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iEdison Notification of Manufacturing Waiver Request 
Request ID : 2312

Status : Open  

Priority : Not Assigned 

Requested by Edison (NIH/OD) on Oct 15, 2010 12:11 PM Due Date : N/A

Subject

iEdison Notification of Manufacturing Waiver Request 

Description  

The following Manufacturing Waiver Request was submitted on 10/15/2010 11:50 am by Ms Miette H Michie , 
miette@uvapf.org. 
---------------------------------------------- 
 
Invention Report Number: 1526401-07-0005 
Grantee/Contract Organization: NIH 
Grant/Contract Number: AI-20565 
Invention Title: IgE Antibodies to Chimeric or Humanized IgG Therapeutic Monoclonal Antibodies as a Screening Test for 
Anaphylaxis 
Invention Docket Number: US application 12/527,255 
Patent Docket Number: 01360-04 
 
Reasonable but Unsuccessful Efforts to License: 
 
The significance of the technology, including the availability of alternative products, the size of intended patient 
populations, whether requiring U.S. manufacture will delay entry of the product into the U.S. or foreign markets, and the 
effect such delay may have on the U.S. and foreign public health, is as follows: 
 
This technology describes a diagnostic test to measure the level of IgE antibody against the alphaGal sugar moiety 
present on the commercially available therapeutic antibody Cetuximab. Hypersensitivity towards Cetuxamab is mainly 
observed in the southeastern regions of the United States, where up to 20% of the population display an allergic reaction 
which may be fatal. Based on $1.5 billion in sales, and $30,000 per treatment, an estimated 50,000 patients are treated 
annually with Cetuximab.  
 
 
The past marketing strategy 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 is as follows: 
 
The technology was marketed to the owner (ImClone) and distributors (Bristol Myers Squibb for the U.S. and Merck 
BKaA worldwide) of Cetuximab.

Not Commercially Feasible 
 
The factors that make domestic manufacture not commercially feasible, including the relative costs of U.S. and foreign 
manufacturing, the licensee's manufacturing capabilities within the U.S. and the efforts made by to locate, develop, or 
contract for such manufacturing capabilities, and any other circumstances that make foreign manufacture necessary are 
as follows: 
 
There are to Foundation¢��s knowledge no US companies with the ability to manufacture the test. 
 
The part or percentage of products arising from the invention that would be manufactured outside the U.S. is: 
 
According to the test system will be produced outside the US, whereas the reagent components may be 
produced within the US. 
 
The value or benefit to the United States of licensing the technology even if it will not be manufactured in the United 
States, including I) 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.S.-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 is: 
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epresents to Foundation that the impact of the test may lead to more individuals employed to market the test by 
, and continued research support and collaboration between US universities and
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