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EXHIBIT C / PRÍLOHA C 

BUDGET/ ROZPOČET 

INSTITUTION/ ZDRAVOTNICKIE ZARADIENIE 

 

 

 

PI: Krastev

Site:  SL01

Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 4 Visit 5

Day 2

Day 7              

or on 

discharge

Day 30 At 

Hospital

Day 60 at 

Hospital
Day 90 EOS

Baseline
Infusion         (6 

hr IV infusion) 

24 hours ± 

3 hrs
 ± 3 days  ± 3 days  ± 7 days  ± 7 days

Informed Consent 10 10 10

Eligibility criteria 10 10 10

Medical History with Demographics 14 14 14

Clinical evaluation (at Screening) 20 20 20

Clinical evaluation (all other visits) 10 10 10 10 10 10 52 10 10

Concomitant Medication 4 4 4 4 4 4 4 23 4 4

IV Line insertion 15 15 15

IP/Placebo IV administration (infusion up to 1 hour) 21 21 21

IP/Placebo IV administration (infusion each additional hour) 9 44 44

NIHSS 4 4 7 4 14

mRS 4 4 4 4 11 4 4

Blood draw for Central lab analysis (ADA) 7 7 7 13

Lab handling/shipping of blood samples for ADA to Central lab 5 5 5 9

EQ-5D-5L 3 3 3

12-lead ECG: Includes tracing, interpretation and report 15 15 15 15 45

Vital Signs 9 19 113 75 9 9 225

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 3 3 3 3 3 13

Hematology: Hemoglobin and Platelet count (local lab) 4 4 4 4 4 14

Coagulation: INR/aPTT (local lab) 9 9 9 9 9 34

Biochemistry: Serum creatinine (local lab) 3 3 3 3 3 13

Biochemistry: GFR (local lab) 3 3 3 3 3 13

Biochemistry: Serum glucose (local lab) 3 3 3 3 3 11

Urine collection for Local labs (Urinalysis) 2 2 2

Urinalysis (local lab) 2 2 2

Adverse Event / SAE 5 5 5 5 5 5 5 30 5 5

Study Coordinator Fee [includes IxRS (randomization & kit allocation)] 14 14 14 14 14 14 14 83 3 3

Data Entry Fee 5 5 5 5 5 5 5 31 1 1

Principal Investigator Fee 25 25 25 25 25 99

Pharmacy Fee -  Preparation/Dispensation of IP/Placebo 10 10 10

Subtotal: 186 209 182 98 42 42 131 889 28 28

Overhead 17% 31.56 35.59 30.90 16.58 7.14 7.14 22.21 151.11 4.71 4.71

217.18 244.97 212.65 114.08 49.12 49.12 152.87 1,040.00 32.40 32.40

195.46 220.47 191.39 102.67 44.21 44.21 137.58 936.00 29.16 29.16

21.72 24.50 21.27 11.41 4.91 4.91 15.29 104.00 3.24 3.24

Day 30 

Telemedecine

Day 60 

Telemedecine

Payment at 90%

10% Withholding

SLOVAKIA

Procedures & Assessments

ITEM COST

(EURO)

Visit 1

Item Total
Day 1
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Tereza.Dedkova
Highlight

Tereza.Dedkova
Highlight
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INVOICEABLE ITEMS COST FREQUENCY

IRB/EC Fees Invoice As Needed

Study Start-Up Fee 1,500.00 1x, at completion of SIV

Document Storage / Record Retention 1,500.00 1x, at COV

Reconsent Fee 4.44 As Needed

INVESTIGATION FEE above 5 patients included 104.00

per included Study 

Subject, from the 1st 

Study Subject included

Urine Pregnancy Test 3.97 As Needed; per protocol

*Baseline CTA 352.87 As Needed; per protocol

*Interpretation and report: Baseline CTA 108.58 As Needed; per protocol

*Baseline MRA (with contrast material) 509.18 As Needed; per protocol

*Interpretation and Report; Baseline MRA (with contrast material) 94.54 As Needed; per protocol

*24 hrs imaging: Plain CT-scan (without contrast material) 273.31 As Needed; per protocol

*Interpretation and Report; 24 hrs imaging: Plain CT-scan (without contrast material) 62.71 As Needed; per protocol

*24 hrs imaging: MRI (without contrast material) 561.60 As Needed; per protocol

*Interpretation and Report; MRI (without contrast material) 94.54 As Needed; per protocol

mTICI 14.98 As Needed; per protocol

12-lead ECG: Includes tracing, interpretation and report 12.63 As Needed; per protocol

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 2.80 As Needed; per protocol

Unscheduled Procedures/Visits (for safety, abnormal test results, and/or additional 

procedures/visits per Protocol will be paid per procedure(s) performed plus staff fees, 

overhead, and subject reimbursement) Invoice As Needed

Treatment failure after randomization 78.62 for any treatment failure

* Invoice only if performed solely within the clinical study

Tereza.Dedkova
Highlight
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PRINCIPAL INVESTIGATOR/ HLAVNÝ SKÚŠAJÚCÍ 

 

 

 
 

 

 

 

PI: Krastev

Site:  SL01

Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 4 Visit 5

Day 2

Day 7              

or on 

discharge

Day 30 At 

Hospital

Day 60 at 

Hospital
Day 90 EOS

Baseline
Infusion         (6 

hr IV infusion) 

24 hours ± 

3 hrs
 ± 3 days  ± 3 days  ± 7 days  ± 7 days

Informed Consent 13 13 13

Eligibility criteria 13 13 13

Medical History with Demographics 17 17 17

Clinical evaluation (at Screening) 24 24 24

Clinical evaluation (all other visits) 13 13 13 13 13 13 63 13 13

Concomitant Medication 5 5 5 5 5 5 5 28 5 5

IV Line insertion 18 18 18

IP/Placebo IV administration (infusion up to 1 hour) 25 25 25

IP/Placebo IV administration (infusion each additional hour) 11 53 53

NIHSS 4 4 9 4 17

mRS 4 4 4 4 13 4 4

Blood draw for Central lab analysis (ADA) 8 8 8 16

Lab handling/shipping of blood samples for ADA to Central lab 6 6 6 11

EQ-5D-5L 4 4 4

12-lead ECG: Includes tracing, interpretation and report 18 18 18 18 54

Vital Signs 11 23 135 90 11 11 270

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 4 4 4 4 4 16

Hematology: Hemoglobin and Platelet count (local lab) 4 4 4 4 4 17

Coagulation: INR/aPTT (local lab) 10 10 10 10 10 41

Biochemistry: Serum creatinine (local lab) 4 4 4 4 4 16

Biochemistry: GFR (local lab) 4 4 4 4 4 16

Biochemistry: Serum glucose (local lab) 3 3 3 3 3 13

Urine collection for Local labs (Urinalysis) 2 2 2

Urinalysis (local lab) 3 3 3

Adverse Event / SAE 6 6 6 6 6 6 6 36 6 6

Study Coordinator Fee [includes IxRS (randomization & kit allocation)] 17 17 17 17 17 17 17 99 4 4

Data Entry Fee 6 6 6 6 6 6 6 38 2 2

Principal Investigator Fee 30 30 30 30 30 119

Pharmacy Fee -  Preparation/Dispensation of IP/Placebo 12 12 12

Subtotal: 223 251 218 117 50 50 157 1,067 33 33

Overhead 17% 37.87 42.71 37.08 19.89 8.57 8.57 26.65 181.33 5.65 5.65

260.61 293.97 255.18 136.90 58.95 58.95 183.44 1,248.00 38.88 38.88

234.55 264.57 229.67 123.21 53.05 53.05 165.09 1,123.20 34.99 34.99

26.06 29.40 25.52 13.69 5.89 5.89 18.34 124.80 3.89 3.89

Day 30 

Telemedecine

Day 60 

Telemedecine

Payment at 90%

10% Withholding

SLOVAKIA

Procedures & Assessments

ITEM COST

(EURO)

Visit 1

Item Total
Day 1
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INVOICEABLE ITEMS COST FREQUENCY

Reconsent Fee 5.33 As Needed

INVESTIGATION FEE above 5 Study Subjects included 124.80

per included patient, 

from the 1st patient 

included

Urine Pregnancy Test 4.77 As Needed; per protocol

12-lead ECG: Includes tracing, interpretation and report 15.16 As Needed; per protocol

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 3.37 As Needed; per protocol

Subject Travel Expense Reimbursement 35.00 Per visit

Unscheduled Procedures/Visits (for safety, abnormal test results, and/or additional 

procedures/visits per Protocol will be paid per procedure(s) performed plus staff fees, 

overhead, and subject reimbursement) Invoice As Needed

Treatment failure after randomization 94.34 for any treatment failure

Tereza.Dedkova
Highlight
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SUB-INVESTIGATOR/  SPOLU- SKÚŠAJÚCÍ MAKO 

 

 

 

 

PI: Krastev

Site:  SL01

Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 4 Visit 5

Day 2

Day 7              

or on 

discharge

Day 30 At 

Hospital

Day 60 at 

Hospital
Day 90 EOS

Baseline
Infusion         (6 

hr IV infusion) 

24 hours ± 

3 hrs
 ± 3 days  ± 3 days  ± 7 days  ± 7 days

Informed Consent 17 17 17

Eligibility criteria 17 17 17

Medical History with Demographics 23 23 23

Clinical evaluation (at Screening) 31 31 31

Clinical evaluation (all other visits) 17 17 17 17 17 17 84 17 17

Concomitant Medication 6 6 6 6 6 6 6 37 6 6

IV Line insertion 24 24 24

IP/Placebo IV administration (infusion up to 1 hour) 33 33 33

IP/Placebo IV administration (infusion each additional hour) 14 71 71

NIHSS 6 6 11 6 23

mRS 6 6 6 6 17 6 6

Blood draw for Central lab analysis (ADA) 11 11 11 21

Lab handling/shipping of blood samples for ADA to Central lab 8 8 8 15

EQ-5D-5L 5 5 5

12-lead ECG: Includes tracing, interpretation and report 24 24 24 24 72

Vital Signs 15 30 180 120 15 15 361

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 5 5 5 5 5 21

Hematology: Hemoglobin and Platelet count (local lab) 6 6 6 6 6 23

Coagulation: INR/aPTT (local lab) 14 14 14 14 14 55

Biochemistry: Serum creatinine (local lab) 5 5 5 5 5 21

Biochemistry: GFR (local lab) 5 5 5 5 5 21

Biochemistry: Serum glucose (local lab) 4 4 4 4 4 18

Urine collection for Local labs (Urinalysis) 3 3 3

Urinalysis (local lab) 4 4 4

Adverse Event / SAE 8 8 8 8 8 8 8 48 8 8

Study Coordinator Fee [includes IxRS (randomization & kit allocation)] 22 22 22 22 22 22 22 133 6 6

Data Entry Fee 8 8 8 8 8 8 8 50 2 2

Principal Investigator Fee 40 40 40 40 40 159

Pharmacy Fee -  Preparation/Dispensation of IP/Placebo 15 15 15

Subtotal: 297 335 291 156 67 67 209 1,422 44 44

Overhead 17% 50.49 56.95 49.44 26.52 11.42 11.42 35.54 241.78 7.53 7.53

347.49 391.96 340.25 182.53 78.60 78.60 244.58 1,664.00 51.84 51.84

312.74 352.76 306.22 164.28 70.74 70.74 220.13 1,497.60 46.65 46.65

34.75 39.20 34.02 18.25 7.86 7.86 24.46 166.40 5.18 5.18

Day 30 

Telemedecine

Day 60 

Telemedecine

Payment at 90%

10% Withholding

SLOVAKIA

Procedures & Assessments

ITEM COST

(EURO)

Visit 1

Item Total
Day 1
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INVOICEABLE ITEMS COST FREQUENCY

Reconsent Fee 7.11 As Needed

Urine Pregnancy Test 6.36 As Needed; per protocol

12-lead ECG: Includes tracing, interpretation and report 20.22 As Needed; per protocol

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 4.49 As Needed; per protocol

Unscheduled Procedures/Visits (for safety, abnormal test results, and/or additional 

procedures/visits per Protocol will be paid per procedure(s) performed plus staff fees, 

overhead, and subject reimbursement) Invoice As Needed

Treatment failure after randomization 125.79 for any treatment failure

Tereza.Dedkova
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SUB-INVESTIGATOR/  SPOLU- SKÚŠAJÚCÍ CISÁR 

 

 

 

 
 

 

PI: Krastev

Site:  SL01

Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 4 Visit 5

Day 2

Day 7              

or on 

discharge

Day 30 At 

Hospital

Day 60 at 

Hospital
Day 90 EOS

Baseline
Infusion         (6 

hr IV infusion) 

24 hours ± 

3 hrs
 ± 3 days  ± 3 days  ± 7 days  ± 7 days

Informed Consent 13 13 13

Eligibility criteria 13 13 13

Medical History with Demographics 17 17 17

Clinical evaluation (at Screening) 24 24 24

Clinical evaluation (all other visits) 13 13 13 13 13 13 63 13 13

Concomitant Medication 5 5 5 5 5 5 5 28 5 5

IV Line insertion 18 18 18

IP/Placebo IV administration (infusion up to 1 hour) 25 25 25

IP/Placebo IV administration (infusion each additional hour) 11 53 53

NIHSS 4 4 9 4 17

mRS 4 4 4 4 13 4 4

Blood draw for Central lab analysis (ADA) 8 8 8 16

Lab handling/shipping of blood samples for ADA to Central lab 6 6 6 11

EQ-5D-5L 4 4 4

12-lead ECG: Includes tracing, interpretation and report 18 18 18 18 54

Vital Signs 11 23 135 90 11 11 270

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 4 4 4 4 4 16

Hematology: Hemoglobin and Platelet count (local lab) 4 4 4 4 4 17

Coagulation: INR/aPTT (local lab) 10 10 10 10 10 41

Biochemistry: Serum creatinine (local lab) 4 4 4 4 4 16

Biochemistry: GFR (local lab) 4 4 4 4 4 16

Biochemistry: Serum glucose (local lab) 3 3 3 3 3 13

Urine collection for Local labs (Urinalysis) 2 2 2

Urinalysis (local lab) 3 3 3

Adverse Event / SAE 6 6 6 6 6 6 6 36 6 6

Study Coordinator Fee [includes IxRS (randomization & kit allocation)] 17 17 17 17 17 17 17 99 4 4

Data Entry Fee 6 6 6 6 6 6 6 38 2 2

Principal Investigator Fee 30 30 30 30 30 119

Pharmacy Fee -  Preparation/Dispensation of IP/Placebo 12 12 12

Subtotal: 223 251 218 117 50 50 157 1,067 33 33

Overhead 17% 37.87 42.71 37.08 19.89 8.57 8.57 26.65 181.33 5.65 5.65

260.61 293.97 255.18 136.90 58.95 58.95 183.44 1,248.00 38.88 38.88

234.55 264.57 229.67 123.21 53.05 53.05 165.09 1,123.20 34.99 34.99

26.06 29.40 25.52 13.69 5.89 5.89 18.34 124.80 3.89 3.89

Day 30 

Telemedecine

Day 60 

Telemedecine

Payment at 90%

10% Withholding

SLOVAKIA

Procedures & Assessments

ITEM COST

(EURO)

Visit 1

Item Total
Day 1
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Highlight
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RADILOGIST/RADIOLOG KLEPANEC 

 
 

 

  

INVOICEABLE ITEMS COST FREQUENCY

Reconsent Fee 5.33 As Needed

Urine Pregnancy Test 4.77 As Needed; per protocol

12-lead ECG: Includes tracing, interpretation and report 15.16 As Needed; per protocol

Blood draw for Local labs (Hematology; Coagulation; Biochemistry) 3.37 As Needed; per protocol

Unscheduled Procedures/Visits (for safety, abnormal test results, and/or additional 

procedures/visits per Protocol will be paid per procedure(s) performed plus staff fees, 

overhead, and subject reimbursement) Invoice As Needed

Treatment failure after randomization 94.34 for any treatment failure

INVOICEABLE ITEMS COST FREQUENCY

*Baseline CTA 26.47 As Needed; per protocol

*Interpretation and report: Baseline CTA 8.14 As Needed; per protocol

*Baseline MRA (with contrast material) 38.19 As Needed; per protocol

*Interpretation and Report; Baseline MRA (with contrast material) 7.09 As Needed; per protocol

*24 hrs imaging: Plain CT-scan (without contrast material) 20.50 As Needed; per protocol

*Interpretation and Report; 24 hrs imaging: Plain CT-scan (without contrast material) 4.70 As Needed; per protocol

*24 hrs imaging: MRI (without contrast material) 42.12 As Needed; per protocol

*Interpretation and Report; MRI (without contrast material) 7.09 As Needed; per protocol

mTICI 1.12 As Needed; per protocol

* Invoice only if performed solely within the clinical study

Tereza.Dedkova
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RADILOGIST/RADIOLOG BAVÚZOVÁ 
 

 

 

RADILOGIST/RADIOLOG HARŠÁNY 
 

 

 

INVOICEABLE ITEMS COST FREQUENCY

*Baseline CTA 22.05 As Needed; per protocol

*Interpretation and report: Baseline CTA 6.79 As Needed; per protocol

*Baseline MRA (with contrast material) 31.82 As Needed; per protocol

*Interpretation and Report; Baseline MRA (with contrast material) 5.91 As Needed; per protocol

*24 hrs imaging: Plain CT-scan (without contrast material) 17.08 As Needed; per protocol

*Interpretation and Report; 24 hrs imaging: Plain CT-scan (without contrast material) 3.92 As Needed; per protocol

*24 hrs imaging: MRI (without contrast material) 35.10 As Needed; per protocol

*Interpretation and Report; MRI (without contrast material) 5.91 As Needed; per protocol

mTICI 0.94 As Needed; per protocol

* Invoice only if performed solely within the clinical study

INVOICEABLE ITEMS COST FREQUENCY

*Baseline CTA 22.05 As Needed; per protocol

*Interpretation and report: Baseline CTA 6.79 As Needed; per protocol

*Baseline MRA (with contrast material) 31.82 As Needed; per protocol

*Interpretation and Report; Baseline MRA (with contrast material) 5.91 As Needed; per protocol

*24 hrs imaging: Plain CT-scan (without contrast material) 17.08 As Needed; per protocol

*Interpretation and Report; 24 hrs imaging: Plain CT-scan (without contrast material) 3.92 As Needed; per protocol

*24 hrs imaging: MRI (without contrast material) 35.10 As Needed; per protocol

*Interpretation and Report; MRI (without contrast material) 5.91 As Needed; per protocol

mTICI 0.94 As Needed; per protocol

* Invoice only if performed solely within the clinical study

Tereza.Dedkova
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RADILOGIST/RADIOLOG HOFERICA 

 

 

 
 

INVOICEABLE ITEMS COST FREQUENCY

*Baseline CTA 17.64 As Needed; per protocol

*Interpretation and report: Baseline CTA 5.43 As Needed; per protocol

*Baseline MRA (with contrast material) 25.46 As Needed; per protocol

*Interpretation and Report; Baseline MRA (with contrast material) 4.73 As Needed; per protocol

*24 hrs imaging: Plain CT-scan (without contrast material) 13.67 As Needed; per protocol

*Interpretation and Report; 24 hrs imaging: Plain CT-scan (without contrast material) 3.14 As Needed; per protocol

*24 hrs imaging: MRI (without contrast material) 28.08 As Needed; per protocol

*Interpretation and Report; MRI (without contrast material) 4.73 As Needed; per protocol

mTICI 0.75 As Needed; per protocol

* Invoice only if performed solely within the clinical study
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