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Not applicable

(Former Name or Former Address, if Changed Since Last Report)

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of
the following provisions (see General Instruction A.2. below):

o            Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

o            Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

o            Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR
240.14d-2(b))

o            Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR
240.13e-4(c))
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Item 8.01.  Other Events.

On November 6, 2007, Momenta Pharmaceuticals, Inc., a Delaware corporation (the �Company�), announced that its collaboration partner, Sandoz
Inc. (�Sandoz�), a division of Novartis, had received a letter from the U.S. Food and Drug Administration (the �FDA�) on November 5, 2007, stating
that the Abbreviated New Drug Application (�ANDA�) for M-Enoxaparin Sodium Injection, the Company�s technology-enabled generic version of
Lovenox®, a widely prescribed low molecular weight heparin, is not approvable.

The FDA�s action letter indicated that the ANDA for M-Enoxaparin was not approvable in its current form because the application does not
adequately address the potential for immunogenicity of the drug product. The FDA recommended in its letter that the Company and Sandoz
meet with the Office of Generic Drugs to determine what additional information should be provided to adequately address this concern. Sandoz
and the Company are working together to address the FDA�s questions and determine the information necessary to obtain approval of
M-Enoxaparin.
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SIGNATURE

Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.

MOMENTA PHARMACEUTICALS, INC.

Date: November 6, 2007 By: /s/ Craig A. Wheeler

Craig A. Wheeler
Chief Executive Officer
(Principal Executive Officer)

3

Edgar Filing: MOMENTA PHARMACEUTICALS INC - Form 8-K

4


