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Standard symbols (ISO 15223-1 2021) 

Symbol Description of symbol 

 

 

 

 

 

 

 

 

 

 

77°F 
25°C 

59°F 
15°C 
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Non-standard symbols 

Symbol Description of symbol 
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English-en 
Instructions for use 

1. Device description 

 
 

 

 

 

1.1 Percutaneous transluminal angioplasty (PTA) catheter 
The Stellarex 0.035” OTW drug-coated angioplasty balloon (Stellarex balloon) consists of an over-the-wire (OTW) dual lumen catheter with a distally mounted semi-compliant infatable balloon and an atraumatic tapered tip. The 
balloon is coated with a proprietary coating containing the drug paclitaxel. 
The catheter is compatible with a 0.035” (0.89 mm) guide wire. Each device has a protective sheath over the drug-coated balloon portion of the catheter. A compliance chart is included on the product label for each device. The 
balloon has two radiopaque markers for positioning the balloon relative to the treatment area. The radiopaque marker bands indicate the working length of the balloon and facilitate fuoroscopic visualization during delivery and 
placement. The paclitaxel coating covers the working length of the balloon body. 

1.2  

 

Active pharmaceutical ingredient (API) – paclitaxel 

 H   
 

 

Figure 1.  Paclitaxel chemical structure 

Excipient – polyethylene glycol 8000 

 

Figure 2.  PEG chemical structure 
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1.3 Product matrix and paclitaxel content 

Available balloon diameters (mm) and lengths (mm) 

 

      

 X X X X X X 

 X X X X X X 

 X X X X X X

 

X 

X 

X 

Balloon drug coating (EnduraCoat) 
 

 

Catheter design  

Usable catheter lengths  

Balloon inflation pressure 

Nominal balloon pressure 

 

      

      
 

      

      
 

      

      
 

      

 

 
 

 
 

 
 

Rated burst pressure 

 

      

      
 

      

      
 

      

      
 

      

 

 
 

 
 

 
 

Minimum introducer sheath compatibility 

   

  

   

  

Guide wire compatibility  
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Product codes and paclitaxel content 

Product code (80 cm usable 
catheter length) 

Product code (135 cm 
usable catheter length) 

Nominal balloon 
diameter (mm) 

Nominal balloon 
length (mm) 

Nominal 
paclitaxel content 

(μg) 

AB35SX040040080 AB35SX040040135 4 40 1124 

AB35SX040060080 AB35SX040060135 4 60 1674 

AB35SX040080080 AB35SX040080135 4 80 2211 

AB35SX040100080 AB35SX040100135 4 100 2759 

AB35SX040120080 AB35SX040120135 4 120 3307 

AB35SX040150080 AB35SX040150135 4 150 4161 

AB35SX040200080 AB35SX040200135 4 200 5428 

AB35SX050040080 AB35SX050040135 5 40 1335 

AB35SX050060080 AB35SX050060135 5 60 1998 

AB35SX050080080 AB35SX050080135 5 80 2636 

AB35SX050100080 AB35SX050100135 5 100 3245 

AB35SX050120080 AB35SX050120135 5 120 3880 

AB35SX050150080 AB35SX050150135 5 150 4882 

AB35SX050200080 AB35SX050200135 5 200 6443 

AB35SX060040080 AB35SX060040135 6 40 1619 

AB35SX060060080 AB35SX060060135 6 60 2410 

AB35SX060080080 AB35SX060080135 6 80 3174 

AB35SX060100080 AB35SX060100135 6 100 3957 

AB35SX060120080 AB35SX060120135 6 120 4721 

AB35SX060150080 AB35SX060150135 6 150 5911 

AB35SX060200080 AB35SX060200135 6 200 7812 

2. Indications for use 
 

 

3. Contraindications 
 

•  

•  

•  

•  

•  

4. Warnings 
• A signal for increased risk of late mortality has been identified following the use of paclitaxel-coated balloons and paclitaxel-eluting stents for femoropopliteal arterial disease beginning approximately 2-3 years post-

treatment compared with the use of non-drug coated devices. There is uncertainty regarding the magnitude and mechanism for the increased late mortality risk, including the impact of repeat paclitaxel-coated device 
exposure. Physicians should discuss this late mortality signal and the benefits and risks of available treatment options with their patients. See section 11.1 for further information. 

• sterile  

• 
 

•  

•  

•  

•  

•  

5. Precautions 
•  

•  

•  

•  

•  

• 
 

• 
 

•  

•  

•  

•  

•  

•  

•  

• 
 

• 

 

•  

•  

•  
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• 
 

6. Pre-procedure and post-procedure medication regimen 

 

Pre-procedure 
•  

•  

Post-procedure 
•  

•  

 

7. Use in special populations 

 

 

 

 

 

8. Drug information 
8.1  

 

8.2 Metabolism 

 

  

 

 

  

 
 

9.  
 

•  •  

•  •  
 •   

• •  
•  •  
•  •  
•  •  
•  •  
•  •  
•  •  
•  •  
• •  
•  •  
•  •   

•  •  

 

•  •  

•  •  
 

 

•  •  

•  • 
 •  

•  • 
 •  

•  •  
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10. Patient counseling information 
 

•  

•  

•  

•  

•  

11. Summary of clinical studies 

11.1 Late mortality signal for paclitaxel-coated devices 

 

 

 

 

 

11.2 ILLUMENATE clinical studies 

 

11.3 ILLUMENATE Pivotal study 

  

 

11.3.2 Study design 

 

 

•  

•  

•  

•  

•  

•  

 

 

 H   0 DCB  

H   
 DCB  

 

 H  0 DCB 

 H DCB  

 

 
• 

 

•  

•  

•  

•  

•  

•  

•  

•  

•  

•  

• 
 

•  

•  

•  

•  

•  

•  

•  

9 

Page 36 of 112 



  

. 

Table 1.  Baseline demographics and medical history 

Characteristic Stellarex 035 DCB 
(N=200) 

PTA 
(N=100) 

p-valueª 

Clinical characteristics 

  
 

 
 

 

    

  
 

 
 

 

    

  

n    
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Angiographic lesion characteristic  Stellarex 035 DCB 
(N=200) 

PTA 
(N=100) 

 

  

   

   

  

   

   

   

   

   

    

    

    

    

    

  

   

   

   

  

   

   

   

    

 

 
   

    

Procedural characteristics 
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12 month (365 days ± 30 days) Stellarex 035 DCB PTA 
(N = 200) (N=100) 

   

  

  

 0 

 0 

 

   

   

   

   

 
 

 
 

 
 

 

  

. 
 

 

 

Outcome Stellarex 035 DCB 
(N = 200)3 

PTA 
(N=100)3 

Difference 
[95% CI]a 

p-valuea 
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Days 

Stellarex 035 DCB PTA 
(N=200) (N=100) 

At Number Event 95% Cl of At Number Event 95% Cl of Difference Log-rank 
risk with free event free risk with free event free [95% CI]  p-value 

event (%) event (%)
rate (%) rate (%) 

0  0    0    
 

  0    0    
 

           
 

          
 

          
 

 

11.3.5 Summary of serious adverse events 
t

 

 

Event  Stellarex 035 DCB 
(N=200) 

PTA 
(N=100) 

Not yet coded   

Not reported   

Suspicion of worsening of alcohol abuse   

Blood and lymphatic system disorders   

   

   

   

Cardiac disorders   

   

   

   

   

   

   

   

   

   

   

   

   

Congenital, familial and genetic disorders   

   

Endocrine disorders   

   

Eye disorders   

   

   

   

Gastrointestinal disorders   

   

   

   

   

Colitis   
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Event  Stellarex 035 DCB 
(N=200) 

PTA 
(N=100) 

   

   

   

   

   

   

   

   

   

   

   

General disorders and administration site conditions   

   

   

   

   

   

   

   

   

   

Hepatobiliary disorders   

   

   

   

   

   

Immune system disorders   

   

Infections and infestations   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Injury, poisoning and procedural complications   

   

   

Concussion   
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Event  Stellarex 035 DCB 
(N=200) 

PTA 
(N=100) 

   

   

   

   

   

   

   

   

Metabolism and nutrition disorders   

   

   

   

   

   

Musculoskeletal and connective tissue disorders   

   

   

   

   

   

   

   

   

   

Neoplasms benign, malignant and unspecified (incl cysts and polyps)   

   

   

   

   

   

   

   

Nervous system disorders   

   

   

   

   

   

   

Psychiatric disorders   

   

   

Renal and urinary disorders   

   

   

   

   

   

   

   

Reproductive system and breast disorders   

   

   

Respiratory, thoracic and mediastinal disorders   
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Event  Stellarex 035 DCB PTA 
(N=200) (N=100) 

   

   

   

Skin and subcutaneous tissue disorders   

   

   

   

   

Surgical and medical procedures   

   

   

   

   

   

Vascular disorders   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Total   
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Days 

Stellarex 035 DCB PTA 
(N=200) (N=100) 

At Number Event 95% Cl of At Number Event 95% Cl of Difference Log-rank 
risk with free event free risk with free event free [95% CI]  p-value 

event (%) event (%)
rate (%) rate (%) 

0          
 

          
 

          
 

          
 

          
 

 
 

 
 

 
 

11.3.6 Summary of secondary endpoints 

 

 

Major adverse events Stellarex 035 DCB 
(N=200)  

PTA 
(N=100)  

Difference 

    

    

    

    

Target lesion revascularization 

    

Clinically driven target vessel 
revascularization 

    

Arterial thrombosis of treated 
segment 

    

Death - all cause 

    

Acute success 
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11.3.7 Gender analysis 
 

 

 

Females 

Outcome Stellarex 035 DCB 
(N=88 subjects) 

PTA 
(N=36 subjects) 

Odds ratio 

    

 
 

   

Males 

Outcome Stellarex 035 DCB 
(N=112 subjects) 

PTA 
(N=64 subjects) 

Odds ratio 

    

 
 

   

 
 
 

 
 

 
 

 
 
 

 

  

 
 

 

Parameter N Mean Standard CV (%) Range   (Min, Max) 
deviation 

 
     

 

C       

T       

T       

 
 

  

11.4.1 ILLUMENATE European Union randomized controlled trial 

 

 
 

Safety endpoint Stellarex 035 DCB PTA Difference Endpoint 
(N subjects=219)  (N subjects=68)  

     

 
 

 
 

 

Efficacy endpoint Stellarex 035 DCB PTA Difference 
(N subjects=222) (N subjects=72)(N 
(N lesions=254)  lesions=79) 2 

    

 
 
 

 
 

 

18 

Page 45 of 112 



11.4.2 ILLUMENATE Global study 

 

 

 

Safety endpoint At risk Number with Event free (%) 
event 

    

 
 

 

 

Efficacy endpoint Stellarex 035 DCB 
(N subjects=371) 
(N lesions=417)  

  

 
 
 

 
 
 

 
 

11.4.3 ILLUMENATE First-In-Human trial 

 

 

 

11.5 Summary of rare adverse events 

. 

11.6 ILLUMENATE post-approval study 

  

 

11.6.2 Study design 

 

  

 

11.6.4 Study endpoints 
Primary safety endpoint 

 

 

 

Secondary endpoints 
 

  
  
  
  
  
  
  

11.6.5 Total number of enrolled study sites and subjects, follow-up rate 
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60 month (1,825 days ± 45 days) DCB 
(N=200) 

PTA 
(N=100) 

Total 
(N=300) 

    

    

    

    

    

 

    

    

    

  0  

 

 

 

  

 

 

 

 

Outcome Stellarex 035 DCB PTA (N=100)2 Difference [95% CI]a p-valuea 

(N = 200)2 
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DCB 
(N=200) 

PTA 
(N=100) 

   
 

 
 

 
 

  
 

 
 

 
 

 
  

0  0    0    
 

 

  0    0    
 

          
 

          
 

          
 

          
 

          
 

 

 

 

 

DCB 
(N=200) 

PTA 
(N=100) 

   
 

 
 

 
 

  
 

 
 

 
 

 
  

0          
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11.6.7 Summary of serious adverse events 

 

 

Event  DCB 
(N=200) 

PTA 
(N=100) 

Blood and lymphatic system disorders   

   

   

   

   

   

   

   

Cardiac disorders   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Congenital, familial and genetic disorders   

   

Ear and labyrinth disorders   

   

   

Endocrine disorders   

   

Eye disorders   

   

   

   

   

Gastrointestinal disorders   
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Event  DCB 
(N=200) 

PTA 
(N=100) 

   

   

   

   

   

Colitis   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

General disorders and administration site conditions   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Hepatobiliary disorders   
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Event  DCB 
(N=200) 

PTA 
(N=100) 

   

   

   

   

   

   

Immune system disorders   

   

Infections and infestations   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Injury, poisoning and procedural complications   

   

   

   

   

   

   

   

   

Concussion   

Contusion   
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Event  DCB 
(N=200) 

PTA 
(N=100) 

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Investigations   

   

   

   

   

Metabolism and nutrition disorders   

   

   

   

   

   

   

   

Gout   

   

   

   

   

   

   

   

   

   

   

Musculoskeletal and connective tissue disorders   
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Event  DCB 
(N=200) 

PTA 
(N=100) 

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Neoplasms benign, malignant and unspecified (incl cysts and polyps)   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Nervous system disorders   
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Event  DCB 
(N=200) 

PTA 
(N=100) 

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Psychiatric disorders   

   

   

   

   

   

   

   

Renal and urinary disorders   

   

   

   

   

   

   

   

   

   

   

Reproductive system and breast disorders   

   

   

   

Respiratory, thoracic and mediastinal disorders   
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Event  DCB PTA 
(N=200) (N=100) 

   

   

Skin and subcutaneous tissue disorders   

   

   

   

   

   

   

Surgical and medical procedures   

   

   

   

   

   

   

   

   

   

   

   

   

Vascular disorders   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

   

Total   
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11.6.8 Summary of secondary endpoints 

 

 

Major adverse events (secondary definition) Stellarex 035 DCB 
(N=200)1 

PTA (N=100)1 Difference 
[95% CI] 

24 months  
 

 
 

 
 

    
 

    
 

    
 

36 months  
 

 
 

 
 

    
 

    
 

    
 

48 months  
 

 
 

 
 

    
 

    
 

    
 

60 months  
 

 
 

 
 

    
 

    
 

    
 

 
 
 
 

 

 

Difference All-cause mortality DCB (N=200)1 PTA (N=100)1 
[95% CI]² 

  
 

   

  
 

   

  
 

   

  
 

   

¹
                

 

 

Paclitaxel mean Paclitaxel dose 
Dose quartile 

dose (μg) range (μg) 

   

   

   

   

 

5 Year (day 1,825) survival estimate and 95% CI 

Event free (%) 95% CI of event free rate (%) 

  

  

  

  

p-value* 
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11.6.9 Study strengths and weaknesses 
 

•  

•  

•  

•  

•  

•  

•  

•  

11.7 ILLUMENATE Global ISR study 

  

 

11.7.2 Study design 

 

  

 

 

Characteristic DCB (N=129) 

Clinical characteristics 
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Characteristic DCB (N=129) 

  

  

  

  

  

  

 

  

  

  

  

  

 

 

 

 

Characteristic¹ 
DCB (N subjects=129 

N lesions=131²) 

 

  

  

 

  

  

 

  

  

  

  

  

  

  

 

  

  

  

  

  

  

 

0  
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Characteristic¹ 
DCB (N subjects=129 

N lesions=131²) 

  
 

  
 

  
 

  
 

  

 

  

  

  

  

  

  

  

 

  

  

  

  

 

0  

  

  

  

  

 
 

 
 

  

 

 

Endpoint DCB (N(N=122)   Performance goal 
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DCB (N=122) 

Days At risk Number with Event free 95% CI of event Event rate 95% CI of 
event (%) free rate (%) (%) event rate (%) 

0  0     
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DCB 
(N subjects=122; N lesions=124) 

Days At risk Number with Event free (%) 95% CI of event free 
event rate (%) 

0  0   

     

     

     

     

 
 

 
 

 
 

 

  

 

 

Endpoint Analysis cohort 

Primary safety 

Cohort 1 (RCC 2-3) [1] Cohort 2 (RCC 4-6) [2] 

 
 

 
 

 
 
 

 
 
 
 

 

Primary effectiveness 
 95% CIa 

  

 
 

  

 

 

  Performance goal 

   
Freedom from TLR at 12 months  

 
 
 

 

11.7.7 Summary of serious adverse events (ILLUMENATE Global ISR) 
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Event¹ 
12 -months 

(N=129)² 

Cardiac disorders  

  

  

  

  

  

  

  

  

Eye disorders  

  

Gastrointestinal disorders  

  

  

  

  

General disorders and administration site conditions  

  

  

  

  

  

  

Hepatobiliary disorders  

  

Infections and infestations  

  

  

  

  

  

Injury, poisoning and procedural complications  

  

  

  

  

  

  

  

  

  

Investigations  

  

  

  

Metabolism and nutrition disorders  

  

Musculoskeletal and connective tissue disorders  

  

  

  

Neoplasms benign, malignant and unspecified (incl cysts and polyps)  
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Event¹ 
12 -months 

(N=129)² 

Nervous system disorders  

  

  

  

  

  

Psychiatric disorders  

  

  

Renal and urinary disorders  

  

  

  

  

Respiratory, thoracic and mediastinal disorders  

  

  

Skin and subcutaneous tissue disorders  

  

Surgical and medical procedures  

  

  

Vascular disorders  

  

  

  

  

  

  

  

  

  

  

  

  

Total  

                 
 
 
 

 

                 
 

 

12. How supplied 
sterile  

 

 

13. Storage 
 

14. Compatibility 
 

•  

•  

•  

 
•  

•  

•  

•  
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15. Inspection procedures 
 

 

 

 

16. Directions for use 
  

 

 

 

  

 

 
 

 

  

  

  

  

 Thru  

 
  

  

Balloon  
 

Balloon  
Balloon  

 
 

 
  

 

  

 

 
  

  

  

 

 

  

  

 

 
  

  

  

  

  

  

 

 

16.5 Disposal 
 

  

 

 

Balloon 
diameter 

(mm) 

Total nominal paclitaxel dose per balloon size (μg) 

Balloon length (mm) 

40 60 80 100 120 150 200 

4.0        

5.0        

6.0        
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17. Warranty 
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Manufactured for 

 

 
 

 

   

P016381-C 12May22 
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	Instructions for use 
	Instructions for use 
	Instructions for use 

	1. Device description 

	  
	 
	 
	 
	 

	1.1 Percutaneous transluminal angioplasty (PTA) catheter 
	1.1 Percutaneous transluminal angioplasty (PTA) catheter 
	The Stellarex 0.035” OTW drug-coated angioplasty balloon (Stellarex balloon) consists of an over-the-wire (OTW) dual lumen catheter with a distally mounted semi-compliant inflatable balloon and an atraumatic tapered tip. The balloon is coated with a proprietary coating containing the drug paclitaxel. 
	The catheter is compatible with a 0.035” (0.89 mm) guide wire. Each device has a protective sheath over the drug-coated balloon portion of the catheter. A compliance chart is included on the product label for each device. The balloon has two radiopaque markers for positioning the balloon relative to the treatment area. The radiopaque marker bands indicate the working length of the balloon and facilitate fluoroscopic visualization during delivery and placement. The paclitaxel coating covers the working lengt
	1.2  
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	Active pharmaceutical ingredient (API) – paclitaxel 
	Active pharmaceutical ingredient (API) – paclitaxel 
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	Figure 1.  Paclitaxel chemical structure 
	Figure 1.  Paclitaxel chemical structure 
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	Figure 2.  PEG chemical structure 
	Figure 2.  PEG chemical structure 
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	1.3 Product matrix and paclitaxel content 
	Available balloon diameters (mm) and lengths (mm) 
	Available balloon diameters (mm) and lengths (mm) 
	Available balloon diameters (mm) and lengths (mm) 
	        X X X X X X  X X X X X X  X X X X X X
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	Balloon drug coating (EnduraCoat) 
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	Catheter design 
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	Product codes and paclitaxel content 
	Product code (80 cm usable catheter length) 
	Product code (80 cm usable catheter length) 
	Product code (80 cm usable catheter length) 
	Product code (135 cm usable catheter length) 
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	Nominal balloon length (mm) 
	Nominal paclitaxel content (μg) 

	AB35SX040040080 
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	A signal for increased risk of late mortality has been identified following the use of paclitaxel-coated balloons and paclitaxel-eluting stents for femoropopliteal arterial disease beginning approximately 2-3 years post-treatment compared with the use of non-drug coated devices. There is uncertainty regarding the magnitude and mechanism for the increased late mortality risk, including the impact of repeat paclitaxel-coated device exposure. Physicians should discuss this late mortality signal and the benefit

	• 
	• 
	sterile 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 


	5. Precautions 
	5. Precautions 

	• 
	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 


	7 
	7 
	Page 34 of 112 
	Page 34 of 112 


	•  
	6. Pre-procedure and post-procedure medication regimen 
	 
	Pre-procedure 
	Pre-procedure 

	• 
	• 
	• 
	 

	• 
	• 
	 


	Post-procedure 
	Post-procedure 

	• 
	• 
	• 
	 

	• 
	• 
	 


	 
	7. Use in special populations 
	P
	  
	   
	8. Drug information 
	8. Drug information 

	8.1  
	8.1  
	8.1  

	 



	8.2 Metabolism 
	8.2 Metabolism 
	8.2 Metabolism 

	 
	  
	 
	 
	  
	  

	  
	9.  
	 
	• 
	• 
	• 
	 •  

	• 
	• 
	 •   


	•  
	•  
	•  
	 
	• 

	• 
	• 
	• 
	 


	•  
	• 
	• 
	 

	•  
	• 
	• 
	 

	•  
	• 
	• 
	 

	•  
	• 
	• 
	 

	•  
	• 
	• 
	 

	•  
	• 
	• 
	 

	•  
	• 
	• 
	 

	• 
	• 
	• 
	 

	•  
	• 
	• 
	 

	•  
	• 
	• 
	 

	 
	• 
	• 
	 

	•  

	 
	• 
	• 
	• 
	 •  

	• 
	• 
	 •   


	 
	• 
	• 
	• 
	 •  

	• 
	• 
	 •  

	• 
	• 
	• 
	• 
	 

	•  


	• 
	• 
	 •  

	• 
	• 
	 •   


	  
	8 
	8 
	Page 35 of 112 
	Page 35 of 112 


	10. Patient counseling information 
	 
	• 
	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 


	11. Summary of clinical studies 
	11.1 Late mortality signal for paclitaxel-coated devices 
	 
	 
	 
	 
	 
	11.2 ILLUMENATE clinical studies 
	11.2 ILLUMENATE clinical studies 

	 
	11.3 ILLUMENATE Pivotal study 
	11.3 ILLUMENATE Pivotal study 
	  

	 
	11.3.2 Study design 
	11.3.2 Study design 
	11.3.2 Study design 

	 
	 
	• 
	• 
	• 
	• 
	 


	• 
	• 
	 

	• 
	• 
	• 
	 


	• 
	• 
	 

	• 
	• 
	• 
	 


	• 
	• 
	 


	  
	P
	 H   
	0 DCB  
	H   
	 DCB  
	 
	P
	 H  
	0 DCB 
	 HDCB 
	 
	 
	• 
	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	• 
	 •  • 

	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 

	• 
	• 
	 


	9 
	9 
	Page 36 of 112 
	Page 36 of 112 

	  

	. 
	Table 1.  Baseline demographics and medical history 
	Table 1.  Baseline demographics and medical history 
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	Angiographic lesion characteristic 
	Angiographic lesion characteristic 
	Angiographic lesion characteristic 
	Stellarex 035 DCB (N=200) 
	PTA (N=100) 
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	12 month (365 days ± 30 days) Stellarex 035 DCB PTA (N = 200) (N=100)         0  0                     
	12 month (365 days ± 30 days) Stellarex 035 DCB PTA (N = 200) (N=100)         0  0                     
	12 month (365 days ± 30 days) Stellarex 035 DCB PTA (N = 200) (N=100)         0  0                     
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	Outcome Stellarex 035 DCB (N = 200)3 PTA (N=100)3 Difference [95% CI]a p-valuea                             
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	Days 
	Days 
	Days 
	Stellarex 035 DCB PTA (N=200) (N=100) 

	At Number Event 95% Cl of At Number Event 95% Cl of Difference Log-rank risk with free event free risk with free event free [95% CI] p-value event (%) event (%)rate (%) rate (%) 
	At Number Event 95% Cl of At Number Event 95% Cl of Difference Log-rank risk with free event free risk with free event free [95% CI] p-value event (%) event (%)rate (%) rate (%) 
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	11.3.5 Summary of serious adverse events 
	11.3.5 Summary of serious adverse events 
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	Event 
	Event 
	Event 
	Stellarex 035 DCB (N=200) 
	PTA (N=100) 

	Not yet coded 
	Not yet coded 
	 
	 

	Not reported 
	Not reported 
	 
	 

	Suspicion of worsening of alcohol abuse 
	Suspicion of worsening of alcohol abuse 
	 
	 

	Blood and lymphatic system disorders 
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	Congenital, familial and genetic disorders 
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	Gastrointestinal disorders 
	Gastrointestinal disorders 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Colitis 
	Colitis 
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	Hepatobiliary disorders 
	Hepatobiliary disorders 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Immune system disorders 
	Immune system disorders 
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	Injury, poisoning and procedural complications 
	Injury, poisoning and procedural complications 
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	Metabolism and nutrition disorders 
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	Musculoskeletal and connective tissue disorders 
	Musculoskeletal and connective tissue disorders 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Neoplasms benign, malignant and unspecified (incl cysts and polyps) 
	Neoplasms benign, malignant and unspecified (incl cysts and polyps) 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Nervous system disorders 
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	Renal and urinary disorders 
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	Reproductive system and breast disorders 
	Reproductive system and breast disorders 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Respiratory, thoracic and mediastinal disorders 
	Respiratory, thoracic and mediastinal disorders 
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	Event Stellarex 035 DCB PTA (N=200) (N=100)          Skin and subcutaneous tissue disorders               Surgical and medical procedures                  Vascular disorders                                                         Total         
	Event Stellarex 035 DCB PTA (N=200) (N=100)          Skin and subcutaneous tissue disorders               Surgical and medical procedures                  Vascular disorders                                                         Total         
	Event Stellarex 035 DCB PTA (N=200) (N=100)          Skin and subcutaneous tissue disorders               Surgical and medical procedures                  Vascular disorders                                                         Total         
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	Days 
	Days 
	Days 
	Stellarex 035 DCB PTA (N=200) (N=100) 

	At Number Event 95% Cl of At Number Event 95% Cl of Difference Log-rank risk with free event free risk with free event free [95% CI] p-value event (%) event (%)rate (%) rate (%) 
	At Number Event 95% Cl of At Number Event 95% Cl of Difference Log-rank risk with free event free risk with free event free [95% CI] p-value event (%) event (%)rate (%) rate (%) 
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	11.3.6 Summary of secondary endpoints 
	11.3.6 Summary of secondary endpoints 
	 
	 
	 

	Major adverse events Stellarex 035 DCB (N=200) PTA (N=100) Difference                 Target lesion revascularization     Clinically driven target vessel revascularization     Arterial thrombosis of treated segment     Death - all cause     Acute success                   
	17 
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	11.3.7 Gender analysis 
	11.3.7 Gender analysis 
	11.3.7 Gender analysis 

	 
	 
	 
	 
	Females Outcome Stellarex 035 DCB (N=88 subjects) PTA (N=36 subjects) Odds ratio          Males Outcome Stellarex 035 DCB (N=112 subjects) PTA (N=64 subjects) Odds ratio                     
	  

	  
	 
	 
	Parameter N Mean Standard CV (%) Range   (Min, Max) deviation        C      T      T        
	Parameter N Mean Standard CV (%) Range   (Min, Max) deviation        C      T      T        
	Parameter N Mean Standard CV (%) Range   (Min, Max) deviation        C      T      T        



	  

	11.4.1 ILLUMENATE European Union randomized controlled trial 
	11.4.1 ILLUMENATE European Union randomized controlled trial 
	 
	 
	 
	 
	Safety endpoint Stellarex 035 DCB PTA Difference Endpoint (N subjects=219) (N subjects=68)          
	Safety endpoint Stellarex 035 DCB PTA Difference Endpoint (N subjects=219) (N subjects=68)          
	Safety endpoint Stellarex 035 DCB PTA Difference Endpoint (N subjects=219) (N subjects=68)          


	 
	Efficacy endpoint Stellarex 035 DCB PTA Difference (N subjects=222) (N subjects=72)(N (N lesions=254) lesions=79) 2           
	Efficacy endpoint Stellarex 035 DCB PTA Difference (N subjects=222) (N subjects=72)(N (N lesions=254) lesions=79) 2           
	Efficacy endpoint Stellarex 035 DCB PTA Difference (N subjects=222) (N subjects=72)(N (N lesions=254) lesions=79) 2           
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	11.4.2 ILLUMENATE Global study 
	11.4.2 ILLUMENATE Global study 
	11.4.2 ILLUMENATE Global study 

	 
	 
	 
	 
	Safety endpoint At risk Number with Event free (%) event        
	Safety endpoint At risk Number with Event free (%) event        
	Safety endpoint At risk Number with Event free (%) event        


	 
	Efficacy endpoint 
	Efficacy endpoint 
	Efficacy endpoint 
	Stellarex 035 DCB (N subjects=371) (N lesions=417) 

	 
	 
	 

	        
	        




	11.4.3 ILLUMENATE First-In-Human trial 
	11.4.3 ILLUMENATE First-In-Human trial 
	 
	 
	 
	11.5 Summary of rare adverse events 
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	11.6 ILLUMENATE post-approval study 
	11.6 ILLUMENATE post-approval study 
	  
	  

	 
	11.6.2 Study design 
	11.6.2 Study design 
	11.6.2 Study design 

	 
	  
	  

	 
	11.6.4 Study endpoints 
	11.6.4 Study endpoints 
	Primary safety endpoint 
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	Secondary endpoints 
	Secondary endpoints 


	               

	11.6.5 Total number of enrolled study sites and subjects, follow-up rate 
	11.6.5 Total number of enrolled study sites and subjects, follow-up rate 
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	60 month (1,825 days ± 45 days) DCB (N=200) PTA (N=100) Total (N=300)                                    0     

	  
	   
	 
	 

	Outcome Stellarex 035 DCB PTA (N=100)2 Difference [95% CI]a p-valuea (N = 200)2                 
	Outcome Stellarex 035 DCB PTA (N=100)2 Difference [95% CI]a p-valuea (N = 200)2                 
	Outcome Stellarex 035 DCB PTA (N=100)2 Difference [95% CI]a p-valuea (N = 200)2                 
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	DCB (N=200) PTA (N=100)                   0  0    0        0    0                                                              
	 
	 

	Figure
	 
	 

	DCB (N=200) PTA (N=100)                   0                                                                                  
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	11.6.7 Summary of serious adverse events 
	11.6.7 Summary of serious adverse events 
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	Event 
	DCB (N=200) 
	PTA (N=100) 

	Blood and lymphatic system disorders 
	Blood and lymphatic system disorders 
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	Congenital, familial and genetic disorders 
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	Endocrine disorders 
	Endocrine disorders 
	 
	 

	 
	 
	 
	 

	Eye disorders 
	Eye disorders 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Gastrointestinal disorders 
	Gastrointestinal disorders 
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	11.6.8 Summary of secondary endpoints 
	11.6.8 Summary of secondary endpoints 
	 
	 
	 
	Major adverse events (secondary definition) Stellarex 035 DCB (N=200)1 PTA (N=100)1 Difference [95% CI] 24 months                      36 months                      48 months                      60 months                           
	 
	Difference All-cause mortality DCB (N=200)1 PTA (N=100)1 [95% CI]²                         ¹                 
	Difference All-cause mortality DCB (N=200)1 PTA (N=100)1 [95% CI]²                         ¹                 
	Difference All-cause mortality DCB (N=200)1 PTA (N=100)1 [95% CI]²                         ¹                 


	 

	Paclitaxel mean Paclitaxel dose Dose quartile dose (μg) range (μg)              
	Paclitaxel mean Paclitaxel dose Dose quartile dose (μg) range (μg)              
	Paclitaxel mean Paclitaxel dose Dose quartile dose (μg) range (μg)              
	5 Year (day 1,825) survival estimate and 95% CI Event free (%) 95% CI of event free rate (%)         
	p-value*  
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	DCB (N=122) Days At risk Number with Event free95% CI of event Event rate 95% CI of event (%) free rate (%) (%) event rate (%) 0  0                                    
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	DCB (N=122) Days At risk Number with Event free95% CI of event Event rate 95% CI of event (%) free rate (%) (%) event rate (%) 0  0                                    
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	DCB (N subjects=122; N lesions=124) Days At risk Number with Event free (%) 95% CI of event free event rate (%) 0  0                              
	DCB (N subjects=122; N lesions=124) Days At risk Number with Event free (%) 95% CI of event free event rate (%) 0  0                              
	DCB (N subjects=122; N lesions=124) Days At risk Number with Event free (%) 95% CI of event free event rate (%) 0  0                              



	  
	 
	 
	 
	Endpoint Analysis cohort Primary safety Cohort 1 (RCC 2-3) [1] Cohort 2 (RCC 4-6) [2]             Primary effectiveness  95% CIa     
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	Balloon diameter (mm) 
	Balloon diameter (mm) 
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	Figure

	Total nominal paclitaxel dose per balloon size (μg) Balloon length (mm) 
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