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TOTAL ANKLE REPLACEMENT

Coverage for services, procedures, medical devices and drugs are dependent upon benefit
eligibility as outlined in the member's specific benefit plan. This Medical Coverage Guideline must
be read in its entirety to determine coverage eligibility, if any.

The section identified as “Description” defines or describes a service, procedure, medical device
or drug and is in no way intended as a statement of medical necessity and/or coverage.

The section identified as “Criteria” defines criteria to determine whether a service, procedure,
medical device or drug is considered medically necessary or experimental or investigational.

State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological
product approved by the U.S. Food and Drug Administration (FDA) may not be considered
experimental or investigational and thus the drug, device or biological product may be assessed
only on the basis of medical necessity.

Medical Coverage Guidelines are subject to change as new information becomes available.

For purposes of this Medical Coverage Guideline, the terms "experimental" and "investigational"
are considered to be interchangeable.

BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the
property of their respective owners, which are not affiliated with BCBSAZ.

Description:

Total ankle replacement or revision with implant of artificial ankle prosthesis. Total ankle replacement may
also be referred to as total ankle arthroplasty.

In general, individuals selected for arthroplasty would not be good candidates for arthrodesis (joint fusion)
due to the presence of bilateral or subtalar arthritis or Chopart arthrosis. Optimal candidates for total
ankle replacement are considered to be older (age older than 50), thin, low-demand individuals with
minimal deformity. Individuals should have no functional barriers to participation in a rehabilitation
program.
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TOTAL ANKLE REPLACEMENT (cont.)

Criteria:

» Total ankle replacement using an FDA-approved device is considered medically necessary with
documentation of ALL of the following:

1. Individual is skeletally mature (radiographic evidence of epiphyseal closure)
2. Moderate to severe ankle (tibiotalar) pain that limits daily activity
3. ANY of the following:

Arthritis in adjacent joints (i.e., subtalar or midfoot)
Severe arthritis of the contralateral ankle
Arthrodesis of the contralateral ankle
Inflammatory (e.g., rheumatoid) arthritis

4. Absence of ALL the following absolute contraindications:

Extensive avascular necrosis of the talar dome

Compromised bone stock or soft tissue (including skin and muscle)
Severe malalignment (e.g., >15 degrees) not correctable by surgery
Active ankle joint infection

Peripheral vascular disease

Charcot neuroarthropathy

» Medical director and/or clinical advisor review is required for ANY of the following relative
contraindications:

Peripheral neuropathy

Ligamentous instability

Subluxation of the talus

History of ankle joint infection

Presence of severe deformities above or beneath the ankle
Vascular insufficiency

» Total ankle replacement for all other indications not previously listed or if above criteria not met is
considered experimental or investigational based upon:

1. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes,

and

2. Insufficient evidence to support improvement of the net health outcome, and
3. Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives.
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TOTAL ANKLE REPLACEMENT (cont.)

Resources:

1. 7.01.77 BCBS Association Medical Policy Reference Manual. Total Ankle Replacement. Re-issue
date 07/10/2014, issue date 05/31/2001.

2. Acosta R, Ushiba J, Cracchiolo Ar. The results of a primary and staged pantalar arthrodesis and
tibiotalocalcaneal arthrodesis in adult patients. Foot Ankle Int. 2000 Mar;21(3):182-194.

3. Anderson T, Montgomery F, Carlsson A. Uncemented STAR total ankle prostheses. J Bone Joint
Surg Am. 2004 Sep;86-A Suppl 1(Pt 2):103-111.

4. Besse JL, Brito N, Lienhart C. Clinical evaluation and radiographic assessment of bone lysis of
the AES total ankle replacement. Foot Ankle Int. 2009 Oct;30(10):964-975.

5. Bonnin MP, Laurent JR, Casillas M. Ankle function and sports activity after total ankle
arthroplasty. Foot Ankle Int. 2009 Oct;30(10):933-944.

6. Chou LB, Coughlin MT, Hansen SJ, et al. Osteoarthritis of the ankle: the role of arthroplasty. J
Am Acad Orthop Surg. 2008 May;16(5):249-259.

7. Claridge RJ, Sagherian BH. Intermediate term outcome of the agility total ankle arthroplasty. Foot
Ankle Int. 2009 Sep;30(9):824-835.

8. Coetzee JC. Management of varus or valgus ankle deformity with ankle replacement. Foot Ankle
Clin. 2008 Sep;13(3):509-520, x.

9. Coetzee JC, Deorio JK. Total ankle replacement systems available in the United States. Instr
Course Lect. 2010;59:367-374.

10. Detrembleur C, Leemrijse T. The effects of total ankle replacement on gait disability: analysis of
energetic and mechanical variables. Gait Posture. 2009 Feb;29(2):270-274.

11. External Consultant Review. Podiatry. 08/11/2005.

12. External Consultant Review. Orthopedic surgery. 03/05/2007.

13. Gougoulias N, Khanna A, Maffulli N. How successful are current ankle replacements?: a

systematic review of the literature. Clin Orthop Relat Res. 2010 Jan;468(1):199-208.
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Resources: (cont.)

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

Gougoulias NE, Khanna A, Maffulli N. History and evolution in total ankle arthroplasty. Br Med
Bull. 2009;89:111-151.

Guyer AJ, Richardson G. Current concepts review: total ankle arthroplasty. Foot Ankle Int. 2008
Feb;29(2):256-264.

Haddad SL, Coetzee JC, Estok R, Fahrbach K, Banel D, Nalysnyk L. Intermediate and long-term
outcomes of total ankle arthroplasty and ankle arthrodesis. A systematic review of the literature. J
Bone Joint Surg Am. 2007 Sep;89(9):1899-1905.

Hintermann, B, Valderrabano, V. Total ankle replacement. Foot Ankle Clin. 2003 Jun;8(2):375-
405.

Houdijk H, Doets HC, van Middelkoop M, Dirkjan Veeger HE. Joint stiffness of the ankle during
walking after successful mobile-bearing total ankle replacement. Gait Posture. 2008
Jan;27(1):115-119.

Karantana A, Hobson S, Dhar S. The scandinavian total ankle replacement: survivorship at 5 and
8 years comparable to other series. Clin Orthop Relat Res. 2010 Apr;468(4):951-957.

Kim BS, Choi WJ, Kim YS, Lee JW. Total ankle replacement in moderate to severe varus
deformity of the ankle. J Bone Joint Surg Br. 2009 Sep;91(9):1183-1190.

Knecht, S, Estin, M, et, al. The Agility Total Ankle Arthroplasty: Seven to Sixteen-Year Follow-Up.
The Journal of Bone and Joint Surgery. 2004:1161-1171.

Lee KB, Cho SG, Hur ClI, Yoon TR. Perioperative complications of HINTEGRA total ankle
replacement: our initial 50 cases. Foot Ankle Int. 2008 Oct;29(10):978-984.

Morgan SS, Brooke B, Harris NJ. Total ankle replacement by the Ankle Evolution System:
medium-term outcome. J Bone Joint Surg Br. 2010 Jan;92(1):61-65.

Popelka S, Vavrik P, Landor I, Hach J, Pech J, Sosna A. [Our Experience with AES Total Ankle
Replacement.]. Acta Chir Orthop Traumatol Cech. 2010 Feb;77(1):24-31.

Saltzman CL, Kadoko RG, Suh JS. Treatment of isolated ankle osteoarthritis with arthrodesis or
the total ankle replacement: a comparison of early outcomes. Clin Orthop Surg. 2010 Mar;2(1):1-
7.

0357.15.docx Page 4 of 6



R BlueCross
VY, BlueShield
. . of Arizona

An Independent Licensee of the
Blue Cross and Blue Shield Association

MEDICAL COVERAGE GUIDELINES ORIGINAL EFFECTIVE DATE: 09/17/13
SECTION: SURGERY LAST REVIEW DATE: 08/19/14
LAST CRITERIA REVISION DATE: 08/19/14

ARCHIVE DATE:

TOTAL ANKLE REPLACEMENT (cont.)

Resources: (cont.)

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

Saltzman CL, Mann RA, Ahrens JE, et al. Prospective controlled trial of STAR total ankle
replacement versus ankle fusion: initial results. Foot Ankle Int. 2009 Jul;30(7):579-596.

Schonherr R, Fuss S, Korbl M, Trepte CT, Parsch D. [Short-term results after STAR total ankle
replacement]. Orthopade. 2008 Aug;37(8):783-787.

Schuberth JM, Patel S, Zarutsky E. Perioperative complications of the Agility total ankle
replacement in 50 initial, consecutive cases. J Foot Ankle Surg. 2006 May-Jun;45(3):139-146.

Skytta ET, Koivu H, Eskelinen A, Ikavalko M, Paavolainen P, Remes V. Total ankle replacement:
a population-based study of 515 cases from the Finnish Arthroplasty Register. Acta Orthop. 2010
Feb 24.

SooHoo, N, F, Kominski, G. Cost-effectiveness analysis of total ankle arthroplasty. J Bone Joint
Surg Am. 2004 Nov;86-A(11):2446-2455.

SooHoo NF, Zingmond DS, Ko CY. Comparison of reoperation rates following ankle arthrodesis
and total ankle arthroplasty. J Bone Joint Surg Am. 2007 Oct;89(10):2143-2149.

Spirt, A, Assal, M, Hansen, S. Complications and Failure After Total Ankle Arthroplasty. The
Journal of Bone and Joint Surgery. 06/2004;86-A(6):1172-1178.

Steck JK, Anderson JB. Total ankle arthroplasty: indications and avoiding complications. Clin
Podiatr Med Surg. 2009 Apr;26(2):303-324.

Stengel, D, Bauwens, K, et, al. Efficacy of total ankle replacement with meniscal-bearing devices:
a systematic review and meta-analysis. Arch Orthop Trauma Surg. 2005 Mar;125(2):109-119.

Thomas R, Daniels TR, Parker K. Gait analysis and functional outcomes following ankle
arthrodesis for isolated ankle arthritis. J Bone Joint Surg Am. 2006 Mar;88(3):526-535.

Valderrabano, V, Hintermann, B, Dick, W. Scandinavian total ankle replacement: a 3.7-year
average followup of 65 patients. Clin Orthop Relat Res. 2004 Jul (424):47-56.

Wood PL, Sutton C, Mishra V, Suneja R. A randomised, controlled trial of two mobile-bearing
total ankle replacements. J Bone Joint Surg Br. 2009 Jan;91(1):69-74.
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TOTAL ANKLE REPLACEMENT (cont.)

Resources: (cont.)
FDA Summary Statements for ankle prosthesis. Device hames include, but are not limited to:

Agility® Ankle Revision Prosthesis
Eclipse Total Ankle Implant
Inbone ™ Total Ankle System
Salto Talaris®

- FDA-approved indication: Total ankle arthroplasty is intended to give a patient limited mobility by
reducing pain, restoring alignment and replacing the flexion and
extension movement in the ankle joint. Total ankle arthroplasty is
indicated for patients with ankle joints damaged by severe rheumatoid,
post traumatic or degenerative arthritis. Additionally indicated for
patients with a failed previous ankle surgery. Intended for cemented
use only.

FDA Premarket Approval Database for Scandinavian Total Ankle Replacement System (S.T.A.R.®
Ankle):

- FDA-approved indication: For use as a non-cemented implant to replace a painful arthritic ankle
joint due to osteoarthritis, post-traumatic arthritis or rheumatoid
arthritis.
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