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Dockets Management Staff (HFA-305] 
Food and Drug Administration 
S.630 Fl�hers Lane, Room 1061 
Rockville, MD 20852 

Subject: Doc et No. FDA·202I-N-0507 

Medical oe ... ices.: Quality System Regulations Amendments 

Philip:s appreciates the opportunity to comment on Do,;;ket No. FDA·l-21-N-0507, Medie<1I 
Devices: Quality System Regulations Am1mdments, .ind the food .ini;l Dn,1g Admini:str�ti1;,n'5 

("FDA'.!." or "Agency's") efforts to promote tr.lnsparencv and to pro�ic!e an opporlunitv for broad 
public inp�rt. 

First and foremost, Philips strongly <;upports the proposed transit ion of the currenl US DA. 21 
CFR Part 82.0 Quality Sy5,tem Regulafon to the Quality Management System Re_gulatjon through 
incorpor.ition of the International Standlardization Organization (ISO) 13485 Quality ManaBe-ment 
Svstern for Medical 0-evices. We applaud FDA in tneir approach, by proposing USE! of the 
intl!'mational consiensus standard without modification it provides an excellent example to t:lobal 
community. Setting the stage for how to incorporate linkage:!. to existing national tl!'quirements 
without changing lhc standard or adding additional requirnml!'rit.s. Than you to all at the FDA 
�,ho worked on th s wo ding arn:I appro.ach towarclS, globali1atlon. 

Philips does support tile general industry position that there be a minimum two-year transition to 
ISO 13485 and requests that FDA provide clear guide Ines on wl'len this tran!!.ltion ooglns.. 

Please refer to the attached t.ible i-eg,m;ling specific comments. If you have any ques.tion�, please 
f�I fteti to reach out to rne dire,;;tly at my email: Plisabe>th.f?.PO�P@phi i � com 

ReSl)l!CUully, 

Elisabeth M. Geort:e 
Philips 
Head or Global Regulatio n.s and Standards 
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