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Food and Drug Admlnlstratlon Regulated Products Contammg

Nanotechnology Matenals Public Meetmg

| AGENCY: Food and Drug Administration, HHS.

ACTION: Notice of public meeting; request for comments.

SUMMARY: The Food and Drug Administration (FDA) will hold a public meeting |
October 10, 2006, on FDA-regulated pro’d‘ucts’ conteining ua_r_lotechnology |

| materials, and has opened a docket on FDA—reguIated products containing
vnanotechnology materials. The purpose of the meeting will be to help FDA
further its understanding of deveiopments in nauotechnomgyv'mate'ri'al“s that
pertain to FDA-regulated products. F D’Akis interested in ]earuing"about the
kinds of new nanotechnology material productsunder development in the -
areas of foods (mcludmg dietary supplements) food and color additives,
ammal feeds, cosmetics, drugs and blologlcs and medleal devices, whether
there are new or emerging scientific issues that should be‘b‘rought toFDA’s
attention, and any other scienti‘ﬁe issues about which the regulated industry,
acadernia, and the interested public may wish to inform FDA eoucefning the

use of nanotechnology materlals in FDA-regulated products

DATES AND TIMES: The pubhc meetmg will be held October 10, 2006 frorn 9 y

a.m. to 5 p.m.
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REGISTRATION: You may register at http://www. fda.gov/nanotechnology/. We
will also post the agenda-at http://WWW;fda.goV/hanotéChnvologj// prior to the
meeting.
ADDRESSES: The public workshop will be held at the Nét'c}*iéf'Auaft“b:r‘ium,f
National Institutes of Health Campus, 9000 Rockville Pike, bldg. 45, Bethesda,
MD. We will also post the address for the meeting at hitp://www.fda.gov/
nanotechnology/. ‘

Written or electronic comments may be submitted by November 10, 2006.
Submit written comménts to the D‘ivi‘s_io_xi of vDo"cké}ts Managemeht(HFA-BOS), |
Food and Drug Administration, 5630 Fishers Lane; rm. 1061, Rockville, MD

20852. Submit electronic comments to http://www.fda.gov/dockets/

ecomments. All comments should be identified with the docket number found

in brackets in the heading of this document.
FOR FURTHER INFORMATION CONTACT: Poppy Kendall, Food and Drug
Administration (HF-11), 5600 Fishers Lane, Rockville, MD 20857, 301-827—

3360, FAX: 301-594-6777, e-mail: poppy.kendall@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Why Are We Holding a Public Meeting?

Nanotechnology is defined in a variety of ways. The National
Nanotechnology Initiative (a U.S. Government research and /‘dévelbpmént
coordinating program) refers to nanotechnology as “the understanding and
control of matter at dimensions of roughly 1 to 100 nanometers, where unique
phenomena enable novel applicationé.” (http://www.nano.gov). A nanometer is
a billionth of a meter, and is \app'r/o'ximately fhe} width of 10 hydrogen atoms
lined up side by side. (A human ’hair is about 80,000 nanometers in width.

Deoxyribonucleic acid (DNA) is about 2.5 nanometers in ‘width.)



Due to thelr small size and extremely h}gh ratro of surface area to volume
nanotechnology materials often have chemrcal or physrcal propertles that are
different from those of the_rr larger counterparts. Such drfferences 1nclude
altered magnetic properties, altered electri’cal or optlc'al"activgity',l’increased o
structural integrity, and increased chemical and blv‘iological activity. Because of
these properties, nanotechnology materials have great ‘potential for‘ use in a
vast array of products. Also because of some of their special pro’perties, they
may pose different safety issues than their larger counterparts'.. Of particular
interest to FDA, nanotechnology materials may enable new developmentsin o
implants and prosthetics, drugdeh’yery,"and _foOd processing, and may already
| be .in use,in,som‘e cosmetics and SUDS,C‘_TQGQS;:AS 'pa’rtﬂ' of its critical path
initiative, ’FDA is‘interested in learning if there are ’opportunities for it to help
overcome screntlflc hurdles that may be 1nh1b1t1ng the use of nanotechno]ogy

in medrcal product development

We will be holdrng this meetrng because we are 1nterested in learmng
about the kinds of new nanotechnology material products under development
in the areas of foods (1nclud1ng dietary supplements) food and color additives,
animal feeds cosmetics, drugs and blologlcs and medical devices, whether ‘,
there are new or emerglng screntlflc issues that should be brought to FDA’s
‘attention, including issues related to the safety of nanotechnology matenals
and any other i 1ssues about which the regulated 1ndustry academla and the
interested pubhc may wrsh to inform’ FDA concernmg the use of N |

nanotechnology materlals in FDA regulated products

The public meeting will be chalred by the FDA Nanotechnology Task

“Force Acting FDA Commlssmner Andrew von Eschenbach created thrs -
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internal task force to help the egency evaluate the increasing use of
nanotechnology materials in FDA-regulated products.

For more information about FDA’s role ‘f'eg’afding nanot‘echnolo;gy':
products, see our Web page at http //Wwwfda gov/nanotechno]ogy/
1. How Can You Partlcrpate"’ - | B

You can participate through oral presentation atthemeetlng Q;f through -
~written or electronic materialjsubmit’ted tokthe_docket.‘:ln responseto 'tkhe‘fir‘stv
notice of this meeting (71 FR 19523, April 14, 2006) we received a large

number of responses indicating interest in attending and presenting, and the

responses indicated 1nterest ina vanety of toplcs Therefore in order to - N

provrde the most value to those attendlng Who may be mterested ina partrcular
toprc we are hkely to divide the rneetlng 1nto toplc areas (for separate
concurrent sessions on those toplcs) and one general session. Partlcrpants
would be asked to express a preference for e1ther one of the concurrent
sessions or the genera] session in Wthh to make a presentatron ‘Time aHotted
for each presentatlon will depend on the presentatlon requests received for
that session. Furthermore, given the number of responses recelved it is hkely
that it will be necessary to hmlt presentatlons to one per individual/
organization. | |
In addition to a session thet h’as a more general focus, we are considering

the following three breakout sessionszb(l)'To‘picel‘]'y"-edrninis'tefeid"'drugs,
biologics, devices and cosmetics; (2) other drugs, biologics and devices; (3) :
foods (including dietary supplements) andfoodand COior addrtlvesand
animal Feeds. | |

We ask that you regist‘er early (see BEGISTRA}TIFO'N‘)} if you intend toprovrde -

an oral presentation. The information proVidednduring registration will help



us determine‘furtherm how to ‘o"rganiizé thedayTheflnalagenda WlH déjﬁeﬁd
on the nature of the requests made for presentatiohs. | o |
I11. Will Meeting Transcripts Be Avé_il.ablﬂ? B
Following the meéting, transcripts will be available”fopre‘\[jwew: atthe
Division of Dockets‘Manégement (see ADDRESSES). -

IV. How Should You Send Comments on the I's_sueS?.'

Interested persons may submit written or electronic commentstothe =

Division of Dockets Management (see ADDRESSES). Submit a single copy of
electronic comments or two paper Copies of any mailed comments, except that '

" individuals may submit one paper copy. Comments are to be identified with

the docket number found in bracketsmtheheadlng of this document. Received
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comments may be seen in the Division of Dockets Management between 9 a.m.

and 4 p.m., Monday through’ Friday.

Dated: g///o(

‘August 1,/ 2006.




