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INSTRUCTIONS FOR USE: Company Medical Policies serve as guidance for the administration of plan benefits.
Medical policies do not constitute medical advice nor a guarantee of coverage. Company Medical Policies are
reviewed annually and are based upon published, peer-reviewed scientific evidence and evidence-based clinical
practice guidelines that are available as of the last policy update. The Company reserves the right to determine the
application of medical policies and make revisions to medical policies at any time. The scope and availability of all
plan benefits are determined in accordance with the applicable coverage agreement. Any conflict or variance
between the terms of the coverage agreement and Company Medical Policy will be resolved in favor of the
coverage agreement. Coverage decisions are made on the basis of individualized determinations of medical
necessity and the experimental or investigational character of the treatment in the individual case. In cases where
medical necessity is not established by policy for specific treatment modalities, evidence not previously considered
regarding the efficacy of the modality that is presented shall be given consideration to determine if the policy
represents current standards of care.

SCOPE: Providence Health Plan, Providence Health Assurance and Providence Plan Partners as applicable (referred
to individually as “Company” and collectively as “Companies”).
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PLAN PRODUCT AND BENEFIT APPLICATION

Commercial Medicaid/OHP* [] Medicare**

*Medicaid/OHP Members

Oregon: Services requested for Oregon Health Plan (OHP) members follow the OHP Prioritized List and
Oregon Administrative Rules (OARs) as the primary resource for coverage determinations. Medical
policy criteria below may be applied when there are no criteria available in the OARs and the OHP
Prioritized List.

Notice to Medicaid Policy Readers: For comprehensive rules and guidelines pertaining to this policy,
readers are advised to consult the Oregon Health Authority. It is essential to ensure full understanding
and compliance with the state's regulations and directives. Please refer to OHA’s OARs and prioritized
list for the following coverage guidelines:

Varicose Vein Treatment
OARs: 410-141-3820 to 3830, 410-120-1200
Guideline Note: 68

**Medicare Members

This Company policy may be applied to Medicare Plan members only when directed by a separate
Medicare policy. Note that investigational services are considered “not medically necessary” for
Medicare members.

COVERAGE CRITERIA

Notes:

e Member benefits, which address coverage or non-coverage of specific services, may vary.
e Member benefit contract language takes precedent over medical policy.
e Drugs/Devices must be FDA-approved specifically for the procedure recommended to treat the
condition.
e Duplex scanning must be performed by:
o An accredited facility (e.g., Intersocietal Accreditation Commission [IAC]), the American
College of Radiology (ACR); or
o Alicensed vascular sonographer and read by a board-certified physician who is
accredited by theAPCA (Alliance for Physician Certification & Advancement) for RPVI
(Registered Physician in Vascular Interpretation).
e See policy description section for the clinical, etiologic, anatomic, and pathophysiologic (CEAP)
clinical findings classification (Table. 1), venous nomenclature (Table. 2), and associated
terminology (Table. 3).
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Ligation/Excision/Stripping

I. Ligation/excision/stripping of the great saphenous vein (GSV), small saphenous veins (SSV), or
anterior accessory saphenous vein (AASV) for the treatment of symptomatic varicose veins may
be considered medically necessary when at least one of the following criteria (A.-C.) are met:

A. The patient is experiencing itching, discomfort, or heaviness in the leg(s) due to a varicosity
confirmed by physical examination, and meets all of the following (1.-4.) criteria:
1. The patient’s symptoms interfere with instrumental activities of daily living (e.g.,
bathing, feeding, household duties, and/or job activities); and
2. The patient’s symptoms persist after conservative therapy for at least 6 weeks (e.g.,
exercise, leg elevation, and/or compressive therapy); and
3. Superficial venous reflux = 500 milliseconds as measured by duplex ultrasound (US); and
4. Endovenous intervention (e.g., ablation) is not feasible; or
B. The patient has been diagnosed with a superficial thrombophlebitis, and meets both of the
following (1. and 2.) criteria:
1. The patient is continuing to experience thrombophlebitis after treatment with at least
one of the following (a.-c.):
a. NSAIDs or acetaminophen for at least 3 weeks; or
b. Low molecular weight heparin (LMWH) for at least 6 weeks; or
c. Fondaparinux for at least 6 weeks; and
2. Endovenous intervention (e.g., ablation) is not feasible; or
C. The patient is experiencing a significant hemorrhage or recurrent bleeding from a superficial
varicosity and endovenous intervention (e.g., ablation) is not feasible.

II. Ligation/excision/stripping is considered not medically necessary when criterion |. above is not
met.

Subfascial Endoscopic Perforating Vein Surgery (SEPS)

lll. Subfascial Endoscopic Perforating Vein Surgery (SEPS) for the treatment of incompetent
perforator veins may be considered medically necessary when all of the following (A.-C.) criteria
are met:

A. Venous reflux = 500 milliseconds; and
B. Vein diameter > 3.5 millimeters; and

C. Located beneath an active or healed venous ulcer.

IV. Subfascial Endoscopic Perforator Vein Surgery (SEPS) is considered not medically necessary
when criterion Ill. above is not met.

Ambulatory Phlebectomy

V. Ambulatory phlebectomy for the treatment of symptomatic varicose veins may be considered
medically necessary when at least one of the following (A.-C.) criteria are met:
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A. The patient is experiencing itching, discomfort, or heaviness in legs due to a varicosity
confirmed by physical examination, and meets all of the following (1.-5.) criteria:
1. The patient’s symptoms interfere with instrumental activities of daily living (e.g.,
bathing, feeding, household duties, and/or job activities); and
2. The patient’s symptoms persist after conservative therapy for at least 6 weeks (e.g.,
exercise, leg elevation, and/or compressive therapy); and
3. Superficial venous reflux = 500 milliseconds as measured by duplex ultrasound (US); and
4. There is associated superficial venous incompetence of the greater saphenous vein,
small saphenous vein, and/or anterior accessory saphenous vein; and
5. The ambulatory phlebectomy procedure is performed with saphenous vein ablation,
either concurrently or at a later stage; or
B. The patient has been diagnosed with a superficial thrombophlebitis that is refractory to at
least one of the following (1.-3.) treatments:
1. NSAIDs or acetaminophen for at least 3 weeks; or
2. Low molecular weight heparin (LMWH) for at least 6 weeks; or
3. Fondaparinux for at least 6 weeks; or
C. The patient is experiencing a significant hemorrhage or recurrent bleeding from a superficial
varicosity.

Note: See Criterion XIX. below for information on session limits.

VI. Ambulatory phlebectomy is considered not medically necessary when criterion. V above is not
met.

Endovenous Ablation (Laser or Radiofrequency)

VIl. Endovenous ablation (laser or radiofrequency) of the great saphenous vein (GSV), small
saphenous veins (SSV), posterior accessory saphenous vein (PASV) or anterior accessory
saphenous vein (AASV) for the treatment of chronic venous insufficiency may be considered
medically necessary when at least one of the following (A.-E.) criteria are met:

A. The patient has an active venous ulcer and both of the following (1. and 2.) criteria are met:
1. Venous reflux is > 500 milliseconds as measured by duplex ultrasound (US); and
2. The venous ulcer is refractory to at least 6 weeks of wound care with dressing and at

least 6 weeks of compression hose (20 to 30 mmHg); or

B. The patient has a healed venous ulcer and venous reflux is > 500 milliseconds as measured
by duplex ultrasound (US); or

C. The patient has been diagnosed with lipodermatosclerosis that is refractory to compression
hose for at least 6 weeks and saphenous vein reflux is > 500 milliseconds as measured by
duplex ultrasound (US); or

D. The patient has been diagnosed with lipodermatosclerosis and perforator vein reflux is = 500
milliseconds as measured by duplex ultrasound and a saphenous reflux procedure is
planned; or

E. The patient has lower limb edema or pigmentation or eczema and both of the following (1.
and 2.) criteria are met:
1. Superficial vein reflux = 500 milliseconds as measured by duplex ultrasound (US); and
2. The symptoms are refractory to all of the following (a.-c.) treatments:
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VIII.

Xl

XIl.

X1,

a. Compression hose (20 to 30 mmHg) for at least six weeks; and
b. Physical therapy or home exercise for at least 6 weeks; and
c. Leg elevation for at least 6 weeks.

Endovenous ablation (laser or radiofrequency) of the great saphenous vein (GSV), small
saphenous veins (SSV), posterior accessory saphenous vein (PASV) or anterior accessory
saphenous vein (AASV) for the treatment of symptomatic varicose veins may be considered
medically necessary when at least one of the following (A.-C.) criteria are met:

A. The patient is experiencing itching, discomfort, or heaviness in legs due to a varicosity

confirmed by physical examination, and meets all of the following (1.-3) criteria:

1. The patient’s symptoms interfere with instrumental activities of daily living (e.g.,
bathing, feeding, household duties, and/or job activities); and

2. The patient’s symptoms persist after conservative therapy for at least 6 weeks (e.g.,
exercise, leg elevation, and/or compressive therapy); and

3. Superficial venous reflux = 500 milliseconds as measured by duplex ultrasound (US); or

B. The patient has been diagnosed with a superficial thrombophlebitis that is refractory to at

least one of the following (1.-3.) treatments:

1. NSAIDs or acetaminophen for at least 3 weeks; or

2. Low molecular weight heparin (LMWH) for at least 6 weeks; or
3. Fondaparinux for at least 6 weeks; or

C. The patient has experienced a significant hemorrhage or recurrent bleeding from a

superficial varicosity.

Endovenous ablation (laser or radiofrequency) for the treatment of recurrent or residual
superficial venous reflux of the great saphenous vein (GSV),small saphenous vein (SSV),
posterior accessory saphenous vein (PASV) or anterior accessory saphenous vein (AASV) may be
considered medically necessary when criteria VII. or VIII. above is met.

Endovenous ablation (laser or radiofrequency) for the treatment of a known anatomical
duplicate of the greater saphenous vein may be considered medically necessary when criterion
VII. or VIII. above is met.

Endovenous ablation (laser or radiofrequency) for the treatment of perforator vein
incompetence is considered medically necessary when all of the following (A.-C.) criteria are
met:

A. Venous reflux > 500 milliseconds as measured by duplex ultrasound (US); and

B. Vein size > 3.5 millimeters; and

C. Located underneath an active or healed venous ulcer.

Endovenous ablation (laser or radiofrequency) is considered not medically necessary when
criteria V., VI, VIL,, VIII., IX., X., or XI. above is not met.

Repeat venous studies using duplex ultrasound following endovenous ablation may be
considered medically necessary when performed within one week of the ablation procedure.
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Sclerotherapy

XIV. Foam sclerotherapy (i.e., Varithena™) of the greater saphenous vein (GSV), small saphenous
vein (SSV), or anterior accessory saphenous vein (AASV) for the treatment of chronic venous
insufficiency may be considered medically necessary when at least one of the following (A.-E.)

criteria are met:

A

The patient has an active venous ulcer and both of the following (1. and 2.) criteria are met:
1. Venous reflux is > 500 milliseconds as measured by duplex ultrasound (US); and
2. The venous ulcer is refractory to at least 6 weeks of wound care with dressing and at
least 6 weeks of compression hose; or
The patient has a healed venous ulcer and venous reflux is > 500 milliseconds as measured
by duplex ultrasound (US); or
The patient has been diagnosed with lipodermatosclerosis and both of the following (1. and
2.) criteria are met:
1. The symptoms are refractory to compression hose for at least 6 weeks; and
2. Saphenous vein reflux is =2 500 milliseconds as measured by duplex ultrasound (US); or
The patient has lower limb edema or pigmentation or eczema and both of the following (1.
and 2.) criteria are met:
1. Venous reflux 2 500 milliseconds as measured by duplex ultrasound; and
2. The symptoms are refractory to all of the following (a.-c.) treatments:
a. Compression hose for at least six weeks; and
b. Physical therapy or home exercise for at least 6 weeks; and
c. Leg elevation for at least 6 weeks.

XV. Foam sclerotherapy (i.e., Varithena™) of the greater saphenous vein (GSV), small saphenous
vein (SSV), or anterior accessory saphenous vein (AASV) for the treatment of symptomatic
varicose veins may be considered medically necessary when at least one of the following (A.-B.)
criteria are met:

A.

The patient is experiencing itching, discomfort, or heaviness in legs due to a varicosity

confirmed by physical examination, and meets all of the following (1.-3) criteria:

1. The patient’s symptoms interfere with instrumental activities of daily living (e.g.,
bathing, feeding, household duties, and/or job activities); and

2. The patient’s symptoms persist after conservative therapy for at least 6 weeks (e.g.,
exercise, leg elevation, and/or compressive therapy); and

3. Superficial venous reflux > 500 milliseconds as measured by duplex ultrasound (US); or

The patient is experiencing a significant hemorrhage or recurrent bleeding from a superficial

varicosity.

XVI. Foam sclerotherapy (i.e., Varithena™) for the treatment of recurrent or residual symptomatic
chronic venous disease may be considered medically necessary when both of the following (A.
and B.) criteria are met:

A. The patient has had a prior saphenous vein procedure; and

B. Criterion XIV. or XV. above are met.
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XVII. Foam sclerotherapy (i.e., Varithena™) for the treatment of incompetent perforator veins is
considered medically necessary when all of the following (A.-C.) criteria are met:

A. Venous reflux 2 500 milliseconds as measured by duplex ultrasound (US); and
B. Vein diameter of > 3.5 millimeters; and
C. Located underneath an active or healed venous ulcer.

XVIII.Foam sclerotherapy (i.e., Varithena™) is considered not medically necessary when criteria XIV.,
XV., XVI., or XVII. above is not met.

Session Limits

XIX. No more than 3 total sessions of treatment per leg (with sclerotherapy or phlebectomy, or a
combination thereof) per 12 month period may be considered medically necessary when
criteria above are met. Additional treatments beyond three sessions will require Medical
Director review.

Not Medically Necessary Treatments

XX. Transilluminated powered phlebectomy is considered not medically necessary for any
indication, including, but not limited to, chronic venous insufficiency or varicose veins.

XXI. Endovascular embolization with a cyanoacrylate adhesive (e.g., VenaSeal™) has similar efficacy
to but is more costly than standard treatments; therefore, it does not meet the definition of
medical necessity and is considered not medically necessary for any indication (see Definition:
Medical Necessity, criterion 1.B.).

XXII. Repeat venous studies using duplex ultrasound (with the exception of criterion XlIl.) within 6
months of the most recent treatment in the absence of new symptoms is considered not
medically necessary.

Note: Repeat venous studies using duplex ultrasound within three weeks following
endovenous ablation may be considered medically necessary. See criterion XlIII. above.

XXII. Two procedures completed on the same vein at the same time is not medically necessary. This
includes, but is not limited to, RFA on proximal GSV and Varithena on distal GSV.

XXIV. Mechanochemical Endovenous Ablation (MOCA) (e.g., Clarivein) is considered not medically
necessary for any indication, including, but not limited to, chronic venous insufficiency or

varicose veins.

XXV. Cryoablation (i.e., cryostripping or cryofreezing) is considered not medically necessary for any
indication, including, but not limited to, chronic venous insufficiency or varicose veins.
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XXVI. Catheter-assisted vein sclerotherapy (KAVS) ) is considered not medically necessary for any
indication, including, but not limited to, chronic venous insufficiency or varicose veins.

Cosmetic Treatments
XXVII. Any treatment of telangiectasias or reticular veins is considered cosmetic.

XXVIII. Treatment of asymptomatic varicose veins is considered cosmetic.

XXIX. Liquid sclerotherapy (i.e., Asclera®) is considered cosmetic.

XXX. Photothermal sclerosis (i.e., intense pulsed light source)(e.g., PhotoDerm® Vasculight) is
considered cosmetic.

Link to Evidence Summary

POLICY CROSS REFERENCES

None

The full Company portfolio of current Medical Policies is available online and can be accessed here.

POLICY GUIDELINES

DOCUMENTATION REQUIREMENTS

In order to determine the medical necessity of the request, the following documentation must be
provided at the time of the request. Medical records to include documentation of all of the following:

e Color photos (clear and interpretable quality) that demonstrate varicose vein(s)

e Complete duplex studies including vein names with measurements of seconds of reflux and average
vein diameters. According to the Intersocietal Accreditation Commission, a complete venous study
includes the following:

o Deep veins: common femoral, mid-femoral, and popliteal

Long saphenous vein: SFJ, mid-thigh, knee, and mid-calf

Short saphenous vein: SPJ, and mid-calf

Perforators: site with seconds of reflux and diameters

Branch tributaries: site with seconds of reflux and diameters

o Varicose veins (varices): diameters

e Complete medical history and physical examination, including the specific activities of daily living
impaired, and how this affects daily and/or occupational function

e If required per medical necessity criteria, the conservative therapy treatment plan and the results of
this therapy.

O O O O

Page 8 of 32

MP182


https://www.providencehealthplan.com/providers/medical-policy-rx-pharmacy-and-provider-information

e The procedure requested, including:
o Specific veins to be treated
Number of treatment sessions being requested

BACKGROUND
Chronic Venous Disease

According to UpToDate, “chronic venous disease is a common disorder that affects the veins of the
legs...normal veins have a series of valves that open and close to direct blood flow from the surface of
the legs to the deep leg veins, from which calf muscles pump blood back to the heart. If the valves
within the veins fail to work properly, there is a blockage to normal flow, or the calf muscles cannot
pump properly, blood can flow backwards in the veins and pool in the legs.”* This pooling of blood can
cause mild symptoms, such as itchiness, aching, heaviness in the legs, or dilated veins (e.g., varicose
veins), to more severe symptoms, such as swelling of the legs, ankles, or feet, skin color changes,
eczema, and chronic ulcers. Patients who develop these more severe symptoms are said to have chronic
venous insufficiency.

Chronic venous disease is commonly caused by a blood clot that blocks blood flow, a leg injury or
surgery, excess weight or weight gain, and/or standing or sitting for too long. A physical exam and
duplex ultrasound is used to diagnose chronic venous disease. Disease management involves “reducing
symptoms, such as swelling, treating skin problems, preventing and treating ulcers, and improving blood
flow from the legs.” Conservative therapies for chronic venous disease include, leg elevation, exercise,
compression therapy, medications, and/or dressings to treat venous ulcers. Surgical therapy or ablation
is reserved for patients who do not respond to conservative therapies. The treatment of chronic venous
disease is aimed at the prevention of venous ulceration and chronic wound problems.

Table 1. Clinical, Etiologic, Anatomic, and Pathophysiologic (CEAP) Clinical Findings Classification of
Chronic Venous Disease of the Lower Extremities:

Clinical Classification

CO | No visible or palpable signs of venous disease.

Cl | e Telangiectasies (confluence of dilated intradermal venules <1 mm in diameter); or
e Reticular veins (dilated bluish subdermal veins 1 to 3 mm in diameter).

C2 | Varicose veins (subcutaneous dilated veins 3 mm or greater in diameter).

C3 | Edema.

C4 | Skin changes ascribed to venous disease (e.g., pigmentation, venous eczema,
lipodermatosclerosis)

Csa | Pigmentation and eczema.

Ca | Lipodermatosclerosis and atrophie blanche.

C5 | Healed venous ulcer.

C6 | Active venous ulcer.

etiologic Classification
Ec Congenital

Ep Primary

Es | Secondary (post-thrombotic)
En No venous cause identified
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Anatomic Classification

As | Superficial veins

Ap | Perforator veins

Ad | Deep veins

An | No venous location identified
Pr Reflux

Po | Obstruction

Pr,o | Reflux and obstruction

Pn | No venous pathophysiology identifiable

Table 2. Venous Nomenclatures

The following nomenclature was obtained from the Society for Vascular Surgery/American Venous
Forum clinical practice guideline on the care of patients with varicose veins and associated chronic
venous disease.’

Vein ‘ Description
Greater saphenous vein (GSV) Originates from the medial superficial veins of
the dorsum of the foot and ascends in front of
the medial malleolus along the medial border of
the tibia, net to the saphenous nerve.
Small saphenous vein (SSV) Originates from the lateral side of the foot and
drains blood into the popliteal vein, joining it
usually just proximal to the knee crease.
Anterior accessory saphenous veins (AASV) Originates at the anterior distal to mid-thigh and
courses toward the saphenofemoral junction
over the anterior proximal thigh.
Perforator veins Connect the superficial to the deep venous
system. They pass through the deep fascia that
separates the superficial compartment from the
deep.

Table 3. Terminology

The following terminology was obtained from the American Venous Forum and the transatlantic
interdisciplinary consensus document on the terminology of chronic venous disorders.>

Chronic venous disease (CVD) | (Any) morphological and functional abnormalities of the venous
system of long duration manifested either by symptoms and/or signs
indicating the need for investigation and/or care.

Chronic venous insufficiency CEAP C3-C6; A term reserved for advanced CVD, which is applied to
functional abnormalities of the venous system producing edema, skin
changes, or venous ulcers.

Venous symptoms Complaints related to venous disease, which may include tingling,
aching, burning, pain, muscle cramps, swelling, sensations of throbbing
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or heaviness, itching skin, restless legs, leg-tiredness and/or fatigue.
Although not pathognomonic, these may be suggestive of chronic
venous disease, particularly if they are exacerbated by heat or
dependency in the day’s course, and relieved with leg rest and/or
elevation. Existing venous signs and/or (non-invasive) laboratory
evidence are crucial in associating these symptoms with CVD.

Venous signs Visible manifestations of venous disorders, which include dilated veins
(telangiectasia, reticular veins, varicose veins), leg edema, skin
changes, ulcers, as included in the CEAP classification.

Recurrent varices Reappearance of varicose veins in an area previously treated
successfully.
Residual varices Varicose veins remaining after treatment.

Venous valvular incompetence | Venous valve dysfunction resulting in retrograde venous flow of
abnormal duration.

Venous reflux Retrograde venous flow of abnormal duration in any venous segment.

Primary Caused by idiopathic venous valve dysfunction.

Secondary Caused by thrombosis, trauma, or mechanical, thermal, or chemical
etiologies.

Congenital Caused by the absence or abnormal development of venous valves.

Ligation/Excision/Stripping

According to the Society of Vascular Surgery and the American Venous Forum, “open surgical treatment
of varicose veins with ligation and stripping of the great saphenous vein (GSV) or small saphenous vein
(SSV), combined with excision of large varicose veins, has been the standard of care of varicose vein
treatment for more than a century.”” Ligation involves the surgical tying off of the GSV. Ligation is also
sometimes performed with stripping (also known as phlebectomy), which is the removal of this vein
through incisions in the leg. If some of the valves in the GSV are still healthy just the weak portion of the
vein can be ligated. If all the valves are weak, the vein is closed off by ligation and removed through
stripping. This procedure is aimed at reducing the pressure of backward flow through the GSV;
therefore, reducing the symptoms associated with chronic venous disease.

Subfascial Endoscopic Perforator Vein Surgery (SEPS)

SEPS is a minimally invasive alternative to open subfascial perforator vein surgery. “The procedure is
used for patients with either healed or active ulcers (CEAP classifications 5 or 6), caused by chronic
venous insufficiency, in whom incompetent calf perforating veins are thought to be an important
contributing factor, particularly where conservative management (such as leg elevation, compression
therapy and medication) has failed.”* During the operation, the limb is elevated and two ports are
placed in the subfascial space in the calf. A balloon is then introduced and inflated to improve access to
the vein. The incompetent perforator veins are then clipped and removed.

Ambulatory Phlebectomy

Ambulatory phlebectomy involves the removal or avulsion of varicose veins through small stab wounds
or puncture wounds.? A solution is injected under the skin to transilluminate the subcutaneous tissues
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under the varicose veins. Once the varicose veins are removed, compression bandage or compression
stockings are applied to promote healing.

Endovenous Ablation (Laser, Thermal, or Radiofrequency)

According to the Society for Vascular Surgery and the American Venous Forum, “during the past decade,
endovenous thermal ablation has largely replaced the classic ligation and stripping operation, and open
surgery for saphenous incompetence is performed much less frequently in the United States.”? Ablation
of the saphenous veins is minimally invasive and has several advantages over standard open surgery.
The procedure is done under local anesthesia and ultrasound guidance. Endovenous ablation includes
laser and radiofrequency modalities. “Ablation is achieved by heat delivered into the vein through the
percutaneously placed laser fiber or a radiofrequency catheter. Endovenous thermal ablation causes a
direct thermal injury to the vein wall, resulting in destruction of the endothelium, collagen denaturation
of the media, and fibrotic and thrombotic occlusions of the vein.”

Sclerotherapy (Liquid, Foam, or Microfoam)

The Society for Vascular Surgery and the American Venous Forum define sclerotherapy as a “minimally
invasive percutaneous technique using chemical irritants to close unwanted veins.” ? Ultrasound guided
foam sclerotherapy has rapidly spread for the treatment of varicose veins, including the GSV, SSV, and
perforator veins. “The mechanism of action of sclerosing solutions is the destruction of venous
endothelial cells, exposure of subendothelial collagen fibers, and ultimately, the formation of a fibrotic
obstruction.” Sclerosing agents can be injected as a liquid or foam; however, the foam solution prolongs
the time of contact and amplifies the effect of the chemicals. Sclerotherapy can be performed in one
outpatient session, and compression therapy is recommended for one week following treatment.
Sclerotherapy is commonly performed with endovenous ablation using a staged treatment approach.

REGULATORY STATUS

U.S. FOOD AND DRUG ADMINISTRATION (FDA)

Approval or clearance by the Food and Drug Administration (FDA) does not in itself establish medical
necessity or serve as a basis for coverage. Therefore, this section is provided for informational purposes
only.

Several devices and drugs have been approved for the treatment of varicose veins by the U.S. FDA under
the premarket approval (PMA) or 510(k) premarket notification process. This list is not all inclusive. See
the FDA PMA or 510(k) databases for further information.

Table 4: Devices
Device &
Manufacturer
ClariVein® Infusion
Catheter by
Vascular Insights®

Indications for Use

The ClariVein® IC is indicated for infusion of physician specified agents in
peripheral vasculature.
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ERBECRYO 2
Cryosurgical Unit by
ERBE USA, Inc.®

The ERBECRYO 2 Cryosurgical Unit and Accessories are intended for
devitalization (destruction) of tissue during surgical procedures by the
application of extreme cold and for removal of foreign bodies, mucous plugs,
necrotic tissue, and tissue biopsy by cryoadhesion. Including, but not limited
to, varicose veins of the lower limbs (cryo stripping).

Diomed Surgical
Laser and
Endovenous Laser
Therapy (EVLT)
Procedure Kit by
Diomed, Ltd.”

The Diomed Delta 15 and Diomed Delta 30 Lasers are intended for use in
delivering up to 15 or up to 30 Watts, respectively, of continuous wave or
pulsed radiation to a flexible optical fiber or spot handpiece for use in
ablation, incision, excision, coagulation and vaporisation of soft tissues in
open and endoscopic surgical procedures, including EndoVenous Laser
Treatment (EVLT).

VNUS
Radiofrequency
Generator by VNUS
Medical
Technologies, Inc.?

The VNUS Radiofrequency Generator is intended for use with VNUS
radiofrequency devices intended for vessel and tissue coagulation. The
specified predicate devices are indicated for "coagulation of blood vessels in
patients with superficial vein reflux" (VNUS Closure System), and "vessel and
tissue coagulation" (VNUS Vessel and Tissue Coagulation System).

TriVex System™ by
LeMaitre Vascular

(formerly Smith &

Nephew)’

The TriVex System™ is indicated for use in ambulatory phlebectomy
procedures for the resection and ablation of varicose veins.

Table 5: Drugs
Product &

Indications for Use Contraindications for Use
Manufacturer

Varithena™ by
Biocompatabil

Varisolve™)

Varithena™ (polidocanol injectable foam) is a
sclerosing agent indicated for the treatment of
incompetent great saphenous veins, accessory °

superficial venous incompetence and the
appearance of visible varicosities.

Known allergy to

ities Inc saphenous veins and visible varicosities of the polidocanol
(formeri great saphenous vein system above and below the | ¢  Acute thromboembolic
y knee. Varithena™ improves the symptoms of disease

Asclera™ by
Merz North
America, Inc.™

Asclera™ (polidocanol) is a sclerosing agent
indicated to treat uncomplicated spider veins
(varicose veins <1 mm in diameter) and

not been studied in larger varicose veins >3 mm
in diameter.

e Known allergy to

i i i ; ; olidocanol
uncomplicated reticular veins (varicose veins 1 to P romboembol
3 mm in diameter) in the lower extremity. It has ° 3cute thromboembolic

isease

VenaSeal
Closure
System by

The VenaSeal Closure System (VenaSeal systemis | ®
indicated for use in the permanent closure of
lower extremity superficial truncal veins, such as
the great saphenous vein (GSV), through

Separate use of the
individual components of
the VenaSeal Closure
System is contraindicated.

Covidien
LLC.®

endovascular embolization with coaptation. The
VenaSeal system is intended for use in adults with
clinically symptomatic venous reflux as diagnosed
by duplex ultrasound (DUS).

These components must be
used as a system.

The use of the VenaSeal
system is contraindicated
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when any of the following
conditions exist:

o Previous
hypersensitivity
reactions to the
VenaSeal adhesive or
cyanoacrylates;

o Acute superficial
thrombophlebitis;

o Thrombophlebitis
migrans;

O Acute sepsis exists.

CLINICAL EVIDENCE AND LITERATURE REVIEW

EVIDENCE REVIEW

A review of the ECRI, Hayes, Cochrane, and PubMed databases was conducted regarding the use of
ligation, subfascial endoscopic perforator vein surgery, ambulatory phlebectomy, endovenous ablation,
and sclerotherapy as a treatment for varicose veins and chronic venous insufficiency due to chronic
venous disease. Below is a summary of the available evidence identified through November 2023.

Medically Necessary Treatments

e In 2021, Hayes conducted a review of reviews comparing the effectiveness of endovenous
radiofrequency ablation (EVRFA) compared to conventional surgery for the treatment of
symptomatic varicose veins."® Systematically searching the literature through October 2017,
investigators assessed 4 systematic reviews and 4 primary studies (2 RCTs and 2 observational
studies). Sample sizes in the RCTs ranged from 8 to 250; the 2 observational studies had sample sizes
of 4366 and 131,887 patients. Outcomes of interest included failure of the procedure, technical
recurrence, symptomatic recurrence, reintervention, changes in symptom scores measured by
validated scales, quality of life and adverse events. Follow-up varied up to 5 years. Results from a
“low-quality body of evidence” suggested that EVRFA is at least as effective for many outcomes
compared to surgery, and is associated with less postoperative pain and faster recovery than
conventional surgery. Evidence was mixed for patient-centered outcomes and quality of life.
Limitations of the evidence included the small number of studies reporting some outcomes, lack of
reporting of statistical test results, and methodological limitations of individual studies. Hayes
ultimately assigned a “C” rating (potential but unproven benefit) for use of EVRFA as an alternative
to conventional surgery for treating symptomatic varicose veins in adults without contraindications.
Hayes concluded that questions remained regarding EVRFA’s long-term safety and durability.

e In 2017, the Washington State Health Care Authority published a review of reviews evaluating the
safety and efficacy of various treatments for varicose veins.** Searching the literature through
March 2017, 23 publications were included for review (8 systematic reviews and 15 publications of
primary data not already included in 1 or more of the systematic reviews.) Interventions of interest
included EVLA, endovascular RFA, sclerotherapy (i.e., liquid or foam chemical ablation), ambulatory
phlebectomy (i.e. stab phlebectomy or microphlebectomy.) Outcomes of interest included failure of
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the procedure, second or additional procedures after failure of initial procedure, technical
recurrence, symptomatic recurrence, quality of life and adverse events. Each systematic review was
assessed to be of “good quality.” Overall, evidence suggested that EVLA was at least as effective as
conventional surgery in the treatment of varicose veins for many clinical and patient-centered
outcomes. Evidence also suggested that EVLA, EVRFA and sclerotherapy were relatively safe
compared with surgery. No studies comparing ambulatory phlebectomy to surgery met inclusion
criteria, although phlebectomy may have been an adjunctive treatment in studies of the other
interventions. Limitations included not providing a list of excluded studies and missing details about
the quality of individual and/or the body of evidence. Individual studies were limited in quality and
guantity and the limited availability of appropriate data to pool for analyses. In its “final findings and
decisions” document,” investigators stated that EVLA, EVRFA and ambulatory phlebectomy should
be conditionally covered benefits. Indications (required to be present) demonstrated reflux in the
affected vein, with a minimum of 3 months of symptoms of pain and/or swelling, and for tributary
varicose veins and a diameter of more than 3 mm.

In 2017, He and colleagues conducted a systematic review and meta-analysis to investigate and
compare the relative efficacy, recurrence, and complications of endovenous laser ablation (EVLA)
and radiofrequency ablation (RFA) for the treatment of varicose veins.'® Independent reviewers
systematically identified eligible studies, assessed quality, and extracted data. Study authors were
also contacted, if necessary, for additional information or data. The primary outcome of interest was
pain and quality of life (QOL). The secondary outcome of interest was complications, including vein
occlusion, thrombophlebitis, hematoma, and recanalization.

Following systematic review, the authors identified 12 studies (10 randomized controlled trials and 2
cohort studies) as eligible for inclusion; thus producing a total sample size of 1,577 patients. Meta-
analysis indicated no statistically significant differences between EVLA and RFA for 3 day pain scores,
10 day pain scores, 1 month QOL, and 1 year QOL. “RFA was associated with the lower overall
complication (OR: 3.49, 95%Cl:1.36 to 8.96) in patients with varicose veins compared to the EVLA
treatment.”*®

Strengths of this systematic review include the gathering of evidence, assessment of quality, and
extraction of data by several independent reviewers, large sample size, and assessment of
heterogeneity. Limitations were identified in the poor quality of included studies, potential for
biases, and significant heterogeneity between studies. “EVLA and RFA seem to be the same safe and
effective on clinical efficacy (vein ablated length, 3 days and 10 days pain scores, 1 month and 1 year
quality of life, occlusion, thrombophlebitis, haematoma and recanalization).”*°

In 2021, Hayes published an evidence review of systematic reviews to evaluate the effectiveness of
endovenous laser therapy versus conventional surgery for symptomatic varicose veins.'’ The
primary outcome measures were failure of the procedure, technical recurrence, symptomatic
recurrence, reintervention, changes in symptom scores measured by validated scales (e.g., Venous
Clinical Severity Score [VCSS]); patient satisfaction; quality of life; time to return to work or normal
activity; postoperative pain; adverse events. A total of 21 unique studies from the systematic
reviews were identified, representing a sample of 136,930 patients (patients and/or limbs enrolled,
not necessarily number of patients analyzed). Studies included adults aged 37.6 to 54 years with
symptomatic, unilateral or bilateral, superficial, primary great saphenous vein (GSV) and/or small
saphenous vein (SSV) insufficiency with saphenofemoral incompetence assessed as CEAP clinical
class C, or higher.
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The authors reported the following conclusions:

o There is moderate-quality evidence that technical failure is similar or reduced with EVLA
compared with conventional surgical techniques.

o There is moderate-quality evidence that EVLA is similar to conventional surgical techniques
with respect to technical recurrence.

o There is moderate-quality evidence of no difference in symptomatic recurrence between
EVLA and conventional surgery.

o The evidence suggests no d