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Dockets Management Branch (HFA-305) 
Food and Drug, Administration 
5630 Fishers Lane, Room 106 1 
Rockville, MD 20852 

Re: Docket Number 02N-0534: Medical Device User Fee and Modernization Act 
(MDUFMA) of 2002 

Dear Sir/Madam: 

B. Braun Medical, Inc. is providing comments in response to the Federal Register Notice dated 
February 4,2003 (See 68 F.R. at 5643) regarding Section 301 of MDUFMA. 

Section 30 1 (a) of MDUFMA states: 

“If it is a device, unless it, or an attachment thereto, prominently and conspicuously 
bears the name of the manufacturer of the device, a generally recognized 
abbreviation of such name, or a unique and generally recognized symbol identifying 
such manufacturer, except that the Secretary may waive any requirement under this 
paragraph for the device if the Secretary determines that compliance with the 
requirement is not feasible for the device or would compromise the provision of 
reasonable assurance of the safety and effectiveness of the device.” 

B. Braun Medical, Inc. manufactures a large variety of single-use disposable medical devices 
and is a contract manufacturer for many medical device companies. Following a review of the 
history of the development of the above referenced section of the Act, it is B. Braun Medical 
Inc’s belief that the original intent of this regulation was to apply to single-use devices that may 
be reprocessed. B. Braun Medical, Inc. urges the Agency to enforce section 301 of the Act only 
for reprocessed medical devices and grant exemption for all other medical devices. It does not 
appear that there is an added health benefit to place the original equipment manufacturer’s name 
on medical devices. Additionally, there does not appear to be a problem with the current 
labeling requirements for medical devices. The current labeling requirements allow medical 
device users to identify the responsible party if needed. 

B. Braun Medical Inc. is concerned that implementation of this section of the Act will require 
substantial changes to B. Braun Medical Inc.‘s manufacturing operations and ultimately impact 
the design of B. Braun Medical Inc.‘s products. To implement the identification of the 
manufacturer on all medical devices would require multiple manufacturing and design changes. 
Regardless of the method chosen to identify the manufacturer, the change will need to be 
identified, planned, conducted and validated. This will require normal production to be slowed 
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or halted until the changes can be fully implemented. This process could have significant 
negative impacts on product availability and thus public health. All of the additional 
manufacturing and process changes required to implement Section 301 of the Act will lead to 
increased product costs in a time when there is a major effort to control medical spending. 

Another consideration is the confusion that would be created by having a medical device 
marked with the B. Braun Medical Inc. name or symbol, but the product labeling marked with 
the party responsible for placing the medical device in commercial distribution. This situation 
puts B. Braun Medical Inc. at a significantly increased risk as B. Braun Medical Inc. has no 
control over the further processing or labeling of components manufactured by B. Braun 
Medical Inc. and purchased by other manufacturers. To have the B. Braun Medical Inc. name 
on a product ,that B. Braun Medical Inc. does not have control of the processing and labeling 
poses excessive risk to B. Braun Medical Inc. 

If there is a literal implementation of this section of the Act, it is not feasible for many medical 
device companies to comply within the allotted eighteen months. The time needed to identify 
the processes to be changed, how to change them, testing that needs to be completed, validation 
that is required and the actual process of completing the activities listed will greatly exceed the 
eighteen month timeframe. Additionally, no guidance has been promulgated to address the 
concerns of manufacturers and provide a clear interpretation of the Agency’s expectations. This 
lack of guidance and clear direction is hindering industry’s ability to begin the implementation 
of this process. 

In the event that a general exemption is not granted for all medical devices except reprocessed 
devices, B. Braun Medical Inc. proposes that general waivers be granted for small medical 
devices, as the size does not permit for a legible name, abbreviation or symbol. Additionally, 
B. Braun Medical Inc. believes that in many cases an attachment to the medical device would 
interfere with the use of the medical device. There is also a concern that the safety and 
effectiveness of many other medical devices could be compromised by these requirements. For 
instance, printing on IV tubing raises concerns of biocompatibility. Also, molding or stamping 
the name of the manufacturer onto a medical device may compromise the integrity or 
functionality of the medical device. Based on these concerns, B. Braun Medical Inc. believes 
that the Agency should work with industry to draft guidance with specific criteria for the types 
of products that require compliance with Section 301. This guidance should include lists of 
example product types that would meet the criteria. Below is a list of several product types that 
B. Braun Medical Inc. believes should be exempted from the requirements of Section 301 based 
on the rationales described above. This list is not exhaustive, and considerable work between 
industry and the Agency needs to be completed to fully address the implementation of any 
exemptions to Section 30 1. 



L  

R A U  
M D U F M A  C o m m e n ts 

M a y  6 , 2 0 0 3  
P a g e  3  o f 3  

A n e s thes ia  need les  
A n e s thes ia  ca th e ters  
IV  ca th e ters  
G u idewi res  
V e n a  Cava  Fi l ters 
C a th e te r  In t roducers  
S topcocks  
Hypode rm ic  Need les  
V ial  A d a p ters  
In t ravascular  A d m inistrat ion S e ts ( tub ing a n d  c o m p o n e n ts) 
Conven ience  K its 

A d d i tional ly ,  B . B raun  Med ica l  Inc . be l ieves  th a t th e  wa iver  p rocess  shou ld  e m b r a c e  th e  Leas t 
B u r d e n s o m e  P ract ices se t fo r th  in  F D A M A . In  suppo r t o f this, B . B raun  Med ica l  Inc . be l ieves  
th a t th e  A g e n c y  shou ld  g ran t e x e m p tions  by  p roduc t type a n d  n o t by  ind iv idua l  p roduc t. T h e  
wa iver  p rocess  shou ld  a lso  b e  t ransparent  a n d  consistent,  A d d i tional ly ,  th e  wa iver  p rocess  
shou ld  b e  m o n i to red  to  ensu re  tim e ly response  to  indus try. 

B a s e d  o n  th e  m a n y  necessary  cons ide ra tions  fo r  th e  i m p l e m e n ta tio n  o f S e c tio n  3 0 1  o f th e  A ct, 
B . B raun  Med ica l  Inc . r eques ts th a t th e  A g e n c y  de lay  th e  i m p l e m e n ta tio n  o f th is  sect ion u n til 
th e  A g e n c y  a n d  indus try can  deve lop  gu idance  o n  th is  issue. U n til th is  gu idance  is c rea te d , it 
wi l l  b e  difficult if n o t imposs ib le  fo r  indus try to  beg in  i m p l e m e n tin g  al l  o f th e  changes  th a t th e  
legis lat ion cu r ren tly impl ies.  T h e  i m p l e m e n ta tio n  d a te  shou ld  th e n  b e  se t b a s e d  o n  interact ions 
b e tween  th e  A g e n c y  a n d  indus try to  i den tify a  reasonab le  a n d  e ffec tive tim e  l ine. A s n o te d  
prev iously ,  it is n o t feas ib le  o r  p rac tical fo r  m a n y  med ica l  dev ice  compan ies  to  comp le te  these  
changes  by  th e  cu r ren t e ffec tive d a te  d e fin e d  in  th e  legis lat ion.  

B . B raun  Med ica l  Inc . app rec ia tes  th e  o p p o r tun i ty to  c o m m e n t o n  th e  i m p l e m e n ta tio n  o f S e c tio n  
3 0 1  o f th e  A ct, a n d  looks  fo rwa rd  to  con tinu ing  o p e n  c o m m u n i c a tio n  wi th th e  A g e n c y  to  
deve lop  gu idance  a n d  p rac tices th a t wi l l  bes t add ress  th e  i m p l e m e n ta tio n  o f th e  A ct. 

S incerely,  

Rebecca  A . S to lar ick  
A ssociate Director,  Regu la tory  A ffa i rs  
B . B raun  Med ica l  Inc . 


