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Meeting Notes:
Carlos and Ritu in the listening mode.
Q. Intent of the guidance?
A. 2007 put out a report from a nanotech task force. They identified several issues for the agency to undertake to be ready to provide oversight for nanotech products. Agency is looking at recommendations. FDA hasn’t adopted a regulatory definition. Need to provide clarity in what the agency is interested in looking at. It is an additional step to clarity and defines areas of interest and issues for regulation.  It covers physical chemical properties and biological effects, it doesn’t go into safety or regulatory status of these products. They will be looked in normal statutory framework.
Q. Can you give a summary of guidance in one statement?
A. When considering use of nanomaterials/nanotechnology in FDA regulated products – here are the points to think about. It is a framework for product specific approaches.
Fred and Stacey – 
You can measure but don’t know biological effects. Through the use of data you may come to understand, but where to start is still a professional judgment. Scientific protocol and MOA is our inclination.
A. Confirmation this is for industry and stakeholders and when they should consider regulatory safety of products. Not for academic and research.
Q. Concern is by generating a descriptor, industry may not participate in some activities or fund them –saying they are not nano. Leading or reflecting requirements where industry is asking for guidance.
Laboratory, HTP screening implications.
A.  Issue on descriptors – goes both ways. There are those for science and those for industry. This doesn’t target discovery science. Opportunity to get around products FDA regulates and may need to communicate differently.  Understanding this is of concern to those whose research products translates into products stated. Also indicated understanding that descriptors may not satisfy all stakeholders. FDA premarket review would apply guidance to further understand behavior of nanomaterials. Those products that do not come to FDA prior to marketing, and the FDA is encouraging industry to apply guidelines and principles early in the development process. 
Comments:
· Guidance on size being the trigger. This may not be the case. Effects of size at a nominal number may not be of interest. Mechanistic principles being discovered. 
· Focus should be on descriptors of dimensions. Hundreds of nanomaterial safety assessments with properties and property activity relationships. There are areas of discovery of nanosaftey where the major descriptor has not been the size. Properties which effect safety outcomes do not always appear in typical list. In a regulated area of nanomedicine – emphasis is on preclinical studies in animals. Need to discuss properties not currently obvious in preclinical studies. Translational research is the area we want to see emphasized going forward. 
· Hit list of characterizations used to make predictions about functional properties or minimal characterization throws out unique properties that determine safety are not included. Perhaps document by mode of toxicity or hazard using functional considerations.
· Setting criteria loosely, don’t want them to become outdated. Criteria that allows new data is folded into the system. Lists are problematic. 
Fred noted there is no portal for these discussions. 
FDA suggested as an action making a discrete list of recommendations. 
Need a submission to get them fully considered and soon since comment period has closed. 
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