
    
State Board of Orthotics, Prosthetics, and Pedorthics 
 
              
               
 
 

June 9, 2011 
 
TO: ODJFS/Ohio Health Plans 
RE: Draft Rule 5101:3-10-35  Cranial Orthotic Devices 
 
The Board acknowledges receiving a request for comment from Ohio Health Plans regarding the 
proposed rule language pending in draft form as noted above and as attached.   
 

We understand that our comment is sought primarily because the item is a highly customized orthotic 
device and specialty item with which our licensees/practitioners and Board Members may be familiar.  
 

This Board was created pursuant to and is authorized and responsible to administer and enforce the Ohio 
Orthotics, Prosthetics, and Pedorthics Practice Act, Chapter 4779, Ohio Revised Code.  The statutory 
language defines an orthotic device as: 
 

. . . a custom fabricated or fitted medical device used to support, correct, or alleviate neuromuscular or 
musculoskeletal dysfunction, disease, injury, or deformity. [ref: ORC 4779.01 (E)] 
 

In conducting our review, we solicited and received the informed input of three non-Board Member 
licensees/practitioners from around the state who currently provide these device-related services.  In 
addition, the language was given careful review by our Member who is a pediatric physiatrist at 
Nationwide Children’s Hospital. 
 

Please find attached our document offering suggested amendments to your currently-proposed language 
by mark-up as well as footnoted comments and discussion.  We are also providing for your 
consideration a detail of the reimbursement metrics and methodology utilized by the Bureau for 
Children with Medical Handicaps (BCMH) of the Ohio Department of Health for these services. 
 

The State Board of Orthotics, Prosthetics and Pedorthics considered this matter as an agenda item at its 
meeting of June 8, 2011, and approved this submission by unanimous vote.  Thank you for this 
opportunity to provide comment in this regard. 
 
 

Respectfully submitted, 
 
 
 
 
Mark B. Levy 
Board Director 
 
Attached: 5101:3-10-35 Draft Rule as received 
  Mark-up and Comments of Draft Rule approved 06.08.2011  
  BCMH reimbursement metrics 
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APPROVED 06.08.2011 


5101:3-10-35     Cranial orthotic REMOLDING devices1  
 
 Any provider seeking reimbursement for this service must meet the provisions contained 
within Chapter 4779. of the Revised Code in order to be eligible for reimbursement for 
services provided.  
  
 (A) Definition  
 
A cranial orthotic REMOLDING device is an orthotic HELMET device that can progressively 
mold the shape of the cranium. Treatment is typically initiated around five to six months of 
age and continues for an average of four to five SIX months. 2 
  
(B) Coverage determination 3 


(1) A cranial orthotic REMOLDING device is covered FOR TREATMENT OF 
POSITIONAL (NON-SYNOSTOTIC) PLAGIOCEPHALY only if all of the following 
criteria are met:  


  
 (a) Consumer is at least three months of age but not greater than eighteen 
months of age; and  
  
 (b) Marked asymmetry has not been substantially improved following 
conservative therapy of at least two months duration with cranial 
repositioning therapy and/or physical therapy; and 
  
 (c) Asymmetry of the cranial base as documented by the following :  


  
 (i) (Skull Base Asymmetry): At least six millimeter (mm) right/left 
discrepancy measured subnasally to the tragus, defined as the 
cartilaginous projection of the auricle at the front of the ear; or  
 


                                                 
1 Based on the language in the Definition paragraph, we assume the “remolding” qualifier may be important, 
since there are also cranial orthotic PROTECTIVE devices that may not require the level of customization 
(nor the FDA approved tag) usually associated with a remolding device.  See HCPCS codes L0100 vs. 
L0110, and please note as well S1040.  We believe S1040 is the appropriate code for custom pediatric 
remolding devices. 
 
2 We believe it would be more accurate to define the typical range as 4 – 6 months. 
 
3 Rather than the confusing and apparently purpose-defeating language of sub-part (C) as carried in the initial 
draft, we believe it may be useful to indicate the different medical presentations for which remolding 
helmetry is indicated, as the metrics that inform the different diagnoses and treatment options differ 
accordingly.  We have suggested certain changes in this section from that perspective.  Surgery is generally 
indicated for synostotic type, and generally not indicated for non-synostotic type.  Different materials may be 
utilized depending on type and presentation, but we do not believe it would be helpful to ODJFS’ process to 
detail material specifications.  
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 (ii) (Cranial Vault Asymmetry): At least a ten mm right/left 
discrepancy measured from the frontozygomaticus point (identified by 
palpation of the suture line above the upper outer corner of the orbit) 
to the euryon, defined as the most lateral point on the head located in 
the parietal region; or  
  
 (iii) Asymmetry of the orbitotragial distances, as documented by at 
least a four mm right/left asymmetry.   
 


(2) A CRANIAL ORTHOTIC REMOLDING DEVICE IS COVERED FOR THE 
TREATMENT OF POSITIONAL (NON-SYNOSTOTIC) BRACHIOCEPHALY IF THE 
CEPHALLIC INDEX IS GREATER THAN 91%. 


 
(3) A CRANIAL ORTHOTIC REMOLDING DEVICE IS COVERED FOR TREATMENT 
OF SYNOSTOTIC DEFORMITY IF ALL OF THE FOLLOWING CRITERIA ARE MET: 
 


(A) CONSUMER IS BETWEEN THE AGES OF BIRTH AND 18 MONTHS; 
AND. 
 
(B) PREMATURE CLOSING OF THE CRANIAL SUTURES IS DOCUMENTED 
BY TREATING PHYSICIAN AND SURGERY WITH POST-OPERATIVE 
TREATMENT INCLUDING REMOLDING ORTHOTIC HELMETING IS 
MEDICALLY INDICATED. 


 
 (23) All documentation supporting the above medical criteria must be kept in the 
provider's file and be available for review at the request of the Ohio department of 
job and family services (ODJFS).  
 
 


(C) Non-coverage determination 4 
 
A cranial orthotic REMOLDING device is non covered for the sole treatment of synostotic 
plagiocephaly and for non-synostotic plagiocephaly CONSUMERS WHO CANNOT 
DOCUMENT AN APPROPRIATE MEDICAL NEED.  
  
 
 
 


                                                 
4 The original language is confusing and appears to defeat the purpose of the rule.  Abnormal cephallic 
presentations are broadly experienced as one of two general types:  synostotic and non-synostotic.  It may be 
helpful to distinguish coverage determinations between an orthotic to treat POSITIONAL (non-synostotic) 
deformity, which rarely requires surgery to address, vs. one where surgery is usually required (synostotic) 
due to developmental anomalies or abnormalities.  However, as represented in the ODJFS draft language, it 
appears the rule is setting forth language to govern a treatment that is pre-determined to be non-covered 
regardless of the characteristics of the medical condition for which it would be prescribed. 
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 (D) Prior Authorization 5 
 
 No prior authorization is necessary for the dispensing of a cranial orthotic REMOLDING 
device.  
  
 (E) Dispensing  
  


 (1) The following components are considered "inclusive" with any payment made 
by the department for a cranial orthotic REMOLDING device on behalf of a 
consumer, cannot be submitted to the department for separate reimbursement and 
must be dispensed and/or maintained by the billing provider:  


  
(a) Labor;  
  
(b) Orthotic REMOLDING device;  
  
 (c) Casting, fitting, or measuring fees;  
  
 (d) Charges for travel; and 6 
  
 (e) Charges for shipping and mailing.  


  
 (2) Providers must document that the consumer's primary care giver is instructed 
as to the proper use and wear of the cranial orthotic REMOLDING device and 
documentation of this instruction must be kept in the provider's file.  
  
(3)  Any dispensed cranial orthotic REMOLDING device must be OF A TYPE AND 
FABRICATED AT A FACILITY approved for CONSUMER use on consumers AS AN 
APPROVED CLASS II MEDICAL DEVICE by the Food and Drug Administration (FDA) 
before the device is eligible for reimbursement by the Ohio medicaid program.7 
  
(4) Any provider dispensing and fitting a cranial orthotic REMOLDING device must 
have the appropriate documentation on file that demonstrates the appropriate 
training  necessary to fit the device properly.  ANY PROVIDER SEEKING 
REIMBURSEMENT FOR THIS SERVICE MUST MEET THE PROVISIONS CONTAINED 


                                                 
5 Comparing the proposed ODJFS language at (C) and (D), the question needs to be addressed:  what are the 
conditions or presenting problems for which ODJFS would seek to deny coverage for this 
treatment/condition? 
 
6 Given the difference in urban vs. suburban vs. rural medical markets, ODJFS may wish to consider a travel 
allowable with documented need. 
 
7 We believe the suggested change in wording represents the regulatory status quo more clearly. 
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WITHIN CHAPTER 4779. OF THE REVISED CODE IN ORDER TO BE ELIGIBLE FOR 
REIMBURSEMENT FOR SERVICES PROVIDED. 8 
 
(5) Consumers are eligible for only one cranial orthotic REMOLDING device per 
lifetime FOR TREATMENT OF POSITIONAL (NON-SYNOSTOTIC) DEFORMITY.9 
 
(6) CONSUMERS ARE ELIGIBLE FOR TWO CRANIAL ORTHOTIC REMOLDING 
DEVICES PER LIFETIME FOR TREATMENT OF SURGICAL SYNOSTOTIC 
DEFORMITY; ADDITIONAL DEVICES WILL ONLY BE APPROVED BASED ON 
APPROPRIATE DOCUMENTATION OF GROWTH AND PROGRESS IN TREATMENT.  
 


  
(F) Reimbursement 10 
 
Cranial orthotic REMOLDING devices are reimbursed according to the department fee 
schedule contained in OAC rule 5101:3-1-60, appendix DD or the providers usual and 
customary charge, whichever is less.  
  
 
 
 


                                                 
8 Reiterating the basic credentialing requirements for provider reimbursement.  Same language as that which 
introduces the rule. 
 
9 Although treatment with a cranial orthotic remolding helmet, or band, may be appropriate for both 
synostotic and non-synostotic presentations, and the devices utilized would generally be billable under the 
same HCPCS code, the predictable frequency of necessary dispensation differs between the two types.  As 
synostotic intervention may occur with very young infants and treatment may continue during a period of 
rapid musuloskeletal development, a second fitting is often indicated, and a third or fourth would not be 
outside the range of normal for these significant issues affecting the cranium.  We would recommend a 
minimum allowable of two per lifetime when of the synostotic type, and would suggest reasonable 
documentation requirements should additional devices be required based on individual circumstances. 
 
10 Please reference the earlier comments regarding HCPCS Codes L0100, L0110, and S1040.  First, it should 
be noted that the reimbursement amount shown for the L0100 device on the current schedule, even if the Non 
Covered flag were removed, would only reimburse the provider’s out-of-pocket billable from the FDA-
approved fabricator.  ODJFS staff may wish to confer with BCMH staff and incorporate their findings 
regarding coverage cost determinations. We understand BCMH had conducted is own cost-reimbursement 
allowable survey 
 








*** DRAFT – NOT FOR FILING *** 
5101:3-10-35          Cranial orthotic devices. 
 
 
Any provider seeking reimbursement for this service must meet the provisions contained 
within Chapter 4779. of the Revised Code in order to be eligible for reimbursement for 
services provided. 
 
(A) Definition 
 


A cranial orthotic is an orthotic device that can progressively mold the shape of the 
cranium. Treatment is typically initiated around five to six months of age and 
continues for an average of four to five months. 


 
(B) Coverage determination 
 


(1) A cranial orthotic device is covered only if all of the following criteria are met: 
 


(a) Consumer is at least three months of age but not greater than eighteen 
months of age; and 


 
(b) Marked asymmetry has not been substantially improved following 


conservative therapy of at least two months duration with cranial 
repositioning therapy and/or physical therapy; and 


 
(c) Asymmetry of the cranial base as documented by any of the following: 


 
(i) Skull Base Asymmetry: At least six millimeter (mm) right/left 


discrepancy measured subnasally to the tragus, defined as the 
cartilaginous projection of the auricle at the front of the ear; or 


 
(ii) Cranial Vault Asymmetry: At least a ten mm right/left discrepancy 


measured from the frontozygomaticus point (identified by palpation of 
the suture line above the upper outer corner of the orbit) to the euryon, 
defined as the most lateral point on the head located in the parietal 
region; or 


 
(iii) Asymmetry of the orbitotragial distances, as documented by at least a 


four mm right/left asymmetry. 
 


(2) All documentation supporting the above medical criteria must be kept in the 
provider's file and be available for review at the request of the Ohio department 
of job and family services (ODJFS). 


 
(C) Non-coverage determination 
 







*** DRAFT – NOT FOR FILING *** 
A cranial orthotic is non covered for the sole treatment of synostotic plagiocephaly 
and for non-synostotic plagiocephaly. 


 
(D) Prior Authorization 
 


No prior authorization is necessary for the dispensing of a cranial orthotic device. 
 
(E) Dispensing 
 


(1) The following components are considered "inclusive" with any payment made by 
the department for a cranial orthotic device on behalf of a consumer, cannot be 
submitted to the department for separate reimbursement and must be dispensed 
and/or maintained by the billing provider: 


 
(a) Labor; 


 
(b) Orthotic device; 


 
(c) Casting, fitting, or measuring fees; 


 
(d) Charges for travel; and 


 
(e) Charges for shipping and mailing. 


 
(2) Providers must document that the consumer's primary care giver is instructed as 


to the proper use and wear of the cranial orthotic device and documentation of 
this instruction must be kept in the provider's file. 


 
(3) Any dispensed cranial orthotic device must be approved for use on consumers by 


the Food and Drug Administration (FDA) before the device is eligible for 
reimbursement by the Ohio medicaid program. 


 
(4) Any provider dispensing and fitting a cranial orthotic device must have the 


appropriate documentation on file that demonstrates the appropriate training  
necessary to fit the device properly. 


 
(5) Consumers are eligible for only one cranial orthotic device per lifetime. 


 
(F) Reimbursement 
 


Cranial orthotic devices are reimbursed according to the department fee schedule 
contained in OAC rule 5101:3-1-60, appendix DD or the providers usual and 
customary charge, whichever is less. 


 








Pam Ristas, RN 


Bureau for Children with Medical Handicaps 


05/26/2011 


Mark Levy, 


The BCMH began authorization of Cranial Remolding Orthosis in 2008.   Information was requested and 


received from BCMH providers (The Brace Shop, Cincinnati:  Orpro, Dayton;  and Hanger’s, Tempe, 


Arizona) to help establish  a reimbursement rate. Clinical information from Orthomerica 


(www.orthomerica.com) was used to help establish eligibility criteria and breakdown of charges.   The 


amount includes cost of product, overhead and all clinical (follow‐up) services.  The invoice charge for 


the initial helmet is paid at 125%.  The labor charges are paid @$12.00/15 minutes or $48.00/hour.  The 


raw material charge is paid at 75% of requested amount. 


Here is the breakdown that was followed: 


Evaluation time‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐ 30 minutes 


Measuring/casting‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐30 minutes 


Initial helmet cost‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐$584.03 


Fitting/delivery‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐45 minutes 


Raw material‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐$300.00 


Follow up‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐12 hours 


Telephone conversations‐‐‐‐‐‐‐‐‐1‐2 hours 


The total allowable is $1640.03 and the code used is L0100. 


I have attached the  BCMH  Plagiocephaly Policy  (eligibility based on criteria). 


 


 If you have any further questions, please call me at 614‐387‐2727 


Pam Ristas 
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