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               P­R­O­C­E­E­D­I­N­G­S

9:04 a.m.

            CHAIRMAN LUTTER:  Ladies and gentlemen, good morning.  I'd like

to  welcome  you  to  this  public  meeting  on  nanotechnology.    I'm  Randall
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Lutter,  Co­Chair  of  FDA's  Nanotechnology  Task  Force  and  my  Co­Chair,  Dr.

Norris  Alderson  and  I  are  delighted  to  have  the  honor  of  chairing  this

meeting today. 

            The presence of all of you suggests that we'll benefit from a

large number of comments about nanotechnology and FDA­regulated products and

today we're looking forward to an informative and wide­ranging discussion. 

I'd  like  to  sketch  briefly  FDA's  efforts  to  protect  and  promote  public

health in a world where nanotechnology is no longer a topic only for basic

research, then I'll lay out some procedural points for our meeting today and

after that, we'll begin the different sessions.

            By way of scientific background, nanotechnology materials often

have chemical or physical properties that are different from those of their

larger counterparts because of their small size and extremely high ratio of

surface  area  to  volume.    Such  differences  include  altered  magnetic

properties,  altered  electrical  or  optical  activity,  increased  structural

integrity and increased chemical and biological activity.  Because of these

properties, nanotechnology materials have great potential for use in a vast

variety of products.  Also because of some of their special properties, they

may pose different safety issues than their larger counterparts. 

            Of particular interest to FDA, nanotechnology materials may

enable new developments in implants and prosthetics, drug delivery and food

processing and may already be in use in some cosmetics and sun screens.  FDA

also  is  interested  in  learning  if  there  are  opportunities  for  it  to  help

overcome scientific hurdles that may be inhibiting the use of nanotechnology

in medical product development.  FDA generally is responsible for overseeing

the safety and effectiveness of drugs for humans and animals, biologics and
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medical  devices  for  humans  and  the  safety  of  foods  including  dietary

supplements, food and color additives, cosmetics and animal feeds.

            It does so under a variety of laws and regulations and depending

on product class under a variety of pre­market and post­market mechanisms. 

While  most,  if  not  all,  of  the  key  laws  and  regulations  under  which  FDA

operates were written before the advent of nanotechnology, most are general

in  nature  by  design.    They,  therefore,  usually  are  able  to  accommodate

products made with the use of new technologies or containing new kinds of

materials.    At  this  time,  we're  not  aware  of  any  adverse  safety  issues

associated with the use of nanotechnology­based materials in FDA regulated

products. 

            In fact, for some cancer drugs under development, the opposite

may  be  true,  with  better  targeting  and  lower  doses  of  toxic  drugs  needed

through  use  of  nanotechnology  delivery  methods.    Nanotechnology  is  also

offering advances in things like lab on a chip, clinical diagnostic testing

and  I'm  told  that  nanotechnology  materials  may  soon  greatly  enhance  our

ability  to  see  inside  the  body  using  MRI  or  other  non­invasive  techniques

that would reduce the need for exploratory surgery.

                        As  noted  below,  we're  evaluating  the  effectiveness  of  the

agency's regulatory approaches and authorities to meet any unique challenges

that  may  be  presented  by  the  use  of  nanotechnology  materials  in  FDA­

regulated products.  We look forward to gathering more information today and

through submissions to the docket for this meeting to assist our evaluation,

including  information  on  safety  considerations  for  use  of  nanotechnology

materials in FDA­regulated products.           Because of the generality of

laws  and  regulations,  FDA  often  finds  it  useful  to  develop  guidance

documents  tailored  to  specific  issues  posed  by  new  kinds  of  products  or
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processes.  Such  guidance  documents,  while  not  binding  on  industry  or  the

agency, can illustrate how the agency interprets existing law and regulation

with respect to new products or processes.  It may also describe the kinds

of  information  FDA  considers  appropriate  to  demonstrate  the  safety  or

effectiveness of products made with new kinds of materials or processes or

describe new procedures for interacting with the agency to help facilitate

the safe entry into the marketplace of new products. 

                        We've  not  yet  developed  guidance  for  products  using

nanotechnology  materials  but  part  of  the  work  of  FDA's  task  force  on

nanotechnology  is  to  evaluate  whether  such  guidance  might  be  useful  for

particular  product  areas.    We're  holding  this  meeting  today  because  we're

interesting  in  learning  about  the  kinds  of  new  nanotechnology  material

products under development in areas of food, including dietary supplements,

food and color additives, animal feeds, cosmetics, drugs and biologics and

medical devices.  We're also interested in learning whether there are new or

emerging  scientific  issues  that  should  be  brought  to  FDA's  attention,

including issues related to safety of nanotechnology materials. 

            Finally, we're interested in any other issues about which the

regulated industry, academia, and the interested public may wish to inform

us  concerning  the  use  of  nanotechnology  materials  in  FDA­  regulated

products.    This  meeting  also  helps  us  comply  with  tasks  assigned  to  the

FDA's  nanotechnology  task  force  which  I  will  introduce  shortly  by  Acting

Commissioner Dr. Von Eschenbach on August 9th.  Those tasks are as follows;

first,  assess  the  current  state  of  scientific  knowledge  pertaining  to

nanotechnology materials for purposes of carrying out FDA's mission; second,

evaluate  the  effectiveness  of  the  agency's  regulatory  approaches  and

authorities to meet any unique challenge that may be presented by the use of
Actavis - IPR2017-01100, Ex. 1032, p. 5 of 172f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


