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& Johnson & Johnson, Inc., 199 Grandview Road, Skillman, NJ 08558, USA
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1% «Outcome of the International Workshop on Regulatory Issues Regarding the Use of Nanotechnologies in
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Ispra (Italy), 8-9 July 2009
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http://www.fda.gov/Cosmetics/International Activities/ConferencesMeetings\Workshops/International Cooper
ationonCosmeticsRegulationsl CCR/default.htm

12" As examples ANSI-NSP (American National Standards Institute); http://www.ansi.org ; ASTM
(American Society for Testing and Materials): Committee E56; http://www.astm.org; ISO (International
Standards Organization): Technical Committee 229, at

http://www.iso.0rg/iso/iso_technical _committee.html?commid=381983; and OECD (Organisation for
Economic Cooperation and Development) Working Party on Manufactured Nanomaterials;
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! Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on
cosmetic products, OJ L 342, of 22.12.2009, p. 59,
http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1 :2009:342:0059:0209:EN:PDF

5 Verband der Chemischen Industrie e.V. (VCI) http://www.vci.de/

18 Scientific Committee on Consumer Products; “SCCP Opinion on Safety of Nanomaterials in Cosmetic
Products”, Adopted by the SCCP after the public consultation on the 14th plenary of 18 December 2007

17 Scientific Committee on Emerging and Newly Identified Health Risks (SCENIHR), “The appropriateness
of existing methodologies to assess the potential risks associated with engineered and adventitious products
of nanotechnologies.” March 2006.
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'8 United Kingdom, Department for Environment, Food and Rural Affairs; “UK Voluntary Reporting
Scheme for Engineered Nanoscale Materlals found at http://www.vci.de/www.defra.gov.uk
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2l Stern S, et al., “Nanotechnology Safety Concerns Revisited.” Tox. Sci. 2008, 101:4-21.

22 K. Eric Drexler “Nanosystems: Molecular Machinery, Manufacturing, and Computation”, Wiley and Sons,
1992. Found at http://www.e-drexler.com/d/06/00/Nanosystems/toc.html#c2

28 NNI definition found at: http://www.nano.gov/html/facts/whatlsNano.html

# Michael Taylor, “Does FDA Have the Tools It Needs? Regulating The Products of Nanotechnology”,
Woodrow Wilson Center Project on Emerging Nanotechnologies, PEN #5, Oct. 2006
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% See Reference 16 and David B. Warheit, et.al, “Pulmonary toxicity study in rats with three forms of
ultrafine-TiO2 particles: Differential responses related to surface properties”, Toxicology 230 (2007)
90-104.

% Nanotechnology definition (NSET, February 2000) found at:
http://www.nsf.gov/crssprgm/nano/reports/omb_nifty50.jsp

27 United Kingdom, Department for Environment, Food and Rural Affairs; “UK Voluntary Reporting
Scheme for engineered nanoscale materials”, found at www.defra.gov.uk

% The Royal Society & the Royal Academy of Engineering,”Nanoscience and nanotechnologies:
opportunities and uncertainties”, July 2004.
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%2 K. Schilling et al., “Human safety review of ‘nano’ titanium dioxide and zinc oxide.” Photochem.
Photobiol. Sci., 2010, 9, 495
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8 Kreyling, W.G., Behnke, M., and Chaudhry, Q. (2010, in Press) “A Complementary Definition of
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¥ OECD, “Guidance Manual For The Testing Of Manufactured Nanomaterials: OECD’s Sponsorship
Programme; First Revision” ENV/JM/MONO(2009)20/REV, June 2, 2010.
http://www.olis.oecd.org/olis/2009doc.nsf/LinkTo/NTO0009C1A/$FILE/JT03284642.PDF

% FDA Center for Drug Evaluation and Research, Office of Pharmaceutical Science (OPS); “Manual of
Policies and Procedures (MAPP) entitled Reporting Format for Nanotechnology-Related Information in
CMC Review”, MAPP 5015.9; June 3, 2010.

http://www.fda.gov/downloads/AboutFDA/CentersOfficess CDER/ManualofPoliciesProcedures/fUCM2143

04.pdf
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XV ISOITC 229 WG4 N054 1ISO WD 11937-2

* International Organization for Standardization. Nanotechnologies — Terminology and definitions for nano-objects — Nanoparticle, nanofibre and nanoplate. ISO/TS
27687 First edition 2008-08-15 p. 1 (2008); www.iso.0rg/iso/iso_technical_committee?commid=381983
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X http://www.nanotec.org.uk/report/chapter2.pdf

* http://ec.europa.eu/health/ph_risk/committees/04_sccp/docs/sccp_o_123.pdf

! SCENIHR (Scientific Committee on Emerging and Newly Identified Health Risks). The existing and proposed definitions relating to products of nanotechnologies;
Subsection 3.3.3.1, p. 11 (2007); http://ec.europa.eu/health/ph_risk/committees/04_scenihr/docs/scenihr_o_012.pdf

! www.nsf.gov/crssprgm/nano/reports/omb_nifty50.jsp

¥ The Royal Society and The Royal Academy of Engineering. Nanoscience and nanotechnologies. Chapter 2 “What are nanoscience and nanotechnologies?”, paragraph 6, p.
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