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Generic Questionnaire for Phase II Application to the
Nanotechnology Characterization Laboratory

These are generic questions intended to aid the NCL in evaluating your technology and assessing the requirements for sample handling and characterization. Some questions may be irrelevant to your project; simply indicate so in your response. We also understand that investigators may not have performed all the assays and do not have answers to all the questions. If the completed document contains confidential or proprietary information, please mark as confidential.

Please do not hesitate to contact us for any questions or clarifications. 

Name: ____________________________		Date:  _________________

1. 	Please provide details of your current synthesis and purification scheme. Indicate possible impurities, if any. 


2. 	What is the largest amount of material that you have produced in your laboratory in a single production batch? What is the largest amount that you have purified in your laboratory in a single batch? What is the current yield of production? Of purification?


3. 	Are there any safety issues connected with the handling of your product? 


4. 	Please include ideal storage conditions for each sample (e.g. -20°C, 4°C, room temperature, whether to be stored under argon/nitrogen, etc.). Please indicate any special handling conditions such as use of tips, tubes, vials to store, handle or transfer the samples. 


5. 	Please provide detailed information, if available, about the stability of your product(s) under the following conditions: pH stability, lyophilization and freeze thaw stability, solvent stability, detergent, filtration, dialysis, centrifugation, concentration, short term and long term storage stability, etc. Are there concerns about change in the physical properties and stability of your product? 


6. 	If the nanomaterial is a multifunctional or multicomponent system (such as encapsulated drug, imaging agent, etc.), please provide the stability and release profile of each component in water and biological buffers (such as PBS). 


7. 	What is the solubility of nanoparticle samples in aqueous buffers (water, PBS, etc.) and in organic solvents (methanol, ethanol, acetonitrile, DMSO, DMF, tetrahydrofuran, ethyl acetate, etc.). 


8. 	Are there any beta-glucan or beta-glucan-like moieties in any of the nanoparticle components? Are cellulose-containing filters used during synthesis? Please describe.


9. 	Do you have reproducible QA/QC assays (e.g. for identity, purity, and potency) for your product? Please provide details of these assays and the desired specifications (i.e. the expected results). 


10. 	How should the nanomaterial formulation be prepared for an experiment? (i.e. storage on ice or water bath and for how long, etc.) 


11. 	Do you expect or have you noticed an interference problem that would affect assay read out? (e.g. nanoparticles having absorbance at or close to that of assay; absorb/inactivate detection reagent; enhance enzymatic reaction etc.). 


12. 	What kind of physical/chemical characterization has been done on these samples so far? Please include sample preparation and other protocols for each method, if available. 


13. 	What in vitro assays have been performed so far for efficacy, safety, and toxicity assessment? Please provide detailed descriptions of sample preparation, assays, protocols and methods used for each assay. Is there an estimation of physiological concentrations in vivo? 


14. 	What procedure do you recommend to sterilize nanoparticle solution/suspension prior to application in cell culture experiments? 


15. 	What in vivo studies have been performed so far for efficacy, safety and toxicity assessment? What is the expected clinical route, dosing regimen and dosages? Please specify the efficacious dose and/or maximum dose tested in vivo (be sure to include units and animal species).


16. 	What procedure did you use or do you recommend using to separate your nanoparticles from plasma? If you did not succeed please describe the procedure and the problems encountered. 


17. 	Have you identified any possible sources of production with any commercial firms? Please provide any details that you have. 


18. 	Have you had or are you preparing to have any meeting with regulatory agencies such as a pre-IND meeting with the US FDA? If yes, please indicate the type of meeting, the regulatory agency, and the date or proposed date. 


The Nanotechnology Characterization Laboratory is operated by Leidos Biomedical Research, Inc. 
in support of the Frederick National Lab for Cancer Research under contract 75N91019D00024.
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