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April 10, 2015 
Docket No. FDA- 2015-D-0025-0001 
 
Leslie Kux, Assistant Commissioner for Policy 
Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 

 

Re:  MITA Comments on FDA’s Medical Device Accessories: Defining Accessories and 
Classification Pathway for New Accessory Types | Draft Guidance 
 
Dear Ms. Kux:  
 
On behalf of the members of the Medical Imaging and Technology Alliance (MITA), we thank you for this 
opportunity to provide comments on FDA’s Medical Device Accessories: Defining Accessories and 
Classification Pathway for New Accessory Types, Draft Guidance. We are pleased the FDA continues to 
seek input for the development of strategies to promote appropriate regulation of device accessories, 
and define rational pathways to market.  In a fast-paced technological world, regulatory frameworks 
must support the implementation of technologies for enhanced patient care. We believe this draft 
guidance is an appropriate first step by FDA to indicate an intention to reduce the regulatory burden on 
device accessories.  
 
Background 
 
MITA is the leading organization and collective voice of medical imaging equipment, radiation therapy 
and radiopharmaceutical manufacturers, innovators and product developers. It represents companies 
whose sales comprise more than 90 percent of the global market for medical imaging technology. 
Advancements in medical imaging are transforming health care through earlier disease detection, less 
invasive procedures and more effective treatments.  The industry is extremely important to American 
healthcare and holds unique concerns marked by a continual drive for innovation and marketization 
cycles, complex technologies, and multifaceted supply chains—all with the goal of providing patients 
with safest, most advanced medical imaging currently available. 

 
General Comments 

MITA voices clear support for FDA’s position that “determining the risks of accessories according to their 
use with parent devices does not mean that all risks of a parent device are imputed to the accessory; the 
risk profile of an accessory can differ significantly from that of the parent device, warranting differences 
in regulatory classification.” We have consistently supported regulating accessories based upon the 
specific risk presented by the device when operating as an accessory with the intended parent device or 
devices. Industry would find it helpful, however, if the guidance included further detail on how FDA 
differentiates between a system “component” and an “accessory.”   
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Accessory Classification Policy 
 

We agree FDA should consider the intended use of a device before considering it an accessory. In a 
complex care environment, there are many examples of articles which may be used in conjunction with 
or alongside a device while not becoming an accessory.  
 
While the guidance uses the example of a mobile device and medical application software to 
demonstrate that general purpose hardware or software are not considered accessories by virtue of 
existing within the same platform, we would like to see some clarification from FDA on how this principle 
applies to systems of connected or interrelated devices and/or software.  
 
Further clarification is needed regarding whether an article is an accessory by virtue of being used with a 
medical device. Section A.1. of the draft guidance states “For example, a mobile phone that is used as a 
general platform for applications that include mobile medical applications that are medical devices, or an 
off-the-shelf computer monitor used to display medical data would not be considered accessories unless 
they are intended for use with such devices.”  

 Specifically the use of the word “supplement” in the guidance would appear to include a broad 
range of products used with devices. For example a work list management application may allow 
a radiologist to launch a regulated viewing application (PACS) by clicking on a patient name. Does 
the worklist manager become a Class 2 device? Additional clarification between what FDA 
considers supplementing a device, versus general use alongside a device, would be beneficial to 
industry.      

 
Industry would also like clarification on whether FDA classifies all pieces of a system (or sub-system) as 
an accessory or whether pieces of a system are considered an integrated component. For example: 

 The guidance includes an example of a battery as an accessory that “supports” the device to 
perform its intended use.  However, a battery is also an essential “component” of a device 
without which it cannot function as intended. Manufacturers would not sell a battery powered 
system, not supply the battery, and then tell the user they have to purchase it as an accessory in 
order to use the system.  

 Certain components of medical imaging systems (such as an x-ray tube, collimator, 
interchangeable detector, Bucky tray or stand) are essential for the intended use of the 
“system,” but in some cases these types of components may be an “option” and considered an 
accessory for an expanded use or provides an ability to incorporate two systems into one suite. 

 
We think it would be helpful to modify the definition of an accessory to read “a device intended to 
support, supplement, and/or augment the performance of one or more parent devices, but doesn’t 
enable the basic function of the parent device.”   
 

Accessory Classification through the De Novo Process 
 

In this document FDA lays out a path for reclassification of accessories through de novo submissions. FDA 
can act on these submissions to lower the classification of an accessory. Unfortunately, this arrangement 
requires one company to pursue de novo classification at a relatively high cost. Following reclassification 
of a device as a result of a de novo submission, other companies will bring their products to market 
without absorbing these same costs. As a result, few companies are likely to pursue this route given the 
associated costs and minimal advantage in time to market. Alternative approaches should be explored to 
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better enact the overall intent of the guidance. MITA would be happy to cooperate with FDA in exploring 
viable alternative to do novo review.  

* * * 
MITA appreciates the enormous technical and other complexities associated with implementation of 
device and regulatory guidelines.  We thank you for considering these comments and recommendations, 
and MITA looks forward to actively engaging in continued dialog with FDA as the guidance process 
proceeds. 

Respectfully submitted, 

Thaddeus Flood, JD 

Industry Director, MITA 


