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Item 8.01.   Other Events.
 
On May 3, 2011, Neoprobe Corporation (the “Company”) issued a press release announcing the top-line results from its Lymphoseek®
(tilmanocept) NEO3-09 study.  The NEO3-09 study met all primary and secondary endpoints and highlighted the superior performance by
Lymphoseek compared to vital blue dye in intraoperative lymphatic mapping (ILM), a procedure in which lymph nodes are identified for
biopsy to assess for the presence of tumor.  The NEO3-09 Phase 3 clinical study, the Company’s second successful Phase 3 study for
Lymphoseek, enrolled over 150 subjects with either breast cancer or melanoma within the intent-to-treat (ITT) population.  Lymphoseek
performed equally well in both cancer types.

The primary endpoint of this study was the comparison, or concordance rate, of Lymphoseek versus vital blue dye in ILM, where
vital blue dye was designated as the “Truth Standard” comparator.  NEO3-09 study subjects yielded over 200 lymph nodes stained with vital
blue dye.  Of the vital blue dye stained nodes, Lymphoseek detected all of them, a concordance rate of 100%, which is highly statistically
significant.  This concordance rate was consistent with the rate observed in the NEO3-05 Phase 3 study of approximately 98%, which also
was highly statistically significant.

Using Lymphoseek as the Truth Standard, the reverse concordance rate for vital blue dye was approximately 60%, a finding similar
to the retrospective reverse concordance rate observed in the NEO3-05 Phase 3 study of approximately 69%.  These data demonstrate that in
these studies vital blue dye statistically was not equivalent to, and in fact was inferior to, Lymphoseek in this measure of lymph node
detection. Use of the concordance data and reverse concordance data in a pre-specified, prospective test of superiority showed that
Lymphoseek’s performance was statistically superior to vital blue dye in lymph node detection.

Lymphoseek also demonstrated a superior ability to detect lymph nodes that contained cancer.  In NEO3-09, the ILM procedures
found pathology-confirmed, cancer-positive lymph nodes at a rate consistent with the general rate of nodal involvement typically observed in
these cancer types.  Of these pathology-confirmed, cancer-positive nodes, Lymphoseek detected all of them, for a failed detection rate of
0%.  In contrast, vital blue missed over 25% of cancer-positive nodes.  This prospective analysis confirmed the lower failed detection rate for
Lymphoseek observed retrospectively in the NEO3-05 Phase 3 study.  Lymphoseek’s substantially lower failed detection rate means that it
missed fewer lymph nodes containing cancer, a key finding given that the objective of ILM is to determine if the cancer has spread to the
lymph nodes.

In both NEO3-09 and NEO3-05, Lymphoseek demonstrated no drug-related serious adverse events or clinically significant adverse
events, whereas vital blue dye showed several significant drug-related adverse events.  In over 500 subjects receiving Lymphoseek to date,
no clinically significant drug-related adverse events have been reported.

In a full regional lymph node dissection procedure, a patient with breast cancer or melanoma may have as many as 20 to 30 lymph
nodes removed in order to determine whether or not cancer has spread to other parts of their body.  This very invasive procedure frequently
causes significant side effects.  In the NEO3-05 and NEO3-09 studies combined, Lymphoseek detected an average of 2.4 lymph nodes per
patient, whereas vital blue dye detected a similar average of approximately 1.5 lymph nodes per patient.  With this relatively small difference
in number of nodes removed, Lymphoseek exhibited superior performance in detecting lymph nodes containing cancer, as evidenced by its
lower failed detection rate noted above.  The average number of lymph nodes detected by Lymphoseek in a much less invasive manner is
still far below the number of lymph nodes removed in full regional node dissection procedures, thus potentially sparing the patient the
morbidity and side effects commonly associated with more complete regional nodal dissection procedures.  A copy of the complete text of
the Company’s May 3, 2011, press release is attached as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by
reference.

Statements contained or incorporated by reference in this Current Report on Form 8-K which relate to other than strictly historical facts,
such as statements about the Company’s plans and strategies, expectations for future financial performance, new and existing products and
technologies, anticipated clinical and regulatory pathways and markets for the Company’s products, are forward-looking statements.  The
words “believe,” “expect,” “anticipate,” “estimate,” “project,” and similar expressions identify forward-looking statements that speak only as
of the date hereof.  Investors are cautioned that such statements involve risks and uncertainties that could cause actual results to differ
materially from historical or anticipated results due to many factors including, but not limited to, the Company’s continuing operating losses,
uncertainty of market acceptance of its products, reliance on third party manufacturers, accumulated deficit, future capital needs, uncertainty
of capital funding, dependence on limited product line and distribution channels, competition, limited marketing and manufacturing
experience, risks of development of new products, regulatory risks and other risks detailed in the Company’s most recent Annual Report on
Form 10-K and other Securities and Exchange Commission filings.  The Company undertakes no obligation to publicly update or revise any
forward-looking statements.
 
 

2



 
 
Item 9.01 Financial Statements and Exhibits.
 
(d) Exhibits.

Exhibit  
Number Exhibit Description
  
99.1 Neoprobe Corporation press release dated May 3, 2011, entitled “Lymphoseek® (Tilmanocept) Meets all Endpoints in

NEO3-09 Phase 3 Study”
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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 hereunto duly authorized.

  Neoprobe Corporation  
    
    
Date: May 4, 2011 By: /s/ Brent L. Larson  
  Brent L. Larson, Senior Vice President and

Chief Financial Officer
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Exhibit 99.1
 
 IMMEDIATE RELEASE

 
May 3, 2011
 
 

 

LYMPHOSEEK® (TILMANOCEPT) MEETS ALL ENDPOINTS IN NEO3-09 PHASE 3 STUDY

Data Demonstrate Superiority to Vital Blue Dye; NDA filing on track for 3Q11

DUBLIN, OHIO – May 3, 2011 – Neoprobe Corporation (NYSE Amex: NEOP), a diversified developer of innovative oncology diagnostic
products, today announced top-line results from its Lymphoseek® (tilmanocept) NEO3-09 study.  The NEO3-09 study met all primary and
secondary endpoints and highlighted the superior performance by Lymphoseek compared to vital blue dye in intraoperative lymphatic
mapping (ILM), a procedure in which lymph nodes are identified for biopsy to assess for the presence of tumor.  The NEO3-09 Phase 3
clinical study, the Company’s second successful Phase 3 study for Lymphoseek, enrolled over 150 subjects with either breast cancer or
melanoma within the intent-to-treat (ITT) population.  Lymphoseek performed equally well in both cancer types.  As previously disclosed by
the Company, the full NEO3-09 data set will be presented at the 2011 Annual Meeting of the American Society of Clinical Oncology, June 3-
7, in Chicago.

“The results from NEO3-09 are important not only in that they demonstrate that Lymphoseek is safe and well-tolerated but in many ways that
it is a clinically superior lymphatic mapping agent to vital blue dye,” said Dr. Vernon K. Sondak, Chief of the Division of Cutaneous
Oncology at the H. Lee Moffitt Cancer Center and Research Institute.  “Currently, vital blue dyes like isosulfan blue are the only FDA-
approved agents for ILM.  These blue dyes are helpful, but have significant limitations.  Lymphoseek provided clinically meaningful
advantages over the blue dyes and I believe it will be a useful agent in ILM.”

The primary endpoint of this study was the comparison, or concordance rate, of Lymphoseek versus vital blue dye in ILM, where vital blue
dye was designated as the “Truth Standard” comparator.  NEO3-09 study subjects yielded over 200 lymph nodes stained with vital blue
dye.  Of the vital blue dye stained nodes, Lymphoseek detected all of them, a concordance rate of 100%, which is highly statistically
significant.  This concordance rate was consistent with the rate observed in the NEO3-05 Phase 3 study of approximately 98%, which also was
highly statistically significant.

Using Lymphoseek as the Truth Standard, the reverse concordance rate for vital blue dye was approximately 60%, a finding similar to the
retrospective reverse concordance rate observed in the NEO3-05 Phase 3 study of approximately 69%.  These data demonstrate that in these
studies vital blue dye statistically was not equivalent to, and in fact was inferior to, Lymphoseek in this measure of lymph node detection.

Use of the concordance data and reverse concordance data in a pre-specified, prospective test of superiority showed that Lymphoseek’s
performance was statistically superior to vital blue dye in lymph node detection.

Lymphoseek also demonstrated a superior ability to detect lymph nodes that contained cancer.  In NEO3-09, the ILM procedures found
pathology-confirmed, cancer-positive lymph nodes at a rate consistent with the general rate of nodal involvement typically observed in these
cancer types.  Of these pathology-confirmed, cancer-positive nodes, Lymphoseek detected all of them, for a failed detection rate of 0%.  In
contrast, vital blue missed over 25% of cancer-positive nodes.  This prospective analysis confirmed the lower failed detection rate for
Lymphoseek observed retrospectively in the NEO3-05 Phase 3 study.  Lymphoseek’s substantially lower failed detection rate means that it
missed fewer lymph nodes containing cancer, a key finding given that the objective of ILM is to determine if the cancer has spread to the
lymph nodes.
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In both NEO3-09 and NEO3-05, Lymphoseek demonstrated no drug-related serious adverse events or clinically significant adverse events,
whereas vital blue dye showed several significant drug-related adverse events.  In over 500 subjects receiving Lymphoseek to date, no
clinically significant drug-related adverse events have been reported.

In a full regional lymph node dissection procedure, a patient with breast cancer or melanoma may have as many as 20 to 30 lymph nodes
removed in order to determine whether or not cancer has spread to other parts of their body.  This very invasive procedure frequently causes
significant side effects.  In the NEO3-05 and NEO3-09 studies combined, Lymphoseek detected an average of 2.4 lymph nodes per patient,
whereas vital blue dye detected a similar average of approximately 1.5 lymph nodes per patient.  With this relatively small difference in
number of nodes removed, Lymphoseek exhibited superior performance in detecting lymph nodes containing cancer, as evidenced by its
lower failed detection rate noted above.  The average number of lymph nodes detected by Lymphoseek in a much less invasive manner is still
far below the number of lymph nodes removed in full regional node dissection procedures, thus potentially sparing the patient the morbidity
and side effects commonly associated with more complete regional nodal dissection procedures.

“The NEO3-09 Phase 3 study met its endpoints and confirmed the previous findings of high concordance and superiority demonstrated in the
first Phase 3 study, NEO3-05,” said Dr. Fred Cope, Neoprobe’s Senior Vice President, Pharmaceutical Research and Clinical
Development.  “Lymphoseek also showed superiority in detecting lymph nodes that contained tumor.  This is important because detecting
lymph nodes bearing tumor is the underlying reason for performing ILM procedures to enable lymph-node biopsy.”

"In clinical studies, Lymphoseek has been shown to be a safe and effective tool for superior detection of lymph nodes and offers an enhanced
ability to accurately identify nodes with a high potential of tumor metastases” stated Dr. Mark Pykett, Neoprobe’s President and CEO.  “This
results in lower failed detection rates than the current standard approach in intraoperative lymphatic mapping using vital blue dye.  With these
encouraging data, our plans are on track to submit the Lymphoseek New Drug Application to the FDA in the third quarter.”

Drs. Pykett and Cope will host an investor conference call to discuss the NEO3-09 top-line results at 9:00 AM ET tomorrow, Wednesday,
May 4th, 2011.  The conference call can be accessed as follows:

Conference Call Information
TO PARTICIPATE LIVE: TO LISTEN TO A REPLAY:

Date:                             
Time:                            
 
Toll-free (U.S.) Dial in # :
International Dial in # :
 

May 4, 2011
9:00 AM ET
 
(877) 407-8033
(201) 689-8033

Available until:
Toll-free (U.S.) Dial in # :
International Dial in # :
 
Replay passcode:
     Account #:
     Conference ID #:

May 18, 2011
(877) 660-6853
(201) 612-7415
 
 
286
371854

Neoprobe also announced that it will release its earnings for the first quarter of 2011 on Monday, May 9, 2011 after the close of the financial
markets.  This release will be followed by a conference call with the investment community the following morning at 9:00 AM ET.  Dial-in
information for that conference will be released later this week.
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Contacts:

Neoprobe Corporation -- Brent Larson, Sr. VP & CFO – (614) 822-2330

Investor Relations – Michael Rice, LifeSci Advisors -- (201) 408-4923

Public Relations/Media Relations – Mark Marmur, Makovsky & Co. -- (212) 508-9670

About Lymphoseek
Lymphoseek is a proprietary radioactive diagnostic tracing agent being developed for use in connection with gamma detection devices in a
surgical procedure known as Intraoperative Lymphatic Mapping.  Two Phase 3 multi-center clinical trials (www.clinicaltrials.gov, trial
registration numbers NCT00671918 and NCT01106040) for Lymphoseek in patients with breast cancer or melanoma have concluded. A third
Phase 3 clinical study to evaluate the efficacy of Lymphoseek as a sentinel lymph node tracing agent in patients with head and neck squamous
cell carcinoma is currently ongoing (www.clinicaltrials.gov, trial registration number NCT00911326).

About Neoprobe
Neoprobe is a biomedical company focused on enhancing patient care and improving patient outcome by meeting the critical intraoperative
diagnostic information needs of physicians and therapeutic treatment needs of patients.  Neoprobe currently markets the neoprobe® GDS line
of gamma detection systems that are widely used by cancer surgeons.  In addition, Neoprobe holds significant interests in the development of
related biomedical systems and radiopharmaceutical agents including Lymphoseek® and RIGScan® CR.  Neoprobe’s subsidiary, Cira
Biosciences, Inc., is also advancing a patient-specific cellular therapy technology platform called ACT.  Neoprobe’s strategy is to deliver
superior growth and shareholder return by maximizing its strong position in gamma detection technologies and diversifying into new,
synergistic biomedical markets through continued investment and selective acquisitions.  www.neoprobe.com

The Private Securities Litigation Reform Act of 1995 (the Act) provides a safe harbor for forward-looking statements made by or on behalf of
the Company. Statements in this news release, which relate to other than strictly historical facts, such as statements about the Company’s
plans and strategies, expectations for future financial performance, new and existing products and technologies, anticipated clinical and
regulatory pathways, and markets for the Company’s products are forward-looking statements within the meaning of the Act.  The words
“believe,” “expect,” “anticipate,” “estimate,” “project,” and similar expressions identify forward-looking statements that speak only as of
the date hereof.  Investors are cautioned that such statements involve risks and uncertainties that could cause actual results to differ
materially from historical or anticipated results due to many factors including, but not limited to, the Company’s continuing operating losses,
uncertainty of market acceptance of its products, reliance on third party manufacturers, accumulated deficit, future capital needs, uncertainty
of capital funding, dependence on limited product line and distribution channels, competition, limited marketing and manufacturing
experience, risks of development of new products, regulatory risks and other risks detailed in the Company’s most recent Annual Report on
Form 10-K and other Securities and Exchange Commission filings.  The Company undertakes no obligation to publicly update or revise any
forward-looking statements.

 
 

 

 


