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Forgot to ask what the question 
was

Definitions PEM and PCF

Varithena is more than just foam

u It’s a canister that makes a very consistent foam
u It’s a procedure
u It’s aimed primarily at axial veins and their 

tributaries
u In its current form it is only one concentration

A Microfoam UDSS™ Procedure
Microfoam generation

uProprietary microfoam-generating device 
produces a microfoam that has: 

u Uniform Density, Size, and Stability.
u Median bubble diameter is <100 µm 

u No bubbles are greater than 500 µm
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Please see Important Safety Information for Varithena® on slide 4.

1Carugo D, et al. Benefits of polidocanol endovenous microfoam (Varithena®) compared with physician-compounded 
foams. Phlebology DOI: 10.1177/0268355515589063 In press. 

All images compare foams within approximately 10 seconds of creation.  Photos of physician-compounded foam feature examples of manually created 
foam made 1:4 with 1% polidocanol solution and room air; Tessari technique. Because of varying conditions and techniques, properties of physician-
compounded foams may vary.  

“Foams with smaller and 
more uniform bubble size 
[are]… more cohesive and 
stable.” 1

Varithena®

Physician compounded foam



11/21/24

2

A Microfoam UDSS™ Procedure
Gas makeup

u Low-nitrogen foam with controlled properties 

u 65:35 O2:CO2 Ratio
u <0.8% N2

u Highly absorbable in blood
 

u A 1984 autopsy study found a 26% incidence of PFO in the 
general population1 
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All images compare foams within approximately 10 seconds of creation.  Photos of physician-compounded foam feature examples of manually created 
foam made 1:4 with 1% polidocanol solution and room air; Tessari technique. Because of varying conditions and techniques, properties of physician-
compounded foams may vary.  

Please see Important Safety Information for Varithena® on slide 4.

1Hagen PT, et al. Incidence and size of patent foramen ovale during the first 10 decades of life, Mayo Clin Proc. 1984;59(1):17-20. 7. 
2Wright DD, et al. High prevalence of right-to-left shunt in patients with symptomatic great saphenous incompetence and varicose veins. 
J Vasc Surg. 2010;51(1):104-107. doi:10.1016/j.jvs.2009.08.008.

• A 2010 study of CEAP C3-5 
patients found an R-L shunt was 
detected at more than twice 
the anticipated rate, 58.8% 
(95% CI, 52.5-65.1)2

Varithena®

Physician compounded foam

VANISH-1/VANISH-2 study design
randomized, blinded, parallel-group, multicenter 8

n = 279

Varithena® 0.125% (n = 57)

Varithena® 0.5% (n = 51)

Placebo (n = 56)

Varithena® 2.0% (n = 63)

Varithena® 1.0% (n = 52)

Automated
randomization

Varithena® 0.125% (n = 57)

Varithena® 0.5% (n = 60)

Placebo (n = 57)

n = 232

Varithena® 1.0% (n = 58)

VANISH-1       
      VANISH-2  

Key Patient Visits

BaselineScreening

Informed
consent

Week 8

Treatment Primary Efficacy
Assessment

+ 1 week

Optional Additional 
Treatment – 

VANISH-2 Only
Todd, K., et a l., Phlebology 2014 O ct; 29 (9): 608-18.P le a se  se e  Im p o rta nt Sa fe ty  In fo rm a tio n  fo r V a rithe na ® o n  s lid e  4 .

Improvement in symptoms 
measured by change in VVSymQ® score from baseline at Week 8
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VANISH-2
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A reduction in VVSymQ® indicates an improvement in symptoms
*Least squares (LS) mean change from baseline; ANCOVA model 
with baseline covariate, treatment group, and site as main effects.

p < 0.0001 p < 0.0001

® ®

Placebo
(n=55)

Mean baseline 
score: 8.60

Varithena® 1%
(n=50)

Mean baseline 
score: 8.82

Placebo
(n=54)

Mean baseline 
score: 9.26

Varithena® 
1%

(n=57)
Mean baseline 

score: 7.82

Please see Important Safety Information for Varithena® on slide 4.

Clinically meaningful* improvement in symptoms at week 
8
measured by PGIC (Patient Global Impression of Change)

VANISH-1
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VANISH-2
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*C lin ic a lly  m e a n ing fu l =  ”m o d e ra te ly  im p ro ve d ” o r “m u c h  im p ro ve d ” o n  p a tie n t g lo b a l im p re ss io n  o f c ha ng e  (P G IC )
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Please see Important Safety Information for Varithena® on slide 4.

Publication Findings
King et al. Eur J Vasc Endovasc Surg 50(6): 

784-793, 2015
VANISH-1 Study: 8-week outcome data

Improvement in PROs/VVSymQ
Todd et al. Phlebology 29(9): 608-618, 2014 VANISH-2 Study: 8-week outcome data

Improvement in PROs/VVSymQ
Todd et al. J Vasc Surg Venous Lymphat 

Disord 3(3): 258-264, 2015
VANISH-2 Study: 1 Year Durability

Continued improvement in PROs/VVSymQ
Carugo et al. J Mater Sci Mater Med 

26(11): 258, 2015
Review of ideal foam properties  to optimize 

ablation
Carugo et al. Phlebology 31(4): 283-295, 

2016
Varithena® properties (cohesiveness, vein wall 

contact,  dwell time) are superior to 
compounded foam

Vasquez et al.  Phlebology 32: 272-281, 
2017

Improved outcomes when Varithena® 

 is combined with thermal ablation 
Gibson et al.  Phlebology 32: 185-193, 

2017.
Improved symptoms and appearance

Regan et al. J Vasc Surg 53:131-138, 2011 Use of low nitrogen microfoam in patients with 
known PFO is safe

Summary of Peer-reviewed 
publications The official definition of PCF 

u ??????? 
u A sclerosant mixed with a gas 
u Any foamable sclerosant 
u Any gas
u Any ratio
u Any method 
u Volume?
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Physician Compounded Foam is…

u Safe
u Decades of Data
u Proven benefits in patients with C1 – C6 Disease
u Easy to use
u Cost-Effective

Patients are just as happy with Foam 
…..

Brittenden et al. A randomized trial comparing treatments for varicose veins. N Engl J Med. 2014 Sep 
25;371(13):1218-27

Patients are just as happy with PCF and 
it is more cost effective than Thermal

Brittenden et al. A randomized trial comparing treatments for varicose veins. N Engl J Med. 2014 Sep 
25;371(13):1218-27

Proven benefits in Patients with C1 
– C6 disease

1
6Im age from : JDDG: Journal der Deutschen Derm atologischen Gesellschaft

Volum e 12, Issue 5, 2014. Zenilm an J, et al.  Chronic Venous Ulcers: A Com parative Effectiveness Review  of 
Treatm ent M odalities. Com parative Effectiveness Review  N o. 127. (Prepared  AHRQ  Publication N o. 13(14)-
EHC121-EF. Rockville, M D: Agency for Healthcare Research and Q uality. 2013. 

Post-Sclerotherapy (8mo)

Pre-Sclerotherapy

Author Ulcer Healing in 
Compression-only 

Group

Ulcer Healing in 
Sclerotherapy + 

Compression 
Group

O’Hare et al. 
2010

17/20 (85%) 12/13 (92%) (ns)

Rojas et al. 2009 23/37 (62%) 28/33 (85%) 
(p=0.06)

Galimberti et al. 
1988

72/72 (100%) 46/46 (100%) (ns)

Galimberti et al. 
1988

Recurrence: 21/72 
(29%)

0/46 (0%) 
(p<0.01)

List of all the randomized double 
blinded studies comparing PEM to 
PCF

Easy to use

• No machines
• No tumescence
• No catheters
• Simple stick with butterfly 
• Anyone in the office can make the 

foam

http://onlinelibrary.wiley.com/doi/10.1111/ddg.2014.12.issue-5/issuetoc
http://onlinelibrary.wiley.com/doi/10.1111/ddg.12333/full
http://onlinelibrary.wiley.com/doi/10.1111/ddg.12333/full
http://onlinelibrary.wiley.com/doi/10.1111/ddg.12333/full
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Costs

uSTS 1% 10 cc’s $289
uPDL 1% 10 cc’s $128
uPEM is a lot

Reimbursement

u36470 single vein sclerotherapy $115.17
u36471 multi vein sclerotherapy  $192.49
u76942 ultrasound guidance $48.01
u36465 single vein PEM $1208.68
u36466 multi vein PEM $1258.03

One big difference

uFDA has approved  Varithena®

When to use PEM vs PCF

uPEM is used when 1% PDL foam is the 
appropriate concentration and when it 
can be reimbursed

uPCF for all other circumstances

Conclusions

uPEM is well defined
uPCF is more nebulous
uPlenty of data to  support PCF and PEM
uAdvantage goes to PEM with a more well 

defined product and better 
reimbursement


