators/
hours )
, | Project administration and management : - o 41 000,- CZK
5 | Communication with centres - - 4 000,- CZK
4 | Contracts with investigators, calculation of = 29 000,- CZK
investigators fee, collecting sum
confirmation from each doctor _ ;
5 Investigator fees payments according to the 73 150,-CZK
contract (SOD) - o
| ¢ | Recorded delivery mail confirmation 10 640,-CZK
following successful payment - -
5 | Data validation and Annual statistical 150 000,-CZK
| analysis ———— e ' S
TOTAL per year* - 307 790,- CZK
b e e e S
*VAT is not included
VARIABLE COSTS PER YEAR
Per record No of Total ]
| records J
5 - \
*VAT is not included ) - R B
**Exact sum will be calculated according to the actual number of forms digitalized and paid for.
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2.3 TOTAL COST - SUMMARY

2.3.1 Total cost

tel.: +420 549 49 4321
fax: +420 549 49 2855

e-mail: iba@iba.muni.cz

www.iba.muni.cz

1 | Fixed costs

307 790,- CZK




