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ITEM 7.01. REGULATION FD DISCLOSURE.
The Company desires that the following information be available:

Chembio wishes to clarify that Chembio currently markets two of its own lateral-flow, finger-stick, whole-blood rapid
HIV tests in Africa, both of which are FDA PMA-approved. Chembio has an additional test, which incorporates its
patented DPP® technology and which is pending FDA PMA approval. The two FDA PMA-approved products are
currently marketed under the Chembio brands of HIV 1/2 STAT PAK® and SURE CHECK® HIV 1/2, and are
distributed in various markets in Africa as well as in South and Central America, and Asia. Chembio is reiterating
these facts in order to correct certain public statements made by another party which indicate that there is only one
FDA-approved HIV rapid test being marketed in Africa, and that test is not Chembio’s.

The Company also wishes to clarify statements made by another party that suggest that Chembio’s share of the US
rapid HIV test market is estimated to be $8 million. However, that figure does not include the substantial portion of
customer revenues from US sales of Chembio’s HIV rapid tests that are realized by Alere, Inc. ("Alere"), which has the
exclusive U.S. marketing rights to these products pursuant to a 10-year agreement executed in 2006 and under which
Alere markets the products in the U.S. professional diagnostics market under its Clearview brand, as Clearview HIV
1/2 STAT-PAK and Clearview Complete HIV 1/2. As a result, using the amount of Alere’s sales of Chembio US HIV
point-of-care products would result in a substantially larger market share calculation for these Chembio products sold
by Alere.

The information in this Item 7.01 of this Form 8-K is being furnished and shall not be deemed “filed” for the purposes of
Section 18 of the Securities Exchange Act of 1934, or otherwise subject to the liabilities of that section. The
information in this Item 7.01 of this Form 8-K also shall not be deemed to be incorporated by reference into any filing
under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, except to the extent that the
Company specifically incorporates it by reference.

SIGNATURES

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 thereunto duly authorized.

November 30, 2012 Chembio Diagnostics, Inc.

By: /s/Lawrence A. Siebert

Lawrence A. Siebert
Chief Executive Officer
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