
 
January 15, 2013 
 
Mr. Bryan Benesch 
Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 
 
Re: Medical Devices; Custom Devices; Request for Comments; Docket No. FDA-2012-N-1045; 
Federal Register Vol. 77, No. 23, November 19, 2012, page 69488 
 
 
Dear Mr. Benesch: 
 
On behalf of the 9,500 fellows and members of the American Association of Oral and Maxillofacial 
Surgeons (AAOMS), I thank you for the opportunity to provide comments to the FDA regarding our 
members’ experience with the custom device exemption.   
 
Oral and maxillofacial surgeons (OMSs) are the surgical specialists of the dental profession. Their 
extensive education and training, surgical expertise and unparalleled understanding of esthetics and 
function uniquely qualify them to treat the conditions, defects, injuries and esthetic aspects of the 
mouth, teeth, jaws and face. Patients who complain of pain or problems in this area are routinely 
referred to an oral and maxillofacial surgeon for help.  
 
The AAOMS submits the following in response to the request for comments published in the 
November 19, 2012 Federal Register notice. 
 

Request 1. Input from patients, manufacturers, dentists, or physicians on where use of the 
custom device exemption is appropriate.  

 
OMSs routinely use orthotics and prosthetics to manage and treat a variety of 
conditions affecting the oro-facial region, including oral devices for the management 
of temporomandibular joint disorder (TMJ) and craniofacial and maxillofacial 
prosthetics to restore hard and soft tissue or hard structures resulting from congenital 
defects, trauma or ablative surgery.   

 
Unlike reconstructive surgery on other parts of the body where anatomy tends to be 
consistent in all humans, the highly variable anatomy of our facial structures typically 
requires significant customization of each prosthetic and orthotic utilized for any 
given patient – not just one with a “significantly rare condition…” as cited under 
Section 617 of the Food and Drug Administration Safety and Innovation Act (P.L. 
112-144). 

 
Improved imaging capabilities have enabled OMSs to view more detailed images of 
the oral and maxillofacial anatomy, thereby making it possible to provide each patient 
with a more precise and comfortable fitting prosthetic or orthotic. As a result, when 



an OMS orders a prosthetic or orthotic device, he or she is ordering it for a single, 
unique patient. Therefore, AAOMS believes that all orthotic and prosthetic devices, 
or at a minimum those utilized on the oral and maxillofacial region, should fall under 
the custom device exemption. 

 
Request 2. Specific instances where manufacturers, dentists, or physicians have used, would 
like to use, or plan to use the custom device exemption for treatment of a sufficiently rare 
condition. 

 
As noted in our answer to the previous question, AAOMS believes that each patient’s 
anatomy is sufficiently unique that a prosthetic or orthotic must be customized for 
each patient. While OMSs do use the more readily available stock devices, such 
devices do not always perform as intended or required without significant 
modifications. The need to modify a stock device to fit the unusual anatomy of a 
patient undergoing reconstructive surgery may significantly increase the time a 
patient receives anesthesia care, as well as the time spent in the operating room.  
Furthermore, repeated bending, trimming and other modifications to the device may 
stress and weaken the materials rendering it less effective or useless. Greater 
access to customized devices would alleviate such issues. 

 
Request 3. Product areas other than orthopedic and dental devices where the custom device 
exemption may be useful.   

 
We do not submit a response to this question.  

 
Request 4. The type of information manufacturers intend to require a physician, dentist, or other 
qualified person to submit to them when ordering a custom device.   

 
We do not submit a response to this question.  

 
Request 5. How often a custom device is ordered due to unusual anatomical features of the 
individual physician/dentist, or due to a unique need in the physician’s/dentist’s practice not 
shared by health professionals of the same specialty (i.e., a special need of a physician or 
dentist).   

 
When a custom device is ordered by an oral and maxillofacial surgeon for use on a 
patient, it is customized to be used to fit the unique needs of the patient, not the 
occupational needs of the oral and maxillofacial surgeon.   

 
Thank you again for allowing AAOMS the opportunity to submit the above comments on custom 
devices. If you have questions or wish additional information, please contact Ms. Jeanne Tuerk, 
manager of the AAOMS Department of Governmental Affairs, at 800/822-6637, ext. 4321 or 
jtuerk@aaoms.org.  
  
Sincerely, 

 
Miro A. Pavelka, DDS, MSD 
President 
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