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EY10 NIH Budget

Extramural,
$27B

Intramural,
$3B




Intramural Technologies
in Numbers

« 353 invention disclosures

« 110 U.S. patents issued

« 215 licenses executed

e 1,400+ active licenses

e $91.2 million in royalties collected
o 77 CRADAs executed

e 365 active CRADAs
e ~ 600 products developed
e 22 drugs and biologics

e« Licensees: Total Sales ~$6B
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NIH Licensed Products

Therapeutics

 Didanosine
 Fludara®

e Hivid®

« Kepivance®
e NeuTrexin®
e Prezista®

e Sporanax®

l'/" e

Synagis®
Taxol®
Velcade®
Videx®
Vitravene®
Zenapax®
Zevalin®
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NIH Licensed Products

Vaccines
. Certiva® ™« Hepatyrix®
e Cervarix® & e LYMErix™
N
e Gardasil® § e RotaShield®
* Havrix® ¢ e Twinrix®
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NIH Licensed Products

Diagnostics
 AcuTect®  Parvovirus B19
« BRACAnalysis® Immunoassay
e HIV Test Kits e PathVysion® HER-2

DNA Probe Kit

Pathway® Her-2/neu
(4B5)

Thyrogen®

NeoTect®
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Examples of Products Developed
Under NIH CRADAS

FluMist®* Medlimmune Influenza vaccine

Havrix® GlaxoSmithKline Vaccine against hepatitis
A

Taxol® Bristol-Myers Squibb Treatment of solid
tumors and Kaposi's
cancer

Taxus® Express Boston Scientific Treatment of coronary

artery disease (drug-
eluting stent)

Thyrogen® Genzyme Therapeutics Adjunct to thyroid
cancer treatment
Velcade® Millennium Treatment of multiple
Pharmaceuticals Inc. melanoma

*Not based on NIH IP
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NIH OTT Client Mix

00
D% Large Pharma

Small Co.
VC, Startups, etc.
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Identification of Colorectal Cancer Biomarkers by Serum Protein Profiling
Tuesday, December 01, 2009 7:00 PM

This irvention describes serum features that distinguish colorectal carcinoma malignant patient samples versus healthy samples using surface-enhanced laser desorption ionization time-of-fight (SELDL-TOF)
mass spectrometry, By comparing healthy versus malignant samples, the investigators were able to identify thirteen (13) serum features that have been validated using an independently collected, blinded
validation set of 55 sera samples. The features are characterized by the mass to charge ratio {m/z ratio), The investigators have shown that SELDI-TOF based serum marker protein profiing enables minimally
invasive detection of colon cancer with 96,7 percent sensitivity and 100 percent specificity, Colorectal cancer is the third most common cancer and the third leading cause of cancer-related mortality in the
United States. Current diagnostic methiods for colorectal cancer have a large non-compliance rate because of discormfort, e.g., sigrmoidoscopy or colonoscopy, or have a high rate of false positive results,
2.3., fecal occult blood tests, The claimmed invention has the potential to be a widely used, sasy-to-use, and inexpensive diagnostic,

Human Renal Cell Carcinoma (RCC) Cell Lines Derived from Surgically Removed Tumors
Tuesday, December 01, 2009 7:00 PM

Scientists at the Mational Institutes of Health (NIH) have developed three cell ines obtained from renal cell carcinoma (RCC) patients, The cell lines, designated 1581 RCC, 1764 RCC, ahd 2194 RCC, were
derived from hurman tumor samples surgically resected from patients in the inventors' clinic. Each cell line is hurnan leukocyte antigen-A2 (HLA-AZ) negative and expresses a variety of known tumor antigens.
The 1764 RCC cell ling is known to express the HLA-A3 antigen and high levels of nonmutated fibroblast growth factor 5 (FGF-5). These cell lines can be widely used in molecular biclogy for various assays
ahd to screen for potential therapeutics with activity against RCC, The RCC cell lines can also serve as negative control samplas for HLA-AZ expression.,

Methods and Compositions for the Diagnosis of Neuroendocrine Lung Cancer
Tuesday, November 03, 2009 7:00 PM

The technology relates to the use of cOMA microarrays to facilitate the identification of pulmonary neuroendocrine tumors, In order to identify molecular markers that could be used to classify pulmnonary
turnors, the inventors examined the gene expression profiles of clinical samples from patients with small cell lung cancer (SCLC), large cell newroendocting carcinoma (LCMEC), and typical carcinoma (TC)
turnors by cOMA microarray analysis to detect hybridization between cOMA from turmnor cells and DA from a panel of 2,297 human genes. Gene expression was found to be nonrandorn and to exhibit highly
significant clustering that divided the turmcors into their assigned World Health Organization (WHO) dassification with 100% accuracy. The inventors concluded that pulmonary neuroendocring tumors could
be classified based on the genome-wide expression profie of the clinical samples without further manipulations.

Prediction of Immune Response Outcomes to Keyhole Limpet Hemocyanin (KLH) Treatment

Monday, Cctober 26, 2009 &:00 PM

Kevhole limpet hemocyanin (KLH) is a large, heterogeneous glycosylated protein that is being tested as an immunotherapeutic agent to treat bladder cancer. KLH is approved for use in parts of Europe and
Asia and is in late stage clinical trials in the .S, KLH immunotherapy however only produces a clinical response in approxirnately 40-50% of patients, and currently there is no good method to select the
subset of patients that will respond best to this treatrnent. This invention revealed that levels of certain serum antibodies can be used as biomarkers to predict the magnitude of the antibody response to
the glycoprotein KLH. The best correlations are obtained by using a combination of markers, Since the size of the antibody response correlates with the clinical response, the invention provides a method to
select the subset of patients that may benefit most fram this form of treatment,

Identification of Persons Likely to Benefit from Statin Mediated Cancer Prevention by Pharmacogenetics
Sunday, October 11, 2009 &:00 PM

Inhibitors of 3-hydroxy-3-rmethylalutaryd (HMG) coenzyme A reductase (stating) are a class of wel-tolerated compounds that are the most widely used cholesterol-lowering drugs in the United States.
Reduced cancer risk among statin users has also been ohserved as a secondary outcome in randomized controlled dlinical trials evaluating effects of statins on cardiovascular outcomes, However the observed
cancer risk reduction varied with different clinical studies, Thus there is a need to identify individuals who would benefit from treatment with statins, The current invention describes a pharmacogenetic
method to identify candidates who are most likely to benefit from treatment with stating to reduce cancer risk, and consequently minimizing any unnecessary cost and side effects in individuals who do not
benefit. Specifically, we discovered that an HMGCR genetic variant rs12654264 is associated with significantly lower colorectal cancer risk, with most of the benefit seen in HMGCoA reductase inhibitor
(stating users, We also discovered that this same HWGCR genetic vatiant is associated with significantly bigher serum cholesterol levels in Israel colorectal cancer patients, The same HMGCR genetic variant has
also been associated with significantly higher serum cholesteral levels in two independent groups of individuals of mixed European descent [http:f fwewewe. biroad.mit.edufdiabetes)scandinavsfindes.htrl and ©
Engl 1 Med. 2008 March 20;353(12 ) 1240-1249 {httpef fwevewe ichinlmn, nibgov/pubmed) 18354 102 2dopt )], These data suggest that the same genetic variant modifies cholesterol metabolism in a manner
thiat affects both colorectal cancer risk and cardiovascular risk,
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Tue 12/1/2009 7:00 PM

This invention describes serum features that distinguish colorectal carcinoma
malignant patient samples versus healthy samples using surface-enhanced
laser desorption ionization time-of-flight (SELDI-TOF) mass spectrometry. By
comparing healthy versus malignant samples, the investigators were able to
identify thirteen (13) serum features that have been validated using an
independently collected, blinded validation set of 55 sera samples. The features
are characterized by the mass to charge ratio (m/z ratio). The investigators
have shown that SELDI-TOF based serum marker protein profiling enables
minimally invasive detection of colon cancer with 96.7 percent sensitivity and
100 percent specificity. Colorectal cancer is the third most common cancer and
the third leading cause of cancer-related mortality in the United States. Current
diagnostic metheds for colorectal cancer have a large non-compliance rate
because of discomfort, e.g., sigmoidoscopy or colonoscopy, or have a high rate
of false positive results, e.g., fecal occult blood tests. The claimed invention has
the potential to be a widely used, easy-to-use, and inexpensive diagnostic.
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The impact of MIH and FDA Intramural Research Programs is truly global. The stars on the map represent locations where a commercial entity has
completed a license with the NIH Office of Technalogy Transfer for an NIH or FOA inframural invention. These licenses allow for the transfer of inventions
and discoveries from the MIHIFDA Intramural Research Programs to bictechnology companies for commercial development or use in research.

The licenses on this map can be filtered by country of licensee, NIH Institute, and fiscal years that the license has been active. Densely populated areas
are represented in clusters rather than stars. To view these areas, please zoom further into the map.
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Product Type: Launched FY: R .l AT .l

Product: Use:
Cervarix® Vaccine for human papilloma virus (HPV) to protect from cancers

MNIH Contribution:
Non-infectious HPV-like particles for immunization

LICENSED
Features:

First EU approved vaccine against cervical cancer and genital wart

Inventors:
D. Lowy, et al

Institutes/ Centers:
Mational Cancer Institute

{;_:QI_"\-':!r'::x

Licensee:
GlaxoSmithKline

Market Launch:
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£ Product Development Pipeline
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About NIH OTT
Licensing & Royalties The MIH Intramural Research Program is exceptionally innovative as exemplified by the many products currently on the
market that benefit the public everyday (see Product Showcase). There are also almost 1,400 inventions from the
CRADAs & MTAs Intramural Program that are currently available for licensing to companies for commercial development (see Licensing
- a: Model Opportunities). Many inventions, however, have been licensed and are now in clinical development with the hope of
Aurms tD e eventually reaching the market. These inventions are shown below as a development pipeline and illustrate the valuable
greemems synergy between MIH and industry as well as the depth and richness of the science conducted at MIH.
Policy
Training PRODUCT DEVELOPMENT » THERAPEUTICS
FAQSs
Indication ic Licensee Product Ph;se P‘hIalse PI;?ISE MDA Market
Contact Us
Cancer ]| Schering AG Fludarag -l - -
Cancer ]| Bristol-Myers TaxolE -l e -
Squibb
HIr M Barr Laboratories  Didanosine Delayed- -an - -
Releaze Capsules
HIv MC Roche Labaratories Hivid® - - .-
HIv MG Tibotet Prezista® - - -
Fharmaceuticals
HIv 2] Bristol-Myers Wit enE -l e -
Squibb
Multiple myelorma M Millennium Yelcade® -y - -
Fharmaceuticals
Mon-Hodgkin's 2] Coulter Corporation  Zevalin® -l e -
Iymphoma
Respiratory syncytial — BIAID Medimmune Synagis® -y - -
wirus
Gliohlastoma M Meo-Pharm Cintredekin -_
FOA Besudotox {I1L13-
PE3BQQR)
Metastatic 2] Medarex WMO-010 {gp100 -
melanama peptide usedin
canjunction with
Ipilimumak)
Multiple myeloma MCI ROSAMN ROE-953 [17-AAG -
Binsciences ftanespimyeing]
Acute radiation MCI Humanetics BlO 300
syndrome
IQ)PL Anemia assaciated  NICHD Repras Froellexs
{7
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Contact Us

Technology Specific Brochures

Specialist (contact information available below the technology abstract) for current availabilty.

Ifyou need other disease-specific brochures, please ermail Aoy Prabhu, Head of Marketing Operation at aprabhuimail.nib, go.

Medical Devices

Small Molecules Biomarkers, Stem Cells and Aging

Antibodies

Biormarkers

Imaging

“iral Diagnostics

Bacterial Diagnostics

Bininformatics

Sterm Cells

Matermal Health

Get Adobe

Reader

The marketing group has created several technology-specific brochures that list technologies. Please check with the Technology Licensing

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF




Web 2.0 (Social media aware)

ensing & Royalties >> Licensing Opportunities > Abstract Details

FIETGL = PRINT = W APPLY FORLICENSE I [l QUESTIONS. 2

Bookmark & Share R} X
Neurotrophic Cumpunl
Email I Linkedin

Description of Invention @ Plaxo k| Twitter
MNeuronal cell death has bee rmall ool Jitions, including Alzheimer's, AIDS-related dementia, Huntington's
disease, and Parkinson's dig [ Gmal 2 coogle 0 been associated with developmental retardation and leaming
Impairments that have lifelonf @& Google Reader [ Blogger Pnditions
This invention discloses new§ K3 Facebook 4] Lifestream Iy complex polypeptides. Praviously, Activity Dependent Neurotrophic
Factor (ADNF) polypeptides H C pigg @ Delicious ADNF polypeptides are secreted by astroglial cells in the presence of
vasoactive intestinal peptide bre effective for reducing neuronal cell death, for reducing oxidative stress,
for reducing condition(s) ass & messenger More... (285) for enhancing learning and meamary, both pre- and postnatally, and for
ather conditions. il ats this? Privacy © AddThis

e

With these additional ADNF | complex polypeptides itwill be easier to target specific receptors in differant cell types and to individually tailor drug
treatment regimes to those afficted with neurodegenerative disorders.

Inventors:
Douglas E Brenneman {(NICHD)

Patent Status:

HHS, Reference Mo, E-208-2001/0

HHS, Reference Mo. E-209-20011

HHS, Reference Mo. E-208-2001/2

US, , Patent No. 7,427,590, Issued 23 Sep 2008
US, Application No. 121197 915 filed 25 Aug 2008

Portfolios:

Central Nervous System

Central Nervous System - Diagnostics
Central Nervous System - Therapeutics

For Licensing Information Please Contact:
Samuel Bish Ph.D.

MIH Office of Technology Transfer

6011 Executive Bivd. Suite 325,

Rockyille, MD 20852

United States

Email: bishse@mail.nih.goyv

Phone: 301-435-5282

Fax 301-402-0220




Home Profile Find People Settings Help Sign out

Please confirm your account — a confirmation message was sent to nihott@mail.nih.gov
UIntil you confirm, you will have limited access to certain features on Twitter, Learn mare
Resend confirmation - Change email address (Settings)

What's happening? 140 01T m

0 6 5 ;

Mew! Add a location to your tweetz. Turn t on - Mo thanks Tiveet
Latest: Methods for Treatment and Diagnosiz of Peychiatric Dizorders: Current ==
drugs uzed to treat schizophrenia block do... hitpitwurl.nUpauptw 2 days ago

Twitter-for-BlackBerry
n. the official Twitter app for

BlackBerry.

Home
Home

NIHOTT Methods for Treatment and Diagnosis of Psychiatric

0_”- :‘;T Disorders: Current drugs used o treat schizophrenia block do... Direct Messages
http:/ftwurl.nl/pauptw D
3:35 AM Sep 25th via twitterfesd Favorites

NIHOTT Assay for Arf GTP-binding Proteins: The worldwide

n | laboratory research reagents market is expecied to surpass $13...
http-/ftwurl.nlisnif7o
2:55 AM Sep 10th via twitterfeed

NIHOTT Novel Drugs for the Treatment of Schizophrenia: Because
GIT psychosis and cognitive decline are among the most commo...
http-/wurl_nl/ditws7

4:21 AM Aug 24th via twitterfeed

; NIHOTT Matrix Metalloproteinase-9 Blade-1 Region Peptides: Use
nIT as Cell Migration Modulators: Matrix metalloproteinase-9...
hitn-{fwiirt nlimliwhn
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Back NIH CRADA Opportunities

Inhibitors of 6-hydroxymethyl-7,8-
dihydropterin Pyrophosphokinase as No...
Mon, Sep 27 2010 at 03:00 AM

Compositions and Methods for the
Treatment of Cancer

Sun, Sep 26 2010 at 11:00 PM

Transplant and Autoimmune Therapy

Using T-Cells Expressing Programmed...
Mon, Sep 20 2010 at 07:00 PM

Use of Adenosine Agonists to Prevent [ ]
Arterial Vascular Calcification Disorder

Mon, Sep 20 2010 at 03:00 PM

Small Molecule Neuropeptide S Receptor @
(NPSR) Antagonists for the Treatment of...
Mon, Sep 20 2010 at 11:00 AM

A Rapid, Peripheral Blood Gene [
Expression Biomarker Panel for Diagnos...
Mon, Sep 20 2010 at 07:00 AM

Methods for Treatment and Diagnosis of
Psychiatric Disorders

@

12:21 PM [C_1
NIH Office of Tec...

NIH CRADA...
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Licensing & Royalties > Licensing Oppartunities => Abstract Details
sHRRE I EE PHINT
Compesitions and Methods for the Treatment of Cancer

Description of Invention:

Cancer is the second leading cause of human death next
coronary disease in the United States. Worldwide, million:
pecple die from cancer every year. In the United States
alone, as reported by the American Cancer Society, canc
causes the death of well over a half-millicn pecple annua
with over 1.2 millicn new cases diagnosed per year.
deaths from heart disease have been declining

those resulting from cancer generally are on the

is soon predicted to becor e leading cause of death i
the United States.

This application claims methods for inducing an immune
response to a tur ese methods include adi
i amaount ,r :pup otic tum
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LCell lines (5
HOTICE: -« Expression wectar (1)
Thiz electronic cataloy was created primarily to ensure a faster turn-around time for licensing NIH Research Materials. By clicking
"Customize Terms" buton below, wou accept that this review process could add mare time to the licensing process and will increase the = Transgenic mice (1)

upfrort licensing fees by a minimum of $10,000 but not to exceed $30,000. . MabsHybridama 1)

= o RELATED LINKS
Catalog # 4-E-005-2006 [ M| Division iR

= HIHOTT License Application

Leadlnventor \Web Ref [E= = Freguenthy Agkied Questions
Miehael Gotiesman Mot Available fE-005- 2006 - hdaterial Transfer Agreemeant
ENE Licensing Terms . Technical Suppart
celibine e Execution M;:::::::I" Le_ngtll of

Description Royalty Royalty License

Cell line isolated from KB-3-1 cell line. KB-8-5 expresses multidrug resistant (MDR) B Foroow 15 YRErS

phenotype, with four times more resistance to colchicine than its parental cell line. .
Type of License Sought

[Internal Use ;I

LICENSE IT (WITHOUT CHANGES)

OR
Category Additional Information Sheet Bio Safety Lewvel
Celllines AlS-4 doc 1
Storage Temp Lead Time Export Restrictions
-anc 5 days dryice

COther Restrictions
Mot Available

Relevant Publications

Akivama S-1, Fojo A, Hanover JA&, Pastan |, and Gottesman M. (1985) Isolation and genetic characterization of human B cell
lines resistant to multiple drugs. Somatic Sell Mol Genet. 11: 117-128
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