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ATTACHMENT A PRÍLOHA A 
 

BUDGET & PAYMENT SCHEDULE  A ROZPIS PLATIEB 
PROTOCOL ABX464-107 PROTOKOL ABX464-107 

  
  

A. PAYEE DETAILS A. ÚDAJE O PRÍJEMCOVI PLATIEB 
 

The Parties agree that the payee designated 
below is the proper payee for this Agreement, 
and that payments under this Agreement will 

): 

príjemca platieb je riadnym príjemcom platieb 
o zmluvy 

): 
 

Payee:   
Payee Name  
(Must match name in 
the contract) 

University Hospital Martin 
(UNM) 

Payee Address 
Kollárova 2 
036 59 Martin 
Slovak Republic 

VAT/Tax ID 
(Tax ID must exactly 
match the  
name indicated above, 
or tax exempt when 
applicable) 

ID number: 00365327 
Tax ID number:  
2020598019 
VAT Tax Number: SK202 
059 8019 

 
 
 
 
Banking Information 
(Institution):  

Bank Name pokladnica 

Bank Street Radlinského 4929/32 

Bank City Bratislava 

Bank State/Province Slovak Republic 

Bank Postal Code 811 07 

Bank Country Slovak Republic 
Receiving Account 
Currency  

IBAN  
SK84 8180 0000 0070 0028 
1377 

Swift Code (8 or 11 
Characters) SPSRSKBAXXX 
If the contracted Payment Currency does not match 
your bank account, you may need to provide an 
Intermediary Bank.  Please contact your financial 
institution for details.  If an Intermediary bank is 
required, please provide Bank Name, Account Number 
if applicable and SWIFT Code of Intermediary Bank 
along with all other required Wire instructions. 

Contact Information: 

Name of recipient 
sending invoices to  

Department of invoicing of 
non-healthcare activities 
UNM 

 
 
Príjemca platieb: 

Meno/názov príjemcu 
platieb 
s menom/ názvom v 
zmluve) 

 
Univerzitná nemocnica 
Martin (UNM) 

Adresa príjemcu platieb 
 

Kollárova 2 
036 59 Martin 
Slovenská republika 

 
uvedeným názvom 
príjemcu platieb alebo 

dane) 

 
 

00365327 
2020598019 

 

 
 
Bankové údaje  
(zdravotnícke zariadenie): 
Názov banky 

 
Názov ulice banky 

Radlinského 4929/32 
Mesto banky 

Bratislava 
Provincia banky Slovenská republika 

 
 811 07 
 Slovenská republika 
 

príjemcu  
IBAN SK84 8180 0000 0070 

0028 1377 
SWIFT kód (8 alebo 11 
znakov) SPSRSKBAXXX 

sprostredkujúcu banku.  Podrobnosti vám poskytne 1asa 

kód spr
 

 
Kontaktné informácie: 
Meno príjemcu, ktorému 
sa zasielajú faktúry 

Referát fakturácie 

UNM 
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Phone number & 
Email 

studia@unm.sk 
+421 43 420 3315 

Language Preference Slovak language 
Name of payment 
recipient to receive 
payment notification 
and details 

Department of invoicing of 
non-healthcare activities 
UNM 

Phone number & 
Email 

studia@unm.sk 
+421 43 420 3315 

Language Preference  Slovak language 
 
 
 
 
 
 

Banking Information 
(Investigator): 

Bank Name banka, a.s. 

Bank Street 
 

 

Bank City Bratislava 
Bank 
State/Province Slovak Republic 

Bank Postal Code 811 02 

Bank Country Slovak Republic 
Receiving Account 
Currency  

IBAN   
Swift Code (8 or 11 
Characters) CEKOSKBX 
If the contracted Payment Currency does not match 
your bank account, you may need to provide an 
Intermediary Bank. Please contact your financial 
institution for details. If an Intermediary bank is required, 
please provide Bank Name, Account Number if 
applicable and SWIFT Code of Intermediary Bank along 
with all other required Wire instructions. 

  

Contact Information: 
Name of recipient 
sending invoices to  Peter Lietava, MD 
Phone number & 
Email  
Language 
Preference Slovak language 
Name of payment 
recipient to receive 
payment notification 
and details Peter Lietava, MD 
Phone number & 
Email  
Language 
Preference  Slovak language 

 

-
mailová adresa studia@unm.sk 

+421 43 420 3315 
Preferovaný jazyk 

Slovenský jazyk 
Meno príjemcu platby, 

oznámenie o platbe a 
podrobnosti 

Referát fakturácie 

UNM 

 
e-mailová adresa studia@unm.sk 

+421 43 420 3315 
Preferovaný jazyk 

Slovenský jazyk 
  
 

 
Bankové údaje 

  

Názov banky obchodná banka, a.s. 

Ulica banky  

Mesto banky Bratislava 

Provincia banky Slovenská republika 

 811 02 

Krajina banky Slovenská republika 

  

IBAN   
Swift kód (8 alebo 11 
znakov) CEKOSKBX 

sprostredkujúcu banku. Podrobnosti vám poskytne 
2asa 

tredkujúcej 

pokynmi na prevod. 

  

Kontaktné údaje: 
Názov príjemcu, 
ktorému sa posielajú 
faktúry  MUDr. Peter Lietava 

-
mailová adresa  

Preferovaný jazyk Slovenský jazyk 
Názov príjemcu platieb, 

oznámenie o platbe a 
podrobnosti MUDr. Peter Lietava 

-
mailová adresa  

Preferovaný jazyk  Slovenský jazyk 
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Payee is obliged to inform IQVIA in writing by 
sending an e-mail to: 
 emea@ctp.solutions.iqvia.com. 
 
 
Site shall contact its IQVIA study team member 
to provide signed documentation of changes to 

Parties agree that in case 
of changes in bank details which do not involve 
a change of payee or change of country 
location of bank account, no further 
amendments are required. 

V prípade zmien bankových údajov príjemcu 
platby je príjemca platby povinný písomne 

                       
e-mailu na adresu: 
 emea@ctp.solutions.iqvia.com. 
 

 
   
                   

o zmenách v bankovom spojení príjemcu platieb. 
          

v údajoch o bankovom spojení, ktoré sa netýkajú 
zmeny príjemcu platieb alebo zmeny krajiny,               

 
  
The Parties acknowledge that the designated 
Payee is authorized to receive all of the 
payments for the services performed under this 
Agreement.   

   

  
If the Investigator is not the Payee, then the 
Payee's obligation to reimburse the 
Investigator, if any, is determined by a 
separate agreement between Investigator and 
Payee, which may involve different payment 
amounts and different payment intervals than 
the payments made by IQVIA to the Payee. 

lekár nie je príjemcom platieb, 

lekárovi 
lekárom a príjemcom 

platieb, k

platieb. 
  
Investigator acknowledges that if Investigator 
is not the Payee, IQVIA will not pay Investigator 
even if the Payee fails to reimburse 
Investigator. 
 
 

lekár 

                   

 lekárovi. 

  
B. MINIMUM ENROLLMENT GOAL B. MINIMÁLNY NÁBOROVÝ  

 
S
enrollment goal is 1 subject and that Site will 
use its best efforts to reach the enrolment goal 
within a reasonable timeframe after 
commencement of the Study at Site.  If Site 
fails to adhere to this principle, IQVIA may 

participation in the Study. 

 
je 1 ú k klinického 

maximálne úsilie na dosiahnutie náborového 

pracovisku   
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C. PAYMENT TERM  
 

C. PLATOBNÉ PODMIENKY  

IQVIA will pay the Payee every three (3) 
months on a completed visit per Study Subject 
basis in accordance with the attached budget. 
Ninety percent (90%) of each payment due, 
including any Screening Failure that may be 
payable under the terms of this Agreement, will 
be made based upon prior three (3) months   
enrollment data received from the Site 
supporting Study Subject visitation.   

príjemcovi platieb é tri (3) mesiace    na 

jed níka klinického v súlade    
    

predchádzajúce tri (3) mesiace prijatých                   

 .   
  
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 IQVIA to the Payee upon final 
acceptance by Sponsor of all data entry, all 
data clarifications issued, the receipt and 
approval of any outstanding regulatory 
documents as required by IQVIA and/or 
Sponsor, the return of all unused supplies to 
IQVIA,and upon satisfaction of all other 
applicable conditions set forth in the 
Agreement. 
 
 

(10%) sa vyplatí 
p

              

vysvetliviek k údajom, po prevzatí a schválení 

 
  
 

Any expense or cost incurred by Site in 
performing this Agreement that is not 
specifically designated as reimbursable by 
IQVIA or Sponsor under the Agreement 
(including this Budget and Payment Schedule) 
is the sole responsibility of the Site. 
 
 
To be eligible for payment, the procedures 
must be performed in full compliance with the 
Protocol and this Agreement, and the data 
submitted must be complete and correct.  For 
data to be complete and correct, each patient 
must have signed an IRB-approved consent 
document, and all procedures designated in 

explained. 

zmluvy a ktoré nie sú výslovne schválené na 
pr

 
 

vykonané v úplnom súlade s protokolom a touto 
dohodou a p            

                    

úsili
uspokojivo vysvetlené. 

  
All government taxes are the sole responsibility 
of the Payee. platieb. 
  
  



Slovakia Clinical Trial Agreement template-INV &(priv) INST_  
based on IQVIA Global template 1 May 2019 
ABIVAX 
Protocol number: ABX464-107 
Project code: ZZA92074 
PI: Peter Lietava, MD 
 
  
CONFIDENTIAL                                             Page 5 of  21                                                   DÔVERNÉ                         Strana 5 z 21 
 

 

Major, disqualifying Protocol violations are 
not payable under this Agreement.  
  
 
 
 
 

 

D. BUDGET TABLE  
 
Payments are divided in the agreed and 
approved ratio. 
Please, see attached Budget table, Annex 1. 

 D. R  
 
Platby sú rozdelené v dohodnutom                                   
a schválenom pomere.  
Pozri pripojenú , Príloha 1. 

 
  
  

 
 

E. STUDY START-UP FEE  E.   PLATBA NA ROZBEH   
 

The contracting parties agreed on a one-time, 
non-refundable payment of XXX Euros                     
(in words), XXX Euros (in numbers) to cover 
study start-up activities which includes the 
administrative and legal costs associated with 
the clinical trial. The institution will issue an 
invoice within 10 days of the signing of the 
contract and publication of the contract in the 
central registry of contracts of the Slovak 
Republic.  

This payment will be made upon completion 
and receipt by IQVIA of all contractual 
documentation and receipt of invoice.   

 
 

Zmluvné strany sa dohodli na jednorazovej 
platbe XXX Eur (slovom), XXX Eur      za 
administratívno-právne náklady spojené 
s 
uhradená na základe faktúry vystavenej 
zdravotníckym zariadením do 10 dní od podpisu 
zmluvy a zverejnením zmluvy v Centrálnom 
registry zmlúv Slovenskej republiky.  

Daná platba bude vykonaná po skompletizovaní 

 

 

 

F. SCREENING FAILURE   
 
Reimbursement for screen failures will be at 
the amount indicated on the Screening Visit of 
the attached budget table, at a ratio of three (3) 
screen failures per one (1) Subject 
randomized. If no Subjects are recruited until 
the enrollment is closed, a payment of three (3) 
screen failures will be made upon receipt of 
invoice. 
To be eligible for reimbursement of a screening 
visit, supporting data entry must be completed 
and submitted to IQVIA along with any 
additional information, which may be 
requested by IQVIA to appropriately document 
the subject screening procedures. 
 

F.      

 
Úhrady  budú 

poj
 v pomere tri 
 na jeden (1) 

randomizovaný subjekt. Ak do uzavretia náboru 
nebudú zaradené subjekty, platba za tri 

 
po prijatí faktúry. 
Aby vznikol nárok na úhradu za vstupnú 

subjektu. 
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G. DISCONTINUED OR EARLY TERMINATION 

STUDY SUBJECTS  
G.  VYRADENIE ALEBO 

VYSTÚPENIE  
 

Reimbursement for discontinued or early 
termination Study Subjects will be prorated 
based on the number of confirmed completed 
visits. 
 

, ktorí 
í alebo z neho 

 
 

  
H. UNSCHEDULED VISITS  H.   NEPLÁNOVANÉ   

 
Payment for unscheduled visits will be 

reimbursed in the amount of XXX Euros 

which includes overhead as denoted in the 
Budget Table above. To be eligible for 
reimbursement for unscheduled visits, 
supporting data entry must be completed and 
submitted to IQVIA, along with any additional 
information which may be requested by IQVIA, 
to appropriately document the unscheduled 
visit. 
 
Please, see Budget table, Annex 1. 

XXX Eur vrátane 
prevádzkových nákladov, ako sa uvádza                     

   Aby vznikol nárok 

menané údaje 

subjektu. 
Pozri pripojenú , Príloha 1. 

  
 

I. CONDITIONAL PROCEDURES (WITH INVOICE)  I. POSTUPY VYKONÁVANÉ  

POTREBY (NA FAKTÚRU)   
 

The following conditional procedure costs will 
be reimbursed on a pass-through basis upon 
receipt of an invoice in the amount indicated in 
the table below (which includes overhead).  
Subject number and procedure dates must be 
included on the invoice for payment to be 
issued. 
Please, see Budget table, Annex 1. 

na sumu 
prevádzkové náklady).  

subjektu a dátumy postupov. 
 
Pozri pripojenú , Príloha 1. 

  
  
  
J. IEC FEES  J. POPLATKY NEZÁVISLÝM ETICKÝM 

KOMISIÁM   
 
IEC costs will be paid upon receipt of an 
invoice issued by the IEC and are not included 
in the attached Budget.  Payment will be made 
directly to the IEC. Any subsequent re-
submissions or renewals, upon approval by 

 
Náklady na nezávislé etické komisie (NEK) sa 

  Platba sa 
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IQVIA and Sponsor, will be paid upon receipt 
of appropriate documentation. dokumentácie. 

  
 
 
 

K. STUDY SUBJECT REIMBURSEMENT K. KLINICKÉHO 
 

 
Each Study subject will receive reimbursement 
for travel and meal expenses through the 
provision of a meal debit card in the amount of 
XX Euros per each visit (for visit lasting more 
than 4 hours).  
Meal debit cards will be provided by the 
Sponsor through IQVIA and will be handed to 
the Study subject by the Investigator at their 
first visit. The Investigator will keep a record 
documenting meal debit cards supply to each 
Study subject.   
Study Subject travel reimbursement payments 
shall be made by IQVIA and added directly to 
the meal debit card of Study subjects based on 
their completed visits. Meal debit card refills will 
be performed monthly. 
Such payments shall be consistent with 

ormed consent document.  
The Investigator will provide cooperation and 
information needed to IQVIA for refund of 
travel expenses to the subject. 
Sponsor shall stipulate which other subjects 
compensation shall be reimbursed directly 
using debit cards. 
 
 
 
 

No Costs per one 
patient 

Amount per 
one visit in 

 
1 Travel costs  
2 Meal costs 

Total 
 

                 
a stravných nákladov prostredníctvom   
poskytnutia stravenkovej debetnej  karty  
v hodnote XX Eur  (pri 

e trvajúcej viac ako 4 hodiny). 

prostredníctvom zmluvnej výskumnej 
organizácie (IQVIA) a subjektom ich bude 

 . 
ntujúci dodanie 

 
Preplatenie cestovných nákladov subjektov 

Dobíjanie stravenkovej karty 
sa vykoná na  
Takéto úhrady budú  v súlade s podpísaným 
dokumentom informovaného súhlasu subjektu. 

a  informácie potrebné na  úhradu cestovných 
 

               
na debetnú kartu  
 
 

 Náklady na jedného 
pacienta 

Suma za 
jednu 

 
1 Cestovné náklady  
2 Stravné náklady  

Celkom  
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L. PAYMENT DISPUTES  L. PLATOBNÉ NEZROVNALOSTI  
 
Site will have thirty (30) days from the receipt 
of final payment to dispute any payment 
discrepancies during the course of the Study. 

 
Proti platobným nezrovnalostiam, ktoré sa 

                     
od pripísania poslednej platby. 

 
 
 

 

  
M. INVOICES  M. FAKTÚRY  
  
Payments will be issued by IQVIA based on 
Visit Budget, payment frequency and payment 
terms as described above.  
Payments will be made only upon receipt of 
corresponding invoices, including back-up 
documentation, in the specified currency, as 
described below.  
The Institution is authorized to issue all 
invoices on the basis of a document from an 
authorized representative, approved by the 
Investigator. We consider the day of taxable 
performance to be the last day of service 
provision, which, for the purposes of this 
contract, means the day of handover and 
receipt of the amount agreed in writing within 
the scope of this study. 
Invoices will be payable within 30 days from the 
date of receipt by IQVIA of the invoice, 
including any applicable back-up 
documentation. 
Invoices for any additional payments to those 
stated in this agreement (i.e., additional 
reimbursements or conditional procedures) 
must also be sent to IQVIA and approved by 
Sponsor. 
 
All invoices shall be raised in the following 
manner: 
 
Invoices to be billed to: 

 
IQVIA RDS Slovakia, s.r.o. 
Vajnorská 100/B 
831 04 Bratislava  New Town 
Slovak Republic 

 
Invoices to be sent to:  
Email original invoices including back up 
to: emea@ctp.solutions.iqvia.com . 
 
 
In addition invoices can be submitted via 
portal. The Payee has received an email to 

                    
na základe 
platieb a platobných podmienok, ako je 

 

faktúr vrátane podpornej dokumentácie                       
 

splnomocneného zástupcu, odsúhlaseného 

rozumie  prevzatia písomne 
 rámci tejto 

 
 

. 
              

k platbám uvedeným v tejto zmluve                      

IQVIA a schválené . 
 
 

spôsobom: 
 

Faktúry sa vystavujú na adresu: 
 
IQVIA RDS Slovakia, s.r.o. 
Vajnorská 100/B 
831 04 Bratislava-  
Slovenská republika 
 
Faktúry posielajte na adresu: 

e-mailom na adresu: 
 emea@ctp.solutions.iqvia.com . 
 

portál. Príjemca platby dostal e-mail na 
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create an account in our Payments Portal. 
From the Portal Payee will be able to access 
subject activities by protocol, submit invoices 
as well as view payment details for all 
payments made by IQVIA. 
 
Link to the Portal: 
https://ctp.solutions.iqvia.com 
 
 
Emailed or uploaded invoices and backup are 
preferred.  In the event of invoices in hard copy 
need to be sent, please send to the following 
address: 

Att Clinical Trial Payments 
IQVIA, 5th floor. 
210 Pentonville Rd, King Cross 
Londn N1 9JY 
United Kingdom 

 
Additionally, reasonable, and customary costs 
incurred for required unscheduled visits in 
addition to the corresponding flat rate(s) set 
forth above or additional Protocol-required 
procedures not stated in this agreement that 
are not related to adverse events shall be paid 
by IQVIA in accordance with the invoiceable 
process set forth above, provided that 
Sponsor, through IQVIA, agrees to the cost or 
procedure in advance. 
 
 
The following information should be included 
on the invoice: 

 Complete INVESTIGATOR name, 
address and phone number, 

 Invoice Date, 
 Invoice Number, 
 Payee Name (must match Payee 

indicated in CTA), 
 Payment Amount, 
 Complete description of services 

rendered, 
 Study Number,  
 Sponsor Name, 
 Invoices should be printed on 

site/institution letterhead. 
 
 
All invoice and payment related inquiries shall 
be addressed directly to IQVIA Clinical Trial 
Payments at: 
 emea@ctp.solutions.iqvia.com . 
 

                 

ám, 
, 

 
 
Odkaz na portál: 
https://ctp.solutions.iqvia.com 
 

zaslané e-mailom 
alebo nahrané a zálohované. V prípade 

 
 

Att Clinical Trial Payments 
IQVIA, 5th floor. 
210 Pentonville Rd, King Cross 
London N1 9JY 

              Spojené  
 

Okrem toho, primerané a obvyklé náklady, 

sadzby(-

postupov, ktoré nie sú uvedené v tejto dohode 
a ktoré nesúvisia 

 
prostredníctvom IQVIA vopred súhlasí    
s nákladmi alebo postupom. 
 
Fakt
informácie: 

 Úplné meno, adresu a  
 

 Dátum vystavenia faktúry, 
  
             

s názvom príjemcu uvedeným v CTA), 
  
  
  
  
 

klinického 
zariadenia. 

 

Trial Payments na adresu: 
 emea@ctp.solutions.iqvia.com . 
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Invoices and any accompanying 
documentation must not include any personally 
identifying information of any Study Subject, 
including but not limited to Study Subject first 
or last name, initials, date of birth, address, 
telephone, passport number, email address, or 
credit card information.  If invoices or any 
accompanying documentation do contain this 
information IQVIA will notify Payee. Payee will 
need to resubmit a redacted invoice and 
accompanying documentation that does not 
include any personally identifying information 
of any Study Subject. 

meno alebo priezvisko, iniciály, dátum 
pasu,  

e-mailovú adresu alebo údaje platobnej karty. Ak 
budú faktúry alebo sprievodná dokumentácia 

 Príjemca 

sprievodnú dokumentáciu, ktorá nebude 

. 
  
  
 
 

 

  
NO OTHER ADDITIONAL FUNDING 
REQUESTS WILL BE CONSIDERED.  

 
All amounts include all applicable taxes and 

excludes VAT. 

  

okrem DPH. 
  
  

All payments for this Study in accordance with 
the attached Budget will be    
paid by IQVIA electronically.  
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ANNEX 1: BUDGET TABLE, DISTRIBUTION OF PAYMENTS  
PRÍLOHA 1: R , ROZDELENIE PLATIEB  
 

PI NAME /  
MENO  

PETER LIETAVA, MD 

 
 

Additional site costs / :                                                          
 

Site costs/ Náklady na pracovisko 

Cost in Euro 
 /  

Náklady v 
 

 
Percentage distribution /  
Percentuálne rozdelenie 

 
INSTITUTION 

(XX%) / 
zdravotnícke 
zariadenie 

(XX%) 

INVESTIGATOR 
(XX%) / 

s XX%) 

Start-Up Fee, (one-time payment)/  
, (jednorázová platba)  

  

Archiving Fee, (one-time payment) /  
Poplatok za archiváciu, (jednorázová platba)  

  

 
 

VISIT /  

VISIT AMOUNT 

INCLUDING OVERHEAD 

(EURO ( ))/ 

VRÁTANE 

PREVÁDZKOVÝCH 

 

 
 
 

Percentage distribution /  
Percentuálne rozdelenie 

 

 
 

INSTITUTION 
(XX%) 

/ 
zdravotnícke 

zariadenie (XX%) 

 
 

INVESTIGATOR 
(XX%) 

/ 
XX%) 

BASELINE - (WEEK 8 OF INDUCTION STUDIES) $/ 
V  (8. 

)$  

  

WEEK 4 / 4.   

  

WEEK 12 / 12.   

  

WEEK 20 / 20.   

  

WEEK 28 / 28.   

  

WEEK 36 / 36.   

  

WEEK 44 / END OF TREATMENT/EARLY TERMINATION/ 
 44. /   
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SAFETY VISIT/END OF STUDY /  
B /   

  

TOTAL COST PER PATIENT - PART 1 / CELKOVÉ 

NÁKLADY NA PACIENTA  1   

  

WEEK 8 (PART 2) */  
8. (2.  *  

  

TOTAL COST PER PATIENT - PART 2 / CELKOVÉ 

NÁKLADY NA PACIENTA  2 
  

  

RELAPSE CONFIRMATION VISIT& /  
N &  

  

MONTHLY PREGNANCY TEST ***/ 
M TEHOTENSKÝ TEST***  

  

UNSCHEDULED VISIT*****/ 
N *****  

  

PHONE CALL/VIDEO CALL**/ 
TELEFONÁT/VIDEOHOVOR**  

  

HOME VISIT #/ 
D #  

  

 
$ W0/D1 BASELINE OF THE MAINTENANCE STUDY CAN TAKE PLACE RIGHT AFTER W8/EOT VISIT OF THE INDUCTION STUDIES AND 

ASSESSMENTS PERFORMED AT THE W8 VISIT DO NOT NEED TO BE REPEATED AT BASELINE W0. 
$ V 0  1 (D1) T8/NA 

(EOT) T8 EJ 

T0. 
 
* WEEK 8 VISIT IS APPLICABLE ONLY TO PATIENTS IN PART 2. / * N 8. HUJE LEN NA PACIENTOV V 2. 
 
** IN CASE THE STUDY DRUG IS SHIPPED DIRECTLY TO PATIENT'S HOME THE SITE SHOULD PERFORM A PHONE/VIDEO CALL WITH THE 

SUBJECT TO REVIEW SAFETY CONCERNS. / 
 ** A , PRACOVISKO MUSÍ 

TELEFONÁT/VIDEOHOVOR A . 
 
*** MONTHLY PREGNANCY TEST IS APPLICABLE ONLY TO WOMEN OF CHILDBEARING POTENTIAL. /  
*** M  . 
  
****UNSCHEDULED VISIT CAN OCCUR MORE THAN ONCE. FOR SUBJECTS JOINING PART #2 AFTER RELAPSE IN PART #1, IF THERE IS 

NO SCHEDULED VISIT WITHIN 4 WEEKS (+/- 2 WEEKS), A SITE VISIT SHOULD BE PERFORMED 4 WEEKS LATER AS AN UNSCHEDULED 

VISIT. /  
**** N , KTORÉ SA PRIPOJA K 2 PO RECIDÍVE 

V 1. AK SA V PRIEBEHU 4 (+/-2 ) , 
 4 .  

 
# UNDER SPECIAL CIRCUMSTANCES (E.G. COVID-19 PANDEMIC) HOME HEALTHCARE VISITS CAN BE PERFORMED, EITHER BY SITE 

STAFF OR BY A VENDOR. IN CASE THE HOME VISIT IS PERFORMED BY SITE STAFF, SITES SHOULD INVOICE APPLICABLE PROCEDURES 

THAT WILL BE PERFORMED. /  
# ZA OSOBITNÝCH OKOLNOSTÍ (NAPRÍKLAD PANDÉMIA OCHORENIA COVID-19) 
ZDRAVOTNEJ STAROSTLIVOSTI A , . V PRÍPADE, 
VYKONÁ PERSONÁL PRACOVISKA, PRAC , KTORÉ BUDÚ VYKONANÉ. 
 
& IF DISEASE WORSENING DEFINITION IS MET DURING ENDOSCOPY AT RCV VISIT, THE PATIENT WILL BE TERMINATED FROM THE 

STUDY AND WILL UNDERGO EOT VISIT. ENDOSCOPY IMAGES FOR CENTRAL READER AND BIOPSY HANDLING/SHIPPING WILL BE 

REIMBURSED AS PART OF THE EOT VISIT. /  
& A RCV , 
A EOT. E  MANIPULÁCIA S BIOPSIOU/PREPRAVA 

EOT. 
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CONDITIONAL PROCEDURES (WITH INVOICE) /  
POSTUPY VYKONÁVANÉ  POTREBY (NA FAKTÚRU) :   
 

Conditional Procedure /  
 

Conditional 
Procedure 

amount 
 

Suma postupov 
vykonávaných 

 

Distribution of payments/  
Rozdelenie platieb 

 
INSTITUTION 

(XX%) 
 / 

zdravotnícke 
zariadenie (XX%) 

INVESTIGATOR 
(XX%) 

/ 
 

(XX%) 
Pregnant Partner ICF /  
Formulár informovaného súhlasu pre 
tehotnú partnerku 

 
  

Single 12-lead ECG: Includes tracing, 
interpretation and report  

 

 

  

Echocardiography, transthoracic, real-
time with image documentation (2D) , 
includes M-mode recording, when 
performed, complete, with spectral 
Doppler echocardiography, and with 
color flow Doppler echocardiography  

 

 

  

Transmission of 
endoscopy/echocardiography data to 
central reader - Per Copy - for 
Echocardiography at EOS if performed 
for patients in cardiac sub-study who 
discontinue early and in case of retest; 
and for endoscopy / 

 
 

 

  

Complete physical examination: 
Includes a comprehensive physical 
examination; one set of vital signs; 
weight; Extra Intenstinal Manifestations 
when applicable  
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Stool sample collection for central 
laboratory (fecal calprotectin) - 

 
 

 

  

Blood draw, phlebotomy, routine 
venipuncture for collection of 
specimen(s), for central laboratory 
(serum pregnancy test  if applicable, 
High sensitive Troponin, CPK blood 
levels, NT-proBNP, Hematology, 
Biochemistry, Cytokines, miRNA  all as 
applicable) simple: Includes preparation 
of specimen; Blood Sampling 

 

 

  

Liver function panel/Biochemistry: 
Includes Albumin; Bilirubin; Phosphatase, 
alkaline; Protein, total; Transferase, 
alanine amino (ALT) (SGPT); 
Transferase, aspartate amino (AST) 
(SGOT) (local lab)  

 

 

  

Liver function panel/Biochemistry: 
Lipase (local lab) 
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Cardiac function monitoring: 
Natriuretic peptide, brain nucleic peptide 
(BNP), substance P; NT Pro BNP (local 
lab)  

 

 

  

Cardiac function monitoring: 
Troponin, quantitative; Cardiac Troponin 
I (cTnI), Cardiac Troponin T (cTnT) 
(local lab)  

 

 

  

Cardiac function monitoring: 
Creatine kinase (CK) (CPK); total (local 
lab)  

 

 

  

Urine collection for local laboratory 
(urine pregnancy test) 

 

 

  

Urine pregnancy test; by visual color 
comparison methods (local lab)  

 

 

  

Lab handling and/or shipping of 
specimen(s) to central laboratory, simple 
 

 

 

 

  

Colonoscopy, flexible; with biopsy, 
single or multiple - 

 
Kolonoskopia, flexibilná; s biopsiou, 

jednoduchá alebo viacnásobná  
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Patient reimbursement - 
Inconvenience fee, colonoscopy / 

 
  

  

Patient Travel - Per Visit 
(accompanying person), 
colonoscopy/ 

  

  

Sigmoidoscopy, flexible; diagnostic, with 
biopsy; single or multiple 

Sigmoidoskopia, flexibilná, diagnostická, 
s biopsiou, jednoduchá alebo 
viacnásobná  

 

 

  

Biopsy; Preparation of the samples 
including shipping and handling to 
central laboratory/ 

 

 

  

Daily Facility Charge  Per Day  

Denný poplatok za zariadenie   

 

 

  

Office consultation with a specialist 
including a detailed history and physicial 
examination 

vrátane podrobnej anamnézy a 

 
 

 

  

Headache Questionnaire; self-
administered  
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Computerized axial tomography, 
abdomen, abdominal (Cat Scan) (CT 
Scan); with contrast material(s) 

kontrastnou látkou  

 
 

 

  

Interpretation and Report; Computerized 
axial tomography, abdomen, abdominal 
(Cat Scan) (CT Scan); with contrast 
material(s)/ 

 

 

  

Magnetic resonance imaging, abdomen, 
abdominal (MRI); without contrast 
material(s) (eg, proton)  

 

 

 

  

Interpretation and Report; Magnetic 
resonance imaging, abdomen, abdominal 
(MRI); without contrast material(s) (eg, 
proton)/ 

 

 

  

Magnetic resonance imaging, abdomen, 
abdominal (MRI); with contrast 
material(s) (eg, proton)  

Zobrazenie magnetickou rezonanciou, 

kontrastnou látkou (napr. protónovou)  

 

 

  

Ultrasound, abdomen, abdominal 
(echography) (uls), real time and image 
documentation complete 

a kompletná obrazová dokumentácia  

 

 

  

Interpretation and Report; Ultrasound, 
abdomen, abdominal (echography) (uls)/ 

 

   



Slovakia Clinical Trial Agreement template-INV &(priv) INST_  
based on IQVIA Global template 1 May 2019 
ABIVAX 
Protocol number: ABX464-107 
Project code: ZZA92074 
PI: Peter Lietava, MD 
 
  
CONFIDENTIAL                                             Page 18 of  21                                                   DÔVERNÉ                         Strana 18 z 21 
 

 

Inflammatory Bowel Disease 
Questionnaire (IBDQ), self-administered 
  Dotazník o 

 

 

 

  

European Quality of Life Questionnaire 
(EuroQol) (EQ-5D); self-administered  

  
 

 

 

  

Work Productivity and Activity 
Impairment Questionnaire (WPAI); self-
administered  

  
 

 

  

Previous and Concomitant medications - 
for Home visit if needed/ 

 

   

Adverse events - for Home visit if 
needed/ 

 
 

   

eDiary Collection and Monitoring/Review 
 Per Visit  

Získavanie a monitorovanie/kontrola 
elektronického denníka (eDiary)  za 

  
 

 

  

Re-consent, Informed consent performed 
again with the same patient/ 

 

 

  

Serious adverse events (SAE)/Adverse 
Events of Special Interest (AESI)/ 

 

 

  

ONLY ONE OPTION SHOULD BE INVOICED PER EACH PROCEDURE / P
JEDNA : 

Anesthesia for lower intestinal 
endoscopic procedures, endoscope 
introduced distal to duodenum; not 
otherwise specified (Per 30 minutes)  
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Anesthesia for lower intestinal 
endoscopic procedures, endoscope 
introduced distal to duodenum; not 
otherwise specified (Per 45 minutes)  

 

 

  

ONLY IN UNEXPECTED SITUATIONS (INCLUDING HOME VISITS AND IP HOME DISPENSATION) / 
SITUÁCIÁCH ( ): 

Hematology: includes measurement of 
erythrocytes (red blood cells or RBC), 
leukocytes (white blood cells or WBC), 
hemoglobin, hematocrit (volume of 
packed red blood cells or VPRC), platelet 
or thrombocyte count, and indices (mean 
corpuscular hemoglobin or MCH, mean 
corpuscular hemoglobin concentration or 
MCHC, mean corpuscular volume or 
MCV, and red cell distribution width or 
RDW). Includes automated differential of 
the white blood cells: neutrophils or 
granulocytes, lymphocytes, monocytes, 
eosinophils, and basophils (local lab)/ 

 

 

  

Hematology: International Normalized 
Ratio (INR) (local lab)/ 

 

 

  

Hematology: Clotting; factor I, 
fibrinogen (local lab)/ 

 

 

  

Hematology: Clotting; factor II, 
prothrombin, specific (local lab)/ 
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Biochemistry: Includes Calcium; 
Chloride; Creatinine; Glucose; Potassium; 
Sodium; Urea Nitrogen (BUN) (local lab)/ 
Biochémia: 
kreatinín, glukózu, draslík, sodík, dusík 

 

 

  

Biochemistry: Phosphorus inorganic 
(phosphate) (PO4); blood, serum (local 
lab)/ 

 

 

  

Biochemistry: Amylase (local lab)/ 

 

   

Biochemistry: Glutamyl transferase, 
gamma (GGT) (GGTP) (local lab)/ 
Biochémia: gama-glutamyltransferáza 
(GGT) (GGTP) (miestne laboratórium) 

 

  

Biochemistry: Lactate dehydrogenase 
(LD) (LDH) (local lab)/ 

 
 

  

Biochemistry: Creatinine clearance; 
blood, serum (local lab)/ 

  

  

Biochemistry: Includes Total 
Cholesterol; Lipoprotein, high density 
cholesterol (HDL cholesterol); 
Lipoprotein, low density cholesterol (LDL 
Cholesterol); Triglycerides (local lab)/ 

 

 

  

Serum pregnancy, gonadotropin 
chorionic (hCG) (BetahCG); quantitative 
 

 

 

  

Gonadotropin: follicle stimulating 
hormone (FSH)  

 

 

  

Serology: Includes Hepatitis B core 
antibody (HbcAb) IgM antibody; 
Hepatitis B surface antigen (HbsAg); 
Hepatitis C antibody (local lab)/ 
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Serology: Infectious agent detection by 
nucleic acid (DNA or RNA); hepatitis B 
virus, amplified probe technique (local 
lab)/ 
Sérológia
pomocou nukleovej kyseliny (DNA alebo 
RNA), technika amplifikovanej sondy pre 
vírus hepatitídy B (miestne laboratórium) 

 

  

Serology: Infectious agent detection by 
nucleic acid (DNA or RNA); hepatitis B 
virus, amplified probe technique (local 
lab)/ 

 

 

  

Serology: Antibody; HIV-1 and HIV-2, 
single assay (local lab)/ 
Sérológia: HIV-1 a HIV-2, jeden test 
(miestne laboratórium) 

 
  

 


