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21. What are the manufacturing plans for the subject invention? Describe any hurdles (manufacturing or otherwise) to be overcome to make
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25. Is there any product embodying the subject invention or produced through the use of the subject invention manufactured in the U.S., or
alternatively, is there any U.S. content used in manufacturing the product(s)? Please describe the scale of U.S. manufacturing (i.e., quantities
of U.S. product(s) or content). *

26. Where would the proposed manufacturing facility be located (city and country)? *

27. If the location(s) of current or proposed manufacturing facility(ies) is/are not in an allied or partner country (e.g., Canada, Mexico, South
Korea, Japan, the UK, EU countries, those with a free trade agreement as identified by the U.5. Trade Representative (USTR) in official USTR
publications or public announcements such as on Free Trade Agreements | United States Trade Representative (ustr.gov)), has there been
any effort to locate manufacturing facilities in such jurisdictions? If yes, please provide details of such efforts. *
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Korea, Japan, the UK, EU countries, those with a free trade agreement as identified by the U.S. Trade Representative (USTR) in official USTR
publications or public announcements such as on Free Trade Agreements | United States Trade Representative (ustr.gov)), has there been
any effort to locate manufacturing facilities in such jurisdictions? If yes, please provide details of such efforts. *

28. Is the proposed manufacturing facility new or an existing facility? *

29. For any step in the manufacturing process that would occur outside of the United States, describe the conditions under which the subject
invention will be manufactured abroad (including unionization of workplaces, health and safety standards, labor and wage laws, and
environmental impacts). *

30. What is the mechanism(s) by which the company manufacturing the product will acquire the necessary rights to the subject invention to
manufacture the products (e.g., license, exclusive license, assignment)? *

31. How will the know-how to manufacture be transferred (e.g., Licensee's employee or other knowledge being provided)? *




publicatio'ns or public announcements such as on Free Trade Agreements | United States Trade Repzes'entative (ustr.gov)), has there been -
any effort to locate manufacturing facilities in such jurisdictions? If yes, please provide details of such efforts. *

28. Is the proposed manufacturing facility new or an existing facility? *

29. For any step in the manufacturing process that would occur outside of the United States, describe the conditions under which the subject
invention will be manufactured abroad (including unionization of workplaces, health and safety standards, labor and wage laws, and
environmental impacts). *

30. What is the mechanism(s) by which the company manufacturing the product will acquire the necessary rights to the subject invention to
manufacture the products (e.g., license, exclusive license, assignment)? *

31. How will the know-how to manufacture be transferred (e.g., Licensee's employee or other knowledge being provided)? *

32. How will the Contractor/Petitioner monitor and oversee compliance with the terms of a waiver, if approved, including the manufacturing
and distribution of the products? Please specify the legal mechanism(s) used by the Contractor/Petitioner and/or Licensee to enforce (e.g.,
license, exclusive license, assignment) in your response. *
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Marketing And Impact

33. Describe all reasonable but unsuccessful efforts made to grant licenses on similar terms to potential licensees that would be likely to
manufacture substantially in the United States. This may include past marketing strategies and efforts for the technology, including the
number of companies contacted, the methods used for marketing and contacting companies, the types of licenses and terms offered to
potential licensees, comparison of terms offered fo potential foreign licensee and those offered to U.S. companies, and the responses of
companies to marketing efforts. *

34. Describe the market size and geographic distribution potential of the technology. *

35. Discuss the significance of the technology, including the availability of alternative products, the size of intended patient or other customer
populations (if applicable), whether requiring U.5. manufacture will delay entry of the product into the U.S. market, and the effect any such
delay may have on U.S. public health. *
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33. Describe all reasonable but unsuccessful efforts made to grant licenses on similar terms to potential licensees that would be likely to
manufacture substantially in the United States. This may include past marketing strategies and efforts for the technology, including the
number of companies contacted, the methods used for marketing and contacting companies, the types of licenses and terms offered to
potential licensees, comparison of terms offered to potential foreign licensee and those offered to U.S. companies, and the responses of
companies to marketing efforts. *

34. Describe the market size and geographic distribution potential of the technology. *

35. Discuss the significance of the technology, including the availability of alternative products, the size of intended patient or other customer
populations (if applicable), whether reguiring U.S. manufacture will delay entry of the product into the U.S. market, and the effect any such
delay may have on U.S. public health. *

36. Identify any value or benefit to the United States of the technology even if it would not be manufactured in the United States, including 1)
the direct or indirect investment in U.S. plants or equipment, such as for marketing or packaging; ii) the creation of new or higher quality U.5.-
based jobs, iii) the enhancement of the domestic skills base, iv) the further domestic development of the technology, v) a positive impact on
the U.S. trade balance considering product and service exports as well as foreign licensing royalties and receipts, or vi) cross-licensing,
sublicensing, and reassignment provisions in the license which seek to maximize benefits to the U.S. *
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Other Considerations

37. To the extent known to the Contractor/Petitioner at the time of the submission of this request, are any potential economic or national
security impacts related to the subject invention or manufacturing the subject invention abroad? If so, identify those impacts and explain any
mitigating factors. *

38. Please propose revised U.S. manufacturing requirements. Contractors/Petitioners are encouraged to maintain the applicable U.S.
manufacturing requirements with only such modifications as are necessary to address the circumstances or concerns which led to this
waiver request. Contractors/Petitioners are also encouraged to include contractual obligations to promote approval by the funding agencies.
*

39. Please add any additional information or considerations you would like to include with this request. You may also add any relevant
attachments for support. (Optional)
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