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Consumers Union appreciates the opportunity to comment once again on the need for
FDA to regulate nano-engineered materials as unique substances, which may pose
different biological risks than their larger counterparts. It has been 2 years since FDA's
first public meeting on this issue and over a year since the Task Force report was issued.
In the meantime many new products have reached store shelves with untested engineered
nano-materials (ENMs). We hope FDA will use the results of this meeting to greatly
accelerate regulatory efforts and that we won't be here two years from now, still waiting
for action to be taken.

In my comments today I will discuss both what we do know about the unique hazards
associated with nanomaterials, and what we yet need to know in order to ensure that their
use in foods, drugs and cosmetics is safe. FDA's delay in making nano-specific safety
testing a pre-requisite for approval impedes the development of critical analytical tools
needed to characterize the presence, toxicity and fate of ENMs already in commerce.
FDA should not approve nanoscale ingredients in the face of such ignorance, particularly
for widespread, exposure-intensive applications of questionable medical benefit.

Consumers Union has been investigating potential risks and benefits from nanomaterials
in consumer products for several years and our comments are based on our own research
and tests of several nano-enabled products, including sunscreens. Our recommendations
about the type of analytical data that FDA should be demanding for pre-market approval
of new drugs and over-the-counter treatments can be summarized as follows:

I. Treat nano-materials as new across the board and drop Generally Recognized as
Safe (GRAS) status for all nanoscale ingredients.

2. Require all nanomaterials to be characterized according to features known to
impact safety (such as size, charge, shape and surface coatings and purity) using
validated testing and standardized nomenclature.

3. Build product-specific risk analysis procedures to assess the direct and indirect
impacts and fate of nanomaterials in the systems in which they will be used
including their interactions with excipients.



4. Where results of product-specific exposure, toxicity and efficacy tests are
available for safety analysis, ensure that they accurately reflect the true conditions
in which the products will be used.

Question 1. Are there general parameters or screening tools by which to evaluate
the likelihood that a particular material might have nanoscale-specific properties
and to decide when and what sort of further evaluation might be warranted? Are
there characteristics that FDA can use to broadly categorize materials with respect
to their likelihood of having nanoscale-specific properties that warrant further
review?

Generally, No. Substances are being manipulated at the nanoscale to achieve a wide
range of changes in chemical and physical properties, the biological impacts ofwhich
will be unique to the specific changes made and the behavior and fate of engineered
nanomaterials (ENMs) in the products in which they are used. As such, they all warrant
further review. Therefore, FDA must require safety assessments in the form ofnew drug
petitions for all ENMs, even ifmacro-scale versions of the substances have already
entered the marketplace. We have said before that companies need to disclose to FDA
and the public when they develop new materials with features at the nanoscale.' FDA
should be regulating drugs not on a likelihood assessment, but based on detailed
knowledge about the specific nanoscale properties of the materials in question.

We do know that nanoscale properties such as size, morphology and charge can greatly
change toxicity. The Royal Society and other expert bodies have detailed some of the
types of nanoscale features known to impact safety.23 The tremendous increase in the
ratio of surface area-to-mass of nanoscale materials, alone can greatly increase reactivity
and toxicity, thereby calling into question the traditional mass-based approach to
regulating exposure and predicting toxicity," Therefore, FDA needs to mandate disclosure
of new nanoscale ingredients, and regulate them as new.

Researchers at the University ofOregon and Oregon State University have made some
progress in developing a database to begin to develop the most rudimentary toxicity
screens. 4 However, far from being predictive, these tools are still being developed and the
data are not sufficient or appropriate to draw any universal conclusions about structure
activity relationships. Given the number of variables that can be altered in the
development and use ofnanoscale materials, it's hard to see how broad generalizations
about the safety of all combinations of nanoscale materials in products can be made.
Further, tests characterizing nanomaterials in their pure form, may not predict the activity
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