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APPENDIX to Subtalar Arthroereisis Policy 
 


Prior Authorization Requirements 
This service (or procedure) is considered investigational in all instances. If you would like to 
submit additional information please forward to the Prior Authorization Department.  


 


Within five days before the actual date of service, the Provider MUST confirm with Blue Shield 
of California / Blue Shield of California Life & Health Insurance Company (Blue Shield) that the 
member's health plan coverage is still in effect. Blue Shield reserves the right to revoke an 
authorization prior to services being rendered based on cancellation of the member's eligibility. 
Final determination of benefits will be made after review of the claim for limitations or 
exclusions.  


Questions regarding the applicability of this policy should also be directed to the Prior 
Authorization Department. Please call 1-800-541-6652 or visit the Provider Portal 
www.blueshieldca.com/provider. 


 
Evidence Basis for the Policy 


 


Rationale 


Subtalar arthroereisis has been performed for over 50 years, with a variety of implants designs 
and compositions. The Maxwell-Brancheau Arthroereisis (MBAResorb) (Kinetikos Medical, Inc., 
Carlsbad, CA) implant is the most frequently reported, although other devices such as the 
HyProCure®, STA peg and Kalix are also described in the medical literature. The MBA implant 
is described as reversible and easy to insert, with the additional advantage that it does not require 
bone cement. In children, insertion of the MBA implant may be offered as a standalone 
procedure, although children and adults often require adjunctive surgical procedures on bone and 
soft tissue to correct additional deformities. 


Regulatory Status 


A number of implants have received marketing clearance through the U.S. Food and Drug 
Administration's (FDA) 510(k) pathway. For example, the HyProCure® Subtalar Implant 
System/Extra Osseos Fixation Device (GraMedica) received marketing clearance in 2004 
(K042030), the SubFix™ arthroereisis implant (Memometal Technologies, Bruz, France) 
received FDA marketing clearance in 2010 (K093820) and the Arthrex ProStop Plus™ (Arthrex, 
Naples, FL) received marketing clearance in 2008 (K071456). The MBA® implant (now owned 
by Integra LifeSciences Corp., Plainsboro, NJ) received 510(k) marketing clearance in 1996 
(K960692) because it was substantially equivalent to products on the market prior to device 
regulation. According to the FDA summary, the primary indication for the Subtalar MBA device 







Medical Policy: Subtalar Arthroereisis 
Original Policy Date: 4/3/2009 
Effective Date: 3/7/2014 


is “as a spacer for stabilization of the subtalar joint. It is designed to block the anterior and 
inferior displacement of the talus, thus allowing normal subtalar joint motion but blocking 
excessive pronation and the resulting sequela.” The MBAResorb Implant received 510(k) 
marketing clearance in 2005 (K051611). This implant employs the same basic mechanical 
features as the predicate MBA implant but is composed of a material (poly l-lactic acid) that is 
resorbed by the body. Predicate devices include the Osteomed Talar-Fit™ (K031155), Nexa 
Orthopedics Subtalar Peg (K032902 and K033046), Arthroereisis Implant Talus of Vilex (TOV, 
K041289), Instrateck (K080280), and Wright Medical Smith Sta-Peg (K792670). 


Literature Review 


A literature search of the MEDLINE database, focusing on subtalar arthroereisis generally and 
the MBA implant specifically, identified minimal published studies. The studies primarily 
consisted of single institution case series and individual case reports. The largest case series by 
Nelson and colleagues (2004) consisted of 37 patients (67) feet who underwent the MBA implant 
with an average of 18.4 months of follow-up. While this study reported various improvements in 
anatomic measurements, there were no data on improvement in symptoms. 


A search of the MEDLINE database for the period of February 2007 through March 2008 
identified one radiographic study by Saxena and Nguyen (2007) of bioabsorbable subtalar 
arthroereisis. Six patients met the inclusion criteria and consented to additional imaging with an 
average follow-up of 14 months (range of 12 months to 50 months). Two patients requested 
implant removal; a third had persistent pain but refused explantation. Radiographic measurement 
(magnetic resonance imaging (MRI) or Computed Tomography (CT)) found these three patients 
had smaller tarsal canal widths than the diameter of the inserted interference screw. The authors 
noted the implant length also had to be reduced prior to implantation. They concluded the current 
width and length of commercially available implants may have needed to be modified, and more 
research and long term clinical studies are needed. Subtalar arthroereisis has not been shown to 
be as beneficial as established alternatives. 


2011 Update 


Scharer et al., (2010) evaluated the outcome of pediatric patients who had undergone MBA 
subtalar implants for the treatment of painful pediatric flatfoot deformities. Sixty-eight feet 
totaling 39 patients (aged six years to 16 years) were evaluated.  Follow-up was performed 
between six months and 61 months. Statistical evaluation was performed on all radiographic 
measurements. Additional surgical procedures (gastrocnemius recession, Achilles tendon 
lengthening, Kidner posterior tibial tendon advancement) were performed in 22 of the 68 feet. 
There were 10 (15%) complications, which consisted of reoperations in 10 feet. Nine feet 
required implant exchange do to implant migration, undercorrection, and overcorrection. One 
foot required reoperation for implant removal because of persistent sinus tarsi pain. There were 
significant changes noted in preoperative and postoperative measurements (p < 0.001) based 
upon radiographic evaluation. The authors concluded the MBA implant was effective for the 
correction of painful, flexible flatfoot deformity in children in short-term follow-up. This was a 
multiplanar deformity, additional procedures may be needed in addition to the MBA.   


Per the American Academy of Orthopaedic Surgeons (AAOS) (Leahy, 2011), Fitzgibbons and 
colleagues conducted a small study to determine the effectiveness of subtalar arthroereisis screw 
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placement in patients with flatfoot deformity. Each of the four patients (aged 11 years to 26 
years; two male, two female) underwent tarsal coalition resection and placement of a subtalar 
arthroereisis screw between November 2007 and June 2009. Fitzgibbons stated, “The screws 
were supposed to act as distracters, which would prohibit motion, yet we were surprised that all 
the patients experienced increased motion.” Mosca (2011) from the AAOS surgeons concluded, 
“Based on my review of the literature, I don't recommend subtalar arthroereisis as a treatment for 
painful flatfoot deformity in children.”  


Cook et al. reported a retrospective case-control study in 2011 to identify factors that may 
contribute to failure (explantation) of titanium arthroereisis implants. All patients who required 
removal of a self-locking wedge-type subtalar arthroereisis (n = 22) were compared in a 2:1 ratio 
(n = 44) to patients with nonexplanted arthroereises who were treated during the same time 
period. Subjects were matched for pre-operative radiographic measurements, age, gender, 
presenting diagnosis, and length of follow-up. Multivariate logistic regression showed no 
significant effect of age, gender, implant size, shape, length of follow-up, implant position, 
surgeon experience, or concomitant procedures. Patients who required explantation had slightly 
greater odds of radiographic undercorrection (odds ratio = 1.175) or residual transverse plane-
dominant deformities (odds ratio = 1.096).  The percentage of explantations in this retrospective 
analysis was not described. 


In summary, data in the published medical literature is inadequate to permit scientific 
conclusions. The lack of clinical studies and long-term outcomes are not sufficient to permit 
conclusions based upon recent medical literature.  Therefore, subtalar arthroereisis is considered 
investigational. 


  


Benefit Application 
Benefit determinations should be based in all cases on the applicable contract language. To the 
extent there are any conflicts between these guidelines and the contract language, the contract 
language will control. Please refer to the member's contract benefits in effect at the time of 
service to determine coverage or non-coverage of these services as it applies to an individual 
member.  


Some state or federal mandates (e.g., Federal Employee Program (FEP)) prohibit Plans from 
denying Food and Drug Administration (FDA) - approved technologies as investigational. In 
these instances, plans may have to consider the coverage eligibility of FDA-approved 
technologies on the basis of medical necessity alone. 


 


This Policy relates only to the services or supplies described herein. Benefits may vary 
according to benefit design; therefore, contract language should be reviewed before applying the 
terms of the Policy. Inclusion or exclusion of a procedure, diagnosis or device code(s) does not 
constitute or imply member coverage or provider reimbursement.  
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Type Number Description 


0335T Extra-osseous subtalar joint implant for talotarsal 
stabilization [when specified for subtalar arthroereisis] 


28725 Arthrodesis; subtalar [when specified as subtalar 
arthroereisis] 


28735 Arthrodesis, midtarsal or tarsometatarsal, multiple or 
transverse; with osteotomy (eg, flatfoot correction) [when 
specified as subtalar arthroereisis] 


28740 Arthrodesis, midtarsal or tarsometatarsal, single joint [when 
specified as subtalar arthroereisis] 


28899 Unlisted procedure, foot or toes [when specified as subtalar 
arthroereisis] 


CPT 


29907 Arthroscopy, subtalar joint, surgical; with subtalar 
arthrodesis [when specified as subtalar arthroereisis] 


S2117 Arthroereisis, subtalar HCPC 


  


81.18 Subtalar joint arthroereisis ICD9 
Procedure 


  


All Diagnoses  ICD9 
Diagnosis 


  


Place of 
Service 


All Places of Service 


 


 


 


Tables 
N/A 


Definitions 
Arthrodesis - The fusion of a joint between two or more bones so that the joint can no longer 
move. 


Calcaneal - The heel bone, the largest bone of the human foot. 


Eversion - The position of being turned outward. 


Pronation - The rolling inwards of the foot including lowering of the arch and inward tilting of 
the heel. The pronated foot is generally an unstable and inefficient foot type, prone to injury. 
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Talus - The bone in the ankle that joins with the leg bones to form the ankle joint. 


 


Index / Cross Reference of Related BSC Medical Policies 
The following Medical Policies share diagnoses and/or are equivalent BSC Medical Policies:  


 Total Ankle Arthroplasty 


 


Key / Related Searchable Words 
 Arthrex ProStop Plus 
 Arthroereisis Implant Talus of Vilex  
 Arthroereisis, subtalar 
 Extraosseous talotarsal stabilization (EOTTS) 
 HyProCure Subtalar Implant System/Extra Osseos Fixation Device  
 Instrateck 
 Maxwell-Brancheau Arthroereisis (MBA) implant  
 MBA Implant, subtalar 
 Nexa Orthopedics Subtalar Peg  
 Osteomed Talar-Fit 
 SubFix arthroereisis implant  
 Subtalar arthroereisis 
 Subtalar joint arthroeresis 
 Subtalar MBA  
 Wright Medical Smith Sta-Peg  
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 U.S. Food and Drug Administration (FDA). Summary for Kinetikos Medical 
Incorporated (KMI) Subtalar MBA System™. Retrieved August 1, 2013 from 
http://www.accessdata.fda.gov/cdrh_docs/pdf/K960692.pdf. 


 


Policy History 
This section provides a chronological history of the activities, updates and changes that have 
occurred with this Medical Policy. 


Effective Date Action Reason 


4/3/2009 BCBSA Medical Policy adoption Medical Policy Committee 


1/6/2012 Policy revision without position change Medical Policy Committee  


3/7/2014 Coding and Administrative Update Administrative Review  


 


The materials provided to you are guidelines used by this plan to authorize, modify, or deny care 
for persons with similar illness or conditions. Specific care and treatment may vary depending on 
individual need and the benefits covered under your contract. These Policies are subject to 
change as new information becomes available. 


 


Click here to view the policy statement for this policy 


 








 


 


Medical Policy


 


Subtalar Arthroereisis 


Type:   Policy Specific Section:  


Investigational / Experimental Surgery 


Original Policy Date: Effective Date:  


April 3, 2009 March 7, 2014 


 


Definitions of Decision Determinations 


Medically Necessary:   A treatment, procedure or drug is medically necessary only when it has 
been established as safe and effective for the particular symptoms or diagnosis, is not 
investigational or experimental, is not being provided primarily for the convenience of the 
patient or the provider, and is provided at the most appropriate level to treat the condition.   
 
Investigational/Experimental:  A treatment, procedure or drug is investigational when it has 
not been recognized as safe and effective for use in treating the particular condition in 
accordance with generally accepted professional medical standards.  This includes services 
where approval by the federal or state governmental is required prior to use, but has not yet been 
granted.   
 
Split Evaluation:  Blue Shield of California / Blue Shield of California Life & Health Insurance 
Company (Blue Shield) policy review can result in a Split Evaluation, where a treatment, 
procedure or drug will be considered to be investigational for certain indications or conditions, 
but will be deemed safe and effective for other indications or conditions, and therefore 
potentially medically necessary in those instances. 
 


Description 


Flexible flatfoot, defined as excessive pronation during weight bearing due to anterior and 
medial displacement of the talus, is a common disorder. It may be congenital in nature or 
acquired in adulthood due to posterior tibial tendon dysfunction caused by trauma, overuse, 
inflammatory disorders, etc. Symptoms include: dull aching, throbbing, cramping pain, which in 
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children may be described as growing pains, or refusal to participate in athletics or in walking 
long distances. Conservative treatments include orthotics or shoe modifications. 


Arthroereisis is the limitation of excessive movement across a joint. Subtalar arthroereisis is a 
surgical procedure designed to correct excessive talar displacement and calcaneal eversion by 
placing an implant in the sinus tarsi, a canal located between the talus and the calcaneus. 


Note: Subtalar arthrodesis, which differs from subtalar arthroereisis, is the denuding of 
cartilage between the talus and the calcaneus, then fixating the site with a bone screw or 
multiple pins to maintain the position until bone fusion occurs (Zlotoff & Hill, 2010). 


  


Policy 


Subtalar arthroereisis is considered investigational. 


 


Policy Guideline  


The HCPCS code S2117 specifically defines subtalar arthroereisis. However, there is no specific 
CPT code for this procedure.  It is possible that physicians may be using a miscellaneous code or 
the codes listed below to describe subtalar arthroereisis.  If these CPT codes are used to describe 
an arthroereisis procedure, then medical policy applies. 


 28725:  Arthrodesis; subtalar 
 28735:  Arthrodesis; midtarsal or tarsometatarsal, multiple or transverse; with osteotomy 


(e.g., flatfoot correction) 
 28899: Unlisted procedure, foot or toes 
 28740: Arthrodesis, midtarsal or tarsometatarsal, single joint 
 29907: Arthroscopy, subtalar joint, surgical; with subtalar arthrodesis 


Effective January 1, 2014, there is a category III code for insertion of the HyProCure® device: 


 0335T: Extra-osseous subtalar joint implant for talotarsal stabilization 


 


Internal Information 


There is an MD Determination Form for this Medical Policy. It can be found on the following 
Web page:  
http://myworkpath.com/healthcareservices/MedicalOperations/PSR_Determination_Pages.htm 


 


Documentation Required for Clinical Review 


 No records required  
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The materials provided to you are guidelines used by this plan to authorize, modify, or deny care 
for persons with similar illness or conditions. Specific care and treatment may vary depending on 
individual need and the benefits covered under your contract. These Policies are subject to 
change as new information becomes available. 


Click here to view the appendix for this policy 


 





