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1. The Institution

University of Cordoba

+ Established in 1972
* 11 Faculties
+ Students:
* 16,694 undergraduate students
* 1,245 in Master’s Programmes
* 1,384 in Doctoral Programmes
- PhD Y e W Y
1,384 PhD candidates et e LR
228 International PhD candidates

125 PhD dissertations/year
21% of them with European PhD award

U-Ranking (from Ivie/BBVA fundation): top 6 in Spain
(top 1 in Andalusia; Total of 61 public and private
Universities)
y MEDICAMENTOS INNOVADORES IMIBIC & i % farmaindustria

Plataforma Tecnoldgica Espanola e UNIVERSIOAD B CORDOBA

MIMISTERIO
eE ECONOMIA
COMPETITIVIDAD

& -




XVIlI Encuentro de Cooperacion Farma-Biotech

1. The Institution
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diseases organ
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Government
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connective tissue

Reproductive Health

Pediatric and perinatal
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Lymphonas
Neuroendocrine Mental health

tumors Digestive Tumors

Neurological diseases

. Kidney and Urologic
e Accredil Liver and Digestive
diseases
° BUlldlngl Chronic inflammation
and signaling
« 10,000 r|

5 scientific programmes
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1. The team

Department of Cell Biology, Physiology and Immunology (UCO)
GC27: OncObesity and Metabolism (IMIBIC)

Research topics:
* Neuro-endocrine/metabolic (dys)regulation
in tumoral pathologies, including:
* Prostate cancer
* Breast cancer
* Pituitary adenomas
* Neuroendocrine tumors
- Gastro-entero-pancreatic

Traslational group (basic and clinical researchers) - Lung NETs
- Thyroid
Team fuily capabile, - Adrenal
motlvat dandc mmitted . i

Endocrinology and Nutrition for the * Hepatocarcinoma

research career of the group

SEEN ™,

Sociedad Espanola de
Endocrinologia y Nutricién

Department of Innovation (IMIBIC)

Begoiia Roibas da Torre

Rosa Natera
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Fresh samples Blood/Urine samples

« Blood/Urine samples Collaborative projects

» Collaborative projects

. Rio Hortega PhD  Pathological analysis

student + Collaborative projects

N Servicio Andaluz de Salud
T CONSEJERIA DE SALUD

 PhD students

Hospital Universitario Reina Sofia
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1. The team
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Background in the identification of novel tumoral biomarkers

Hormaechea-Agulla et al Molecular Cancer (2017) 16:146
DOI 10.1186/512943-017-0713-9

Molecular Cancer

RESEARCH Open Access
@CwssMark

The oncogenic role of the In1-ghrelin
splicing variant in prostate cancer
aggressiveness

Daniel Hormaechea-Agulla'~***, Manuel D. Gahete">**, Juan M. Jiménez-Vacas'~**7,
Enrique Gomez-Gomez' 4, Alejandro Ibafez-Costa'****, Fenando L-Ldpau‘!“"s. Esther Rivero-Cortés
André Sarmento-Cabral'?345, José Valero-Rosa'>%, Julia Carrasco-Valiente'®, Rafael Sanchez-Sanchez'?”,
Rosa OnegafSalasljj, Maria M. Moreno 7, Natia Tsomaia®, Steve M. Swanson® Michael D. Culler®,

Maria J. Requena'®®, Justo P. Castafio'****" and Raul M. Luque'***>"

12345

1. Novel biomarkers in prostate cancer

Received: 20 July 2017 | Accepted: 23 August 2017
DOI: 10.1002/pros.23426

The Prostate

ORIGINAL ARTICLE WILEY

Cancer Letters 383 (2016) 125-134

Contents lists available at ScienceDirect

Cancer Letters

journal homepage: www.elsevier.com/locate/canlet

Somatostatin receptor subtype 1 as a potential diagnostic

marker and therapeutic target in prostate cancer
Sergio Pedraza-Arévalo’2** | Daniel Hormaechea-Agulla?3* |

Enrique Gomez-Gémez>3%@ | Maria J. Requena®?3® | Luke A. Selth® |
Manuel D. Gahete®?3* | Justo P. Castaiio®?3** | Raul M. Luque®***p

Original Article

Ghrelin O-acyltransferase (GOAT) enzyme is overexpressed in prostate
cancer, and its levels are associated with patient's metabolic status:
Potential value as a non-invasive biomarker

Daniel Hormaechea-Agulla * ™% %€, Enrique Gémez-Gomez ““',

Alejandro Ibdiez-Costa ™ % Julia Carrasco-Valiente * ', Esther Rivero-Cortés ™ -,
Fernando L-Lépez ™™ %€, Sergio Pedraza-Arevalo * ™ %¢, José Valero-Rosa *“',

Rafael Sanchez-Sanchez * “ ¥, Rosa Ortega-Salas “* % Maria M. Moreno * “ %,

Manuel D. Gahete *" %€ José Lopez-Miranda %" Maria J. Requena * ",

Justo P. Castano ™ <% Raidl M. Luque *™ %"

THE
mSEBJCURNAL * RESEARCH = waww.fasebjorg

The oncogenic role of the spliced somatostatin receptor
sst5TMD4 variant in prostate cancer

Daniel Hormaechea-Agulla,*!*59 Juan M. ]iménez-Vacas,*'f"'§" Enrique Goémez-Gémez,+ ¥

Femando L. Lopez,** 59 Julia Carrasco-Valiente,**! José Valero-Rosa,**! Maria M. Moreno,***

Rafael Sinchez-Sanchez,*** Rosa Ortega-Salas,*"" Francisco Gracia-Navarro,*"*$% Michael D. Culler,**
Alejandro Ibafiez-Costa,* 5 Manuel D. Gahete,*"*%% Maria J. Requena,“*’ | Justo P. Castaiio,**#5%1

and Raiil M. Lugue***5%2

*Maismonides Institute of Biomedical Research of Cordoba (IMIBIC), *Department of Cell Biology, Physiology and Immunology, University of
Cérdoba, “Centro de igacion Biomédica en Red de gfa de la Obesidad y Nutricién, (CTBERobn), Campus de Fxcelencia
Internacional Agroalimentario (ceiA3), Cordoba, Spain; 'Urology Service, HURS/IMIBIC, Cordoba, Spain; * Anatomical Pathology Service,
THospital Universitario Reina Sofia (HURS), Cérdoba, Spain; and *Ipsen Bioscience, Cambridge, Massachusetts, USA
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1. The team
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Background in the identification of novel tumoral biomarkers

SCIENTIFIC O LT
REPLIRTS A (@)

- ¢
T

oren Inl-ghrelin splicing variant is
e, Overexpressed in pituitary adenomas
wwos agnd increases their aggressive features

FITATARY TUMOLRS
Alajandro Ibofez-Costa’, Monuel D, Gahete', Esther Rivero-Cores!, Dovid Bincen-Fernandez!,
Received Richare Melien®, Manue! Baliran®, Andrés de la Riva®, Migual A apén®, Eva Vanegas Marena,
16 Ocwber 2014 M Angeles Galvez”, Juon A Gorcia-Amis®, Alfonso Soto-Morena®, Jenniter Morgan®, Notic Tsomaio®
Accopred Michoel D, Culler?, Carlea Disguea?, Justo P. Costafic'™ & Ral M. Luque'™

Contents lists available at ScienceDirect = YRR

Cancer Letters

journal homepage: www.elsevier.com/locate/canlet _ﬂ

Truncated somatostatin receptor variant sst5TMD4 confers aggressive @umm
features (proliferation, invasion and reduced octreotide response)
to somatotropinomas

Original Articles

Radl M. Luque **<'**, Alejandro Ibafiez-Costa ***', Leonardo Vieira Neto <,

Giselle F. Taboada ', Daniel Hormaechea-Agulla **¢, Leandro Kasuki ¢,

Eva Venegas-Moreno , Alberto Moreno-Carazo ", Maria Angeles Galvez |,

Alfonso Soto-Moreno % Rhonda D. Kineman ', Michael D. Culler ¥, Manuel D. Gahete *,
Monica R. Gadelha %, Justo P. Castaiio **~**

2. Novel biomarkers in other tumoral pathologies

Endocrinologia FENG
Y Nutricion ¥ Nirsiensn -
s m—— www.clsevier.es/endo L
ORIGINAL
El Registro Molecular de Adenomas Hipofisarios @(MSMM}(

(REMAH): una apuesta de futuro de la Endocrinologia
espafiola por la medicina individualizada
y la investigacion traslacional

Raul M. Lugue ™', Alejandro Ibafiez-Costa™", Laura Sanchez-Tejada®,

Esther Rivero-Cortés?®, Mercedes Robledo¢, Ainara Madrazo-Atutxa?, Mireia Mora®,
Clara V. Alvarez, Tomas Lucas-Morante¢, Cristina Alvarez-Escola”, Carmen Fajardo’,
Luis Castafo’, Sonia Gaztambide®, Eva Venegas-Moreno, Alfonso Soto-Moreno?,
Maria Angeles Galvez', Javier Salvador™, Elena Valassi”, Susan M. Webb™°,

Antonio Pic6®, Manel Puig-Domingo®, Montserrat Gilabert®, Ignacio Bernabéu",
Monica Marazuela®, Alfonso Leal-Cerro®?, Justo P. Castano™*? e investigadores

del REMAH’®

www.impactjournals.com/oncotarget/ Oncotarget, Vol. 7, No. 37

Research Paper
The truncated somatostatin receptor sst5TMD4 stimulates the
angiogenic process and is associated to lymphatic metastasis
and disease-free survival in breast cancer patients

Manuel D. Gahete!>>*", David Rincén-Fernandez!?7*’ Mario Duran-Prado? Marta
Hergueta-Redondo®, Alejandro Ibafiez-Costa'??", Alejandro Rojo-Sebastian®,
Francisco Gracia-Navarro' > Michael D. Culler’, Orial Casanovas®, Gema Moreno-
Bueno®, Rail M. Luque'?**'*, Justo P. Castafio'”*%""

e | e,
q S OMPLITVIDAD

|
www.impactjournals.com/foncotarget/ Oncotarget, Vol. 6, No. 23

Inl-ghrelin, a splice variant of ghrelin gene, is associated with
the evolution and aggressiveness of human neuroendocrine
tumors: Evidence from clinical, cellular and molecular
parameters

Raul M. Luque' " *, Miguel Sampedro-Nufiez’’, Manuel D. Gahete', Ana Ramos-Levi’,
Alejandro Ibaifiez-Costa!, Esther Rivero-Cortés', Ana Serrano-Somauvilla?
Magdalena Adrados?®, Michael D. Culler?, Justo P. Castafio' ¥, Ménica Marazuela®”®

MEDICAMENTOS INNOVADORES
Plataforma Tecnoldgica Espaniola

UNIVERSIDAD B CORDOBA

IMIBIC » farmafndustria




XVII Encuentro de Cooperacion Farma-Biotech

=
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Novel non-invasive  (Tnixa m
biomarker for prostate  iwoionfirsidy
cancer

Ghrelin O-acyltransferase: a new
biomarker for prostate cancer
screening

Team leader: Radl M. Luque,
from Instituto Maimonides de
Investigacion Biomedica de
Cordoba / Universidad de
Cordoba (IMIBIC/ UCO) 2017

1 MEDICAMENTOS INNOVADORES
Plataforma Tecnoldgica Espanola
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MIMISTERIO |

]
L |
L] FUNDACION PARA LA
I INNOVACION ¥ LA PROSPECTIVA
EN SALUD EN ESPARA

Estudios de
Viabilidad de las
innovaciones en

Salud

Proyectos de desarrollo
tecnologico en salud (DTS)

Instituto de Salud Carlos Il - Acuse de recibo

DATOS GENERALES

Asunto: Solicitud del expediente: DTS17/00061

Procedimiento: Accion Estratégica de Salud, Ayudas y Subvenciones

Organo destinatario; SG de Evaluacion y Fomento de la Investigacion

Mimere de expediente: ISCII-AES-2017/001207
MNomere de asiento registral; 2017999E001282

Fecha: 25/05/2017 11:19:29
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Product: a\ Target Indications
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Other Biomarkers & Tests

Higado y vesicula |

Testic

Mieloma multiple !

PCA

s roposed as the most prominent biomarker emerging
-PSA-based diagnostic test for Pca.
ately, PCA3 has also serious limitations (i.e.

nsitivity than PSA)”

a no
Unfort
lOWEF’s

Vesicula biliar y, elzxﬁr o re

3 millions of new cases in 2016

> 330.000 cases/year (higher incidence in Spain)

> Higher prevalence >900.000 cases/5-years (Spain)

| MEDICAMENTOS INNOVADORES
“ Plataforma Tecnoldgica Espanola
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IMIBIC

Total PSA + free PSA + intact PSA + human Kallikrein-2
(hK2), Yet: “Concentration of hK2 was not significantly
different between patients with BPH or prostate cancer”.

SeIthMDXno 660 880 1100

Test measures mMRNA levels of two biomarkers in urine,
and lets the clihician fo take decisions in order to
perform bidpsyor flot s [ 5aios |

440

MAIMONIDES BIOMEDICAL
‘ RESEARCH INSTITUTE OF
CORDOBA
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_The Product: a\ Target Indications

LI | -vv-v

@ Healthy man @ Man with prostate cancer @) Missed cases

s S A
e S 1111
P R L
S

* Non-invasive (plasma levels) ‘r

Test positivity (%) 12 18 i****** ***
Cancer detection rate (%) 3 4
| Sensitivity (%) 21 32 | PSR finds
Sensitivity (%) for high grade 51 68 Eﬁnﬁlr!ﬁMI‘ﬂ Hﬁﬁ thesp thege threg
cancer, i.e., gleason score >8 there is none D cases cases

“Elevated PSA levels may be driven by benign conditions (i.e. prostatic hyperplasia or prostatitis)”

19 millions 4.7 millions 1.3 millions biopsies
PCa abnormal PSA procedures (many
screenings results unnecessary) - Unnecessary biopsies
- Risks and Reduced QoL
- Associated cost

P | (1) veoicawentos novacoRes  piBie @ s @B farmaindustria
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2. The Product: b) Innovative mechanisms of action

Gutierrez JA, et al. PNAS. 2008 s Pituita
Yang J, et al. Cell. 2008 Ghrelln A ry

0=C-(CH,)¢-CH; COOH _ 4

0 I ' GH

NHz'...C.... .... 1 ACTH

GOAT enzyme f°°¢ | == e

* GOAT (Ghrelin-O-acyl-transferase) 000000000
« MBOAT4 (Membrane Bound O-Acyl-
transferase Domain Containing 4) Beta-cells

B-cell function
4 Insulin secretion

" Tumoral )
pathologies

GHS-R

Gomeéz-Gémez E, et al., J Cell Mol Med. 2018 Adipose Tissue

Hormaechea-Agulla D, et al. Cancer Letters 2016
Luque RM, et al. Oncotarget. 2015

Ibanez-Costa A, et al. Sci Rep. 2015

Gahete MD, et al. Mol Nutr Food Res. 2014
Gahete MD, et al. J Endocrinol. 2013

Adipogenesis
Lipolysis
Glucose metabolism

&
Gahete MD, et al. PLoS One. 2011 - '
Gahete MD, et al. Mol Cell Endocrinol. 2010
 MEDICAMENTOS INNOVADORES '
E ﬁi SEERNR | GRS onn /' Plataforma Tecnoldgica Espafola IMIBIC ‘> © T farma ndUSTna
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Innovative mechanisms of action

e - N

Ghrelin gene products, receptors,
and GOAT enzyme: biological and

pathophysiological insight

Manuel D Gahete, David Rincon-Fernandez, Alicia Villa-Osaba,

220:1 R1-R24

Mol Cell Endocrinol. 2010 April 12; 317(1-2): 154. doi:10.1016/j.mce.2009.12.023.

Metabolic regulation of ghrelin O-acyl transferase (GOAT)
expression in the mouse hypothalamus, pituitary, and stomach

Manuel D. Gahete!, Jose Cérdoba-Chacén’, Roberto SalvatoriZ, Justo P. Castafio!, Rhonda
D. Kinsman3‘4, and Raul M. Luque

Daniel Hormaechea-Agulla, Alejandro Ibanez-Costa, Antonio J Martinez-Fuentes.

Francisco Gracia-Navarro, Justo P Castano and Radl M Lugue

Department of Cell Biology, Physiology and Immunology, Campus Universitario de Rabar
(C6), Planta 3, University of Cordoba, 14014-Cordoba; Instituto Maiménides de Investic
de Cordoba (IMIBIC), University of Cordoba; Reina Sofia University Hospital, Cordoba; ¢
la Obesidad y Nutricién (CIBERobn), Cérdoba, Spain

www.impactjournals.com/oncotarget/

Inl-ghrelin, a splice variant of ghrelin ger
the evolution and aggressiveness of hui
tumors: Evidence from clinical, cellL
parameters

Raul M. Luque’"#, Miguel Sampedro-Nufiez>", Manuel D
Alejandro Ibafiez-Costa!, Esther Rivero-Cortés!,
Magdalena Adrados®, Michael D. Culler?, Justo P. Cast

MIMISTERIO
?E ECONOMIA
COMPETITIVIDAD

MEDICAMENTOS INNOVADORES
Plataforma Tecnoldgica Espaniola

Cancer Letters 383 (2016) 125—134

Contents lists available at ScienceDirect

Cancer Letters

¥

ELSEVIER

journal homepage: www.elsevier.com/locate/canlet

Original Article

Ghrelin O-acyltransferase (GOAT) enzyme is overexpressed in prostate
cancer, and its levels are associated with patient's metabolic status:
Potential value as a non-invasive biomarker

@) o

Daniel Hormaechea-Agulla * %€, Enrique Gémez-Gomez * ',

Alejandro Ibdnez-Costa ™ © % Julia Carrasco-Valiente * ', Esther Rivero-Cortés ™ <€,
Fernando L-Lopez * ™ %€, Sergio Pedraza-Arevalo * %€ José Valero-Rosa * ",

Rafael Sanchez-Sanchez * “#, Rosa Ortega-Salas *“ ¥, Maria M. Moreno * ¥,

Manuel D. Gahete *® %€ josé Lopez-Miranda *“ %", Maria J. Requena * ',

Justo P. Castafo 9% Radl M. Luque *> 4"
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2. The Product: b) Innovative mechanisms of action

2
GOAT in prostate cancer Hormaechea-Agulla et al. / Cancer Letters 383 (2016)
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2. The Product: b) Innovative mechanisms of action

GOAT in prostate cancer
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Non diabetic

Hormaechea-Agulla et

al. / Cancer Letters 383 (2016)
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GOAT levels can be detected in
plasma, where it discriminates between
prostate cancer patients and controls.
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2. The Product: b) Innovative mechanisms of action

GOAT in prostate cancer Hormaechea-Agulla et al. / Cancer Letters 383 (2016)

150+
2.0+ LhE 100- *
80+ =
— 1.5+ £ 100-
E " £ 100
=] - c
: g 60 =
g 2 404 3 s0-
© o5 > ol AUC=0.716
p<0.001
0.0- 0 T T T T 1 @ ﬁ}
Control (n=28) PCa (n=85) 0 20 40 60 80 100 Q Q°
100% - Specificity% Prostate massage

Most importantly, GOAT levels can be detected
in urine, where it discriminates between
prostate cancer patients and controls.
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2. The Product: c) Differential features facing the market

GOAT better diagnostic tool than PSA:

« Higher sensitivity than previous methods
» GOAT levels in plasma: (cut-off 1.22 ng/mL) 81.1% sensitivity

* GOAT levels in urine: (cut-off 1.061 ng/mL) 75% sensitivity

 PSA levels in plasma:
» cut-off 3 ng/mL: 32% sensitivity for any prostate cancer
and 68% for high-grade cancers (Gleason =8)

TABLE 2. PSA Screening Test Characteristics as a Function of Threshold for a Positive Test Wolf et al., CA Cancer J Clin 2010

TEST CHARACTERISTIC PSA (NORMAL <4 NGIML) PSA (NORMAL < 3 NG/ML) (
Test Positivity (%) 12 18

Cancer Detection Rate (%) 3 4

Sensitivity (%) 21 n g

Sensitivity (%) for High Grade Cancer, i.e., Gleason Score = 8 51 b8 ((

Specificity (%) 91 85

Positive Predictive Value (%) 30 28

ACS Guideline for the Early Detection of Prostate Cancer

« Easy to assess
» GOAT levels can be measured using simple, easy to use and rapid methods: ELISA

plate reader in contrast to other assays that require gPCR or automated systems
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2. The Product: c) Differential features facing the market
PCA3 4KScore SelectMDx
Assay type ELISA ELISA PCR ELISA PCR
Sample type Plasma, Plasma Urine (post- Plasma Urine
urine massage)
Time Few hours Few hours 14 Days Few days Days
Resources External External External
Plate reader Plate reader
needed assay assay assay
Sensitivity 81% 32% 65% 89% —
Specificity 8% 85% 73% 61%
Hormaechea- Agulla et al., Cui etal., _
Cancer Lett 2016 SciRep 2017 hitp:/mdxhealth.com
10.1016/j.canlet.2016.09.022 10.1038/srep25776
Wolf et al., .
CA Cancer J Clin 2010 http://4kscore.com
10.3322/caac.20066
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Novel non-invasive biomarker for prostate cancer

Ghrelin O-acyltransferase: a new biomarker for prostate cancer
screening

Home > Projects > Novel non-invasive biomarker for prostate cancer

Novel non-invasive biomarker for prostate cancer

BOQUC® | e Anunclo: 017i06as

Fecha de Publicacion; 03/11/2017
Proyectos de desarrollo Couco
, .
tev n O ! O (9] ! C O e n S a! LI d {DTS\ Resolucion definitiva de la Convocatoria del segundo r-}ai'i.ii de Ayudas de la Modalidad I
9 \ 7/ Proteccion de Resultados de Ia Investigacion
111 Plan Propio Galileo de Innoy n y Transferencia de la Universidad de Cordoba
Tras la publicacion en el Boletin Oficial de la UCO, con fecha 1211072017, de la relacion
Instituto de Salud Carlos Ill - Acuse de recibo provisional del segundo plazo de ayudas de la Modalidad II: Proteccion de resultados de Ia
investigacion concedidas de acuerdo con los criterios establecidos en las bases de la convocatoria
DATOS GENERALES del III Plan Propio Galileo de Innovacion y Transferencia, y una vez finalizado el plazo de
Asunto: Solicitud del expediente: DTS17/00081 presentacion de alegaciones, el Consejo de Gobierno aprueba la siguiente relacion de ayudas
concedidas por la Comision de Innovacion v Transferencia:
Procedimiento: Accion Estratégica de Salud. Ayudas y Subvenciones
Organo destinatario: 5G de Evaluacion y Fomento de la Investigacion Solicitante Importe solicitado Importe concedido
Mumero de expediente; ISCHI-AES-2017/001207 Gil Ribes, Jesis Antonio 300000 € 5.000,00 €
Mumero de asiento registral: 2017999E001282 Guerrero Vaea, Guillermo 3.30935¢€ 3.30935¢€
Fecha: 25/05/2017 11:19:29 Lugue Huertas, Rail Miguel | 5.000.00 € | 5.000.00 € |
[ Ramos Ruiz, Jose | 5.000.00 € | 5.000.00€ |
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2 The Product: d\ Current status of development

atus aevelopl
Valorization Strateqy

: 1) Expand to 1000-1300 plasmalurine

CEI.IXB samples cohort

- 113 plgsma samples cohort P 2) Perform a regulatory and transfer plan
- 113.ur|ne samples cohort and a budget Impact study
- 64 tissue samples cohort (Ijnsgtlljtcd)
- Good preliminary results Carlos I Generate a STRONG PROOF OF CONCEPT

and a way for the
TRANSFERRING OF THE ASSET

Goal and associated main objectives

1. To obtain a strong proof-of-concept (diagnostic tool: >1,000-1,300 patients, MULTICENTER
study; Explore the feasibility and validity of GOAT as prognostic tool compared with PSA).

2. To develop and optimize new antibodies against GOAT (to improve the screening
ability and the sensibility of the technology => development of a series of diagnostic kits)

3. To continue and implement the protection of the asset (patent).

4. To perform a Market Research and Budget Impact study comparing GOAT with the
gold standard, PSA, and other available technologies and its impact in the healthcare system.

5. Delineate a Business Plan to be presented to the investors.

[ o

e | ) MEDICAMENTOS INNOVADORES IMIBIC & oo % farmaindustria
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2. The Product: d) Current status of development

~i

Pcwivvel- 78 May JHA | Rt 10 Iy B | Arewpheet 14 by 20118
GOAT in prostate cancer e e

4 different and relevant groups of patients: healthll Plasma ghrelin O-acyltransferase (GOAT) enzyme lavels: A

novel non-invasive diagnosis tool for patients with significant

individuals. patients with suspect of PCa but prostate cancer
neqative biopsv and Enrique Gdmez-Gémez 34 | Juan M. Jiménez-Vacas I th‘a{as'l'ascc-\falientem‘“ |
. . . = . Vicente Herrero-Aguayo™*® | Ana M. Blanca-Pedregosal® |
Pca patlents, WhICh were dIVIded Into Antonio J. Ledn-Gonzélez™™® | José Vatcm-&osa":‘j 1 José L. Ferndndez-Rueda®® |
- ugn . . gen . Teresa Gonzélez-Serrano™*7 | José Lopez-Miranda®™® | Manuel D. Gahete™?5 |
non-significant and significant PCa patients Justo P Castaio'®3 | Merla J. Recuena Topia™® | Baih M, Luquet®3

GOAT behaves as a better diganostic tool than PSA  Jourmal of

Cellular and Molecular Medicine

[0 eorccoss
e T e T —
O 200] — RESULTS
: = 7T00- .
S| e E soo] (first approach:
o £ 2 s00+ )
- S ol - | n>300 patients
200- ] .
3 : - confirmed
T o - .-
ol , : ol e wm o W jpijtial results)
Healthy Negative Mo Sig PCa Healthy Negative Nom  Sig PCa
Biopsy SigPCa Siopsy Eig PCa
E 'ﬁm rerene | ) MEDICAMENTOS INNOVADORES IMIBIC (1o % farmaindustria
g 3"‘“%%2 C P oan ! Plataforma Tecnoldgica Espanola I oo . ol
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2. The Product: d) Current status of development

~i

GOAT in prostate cancer =&
GOAT, but not PSA, levels can discriminate between S
PCa patients and controls with high sensitivity, o
in the so-called grey zone of PSA (3-10ng/ml) g ° frf
w| % -
Z = —_ -za- -1 o
O 5™ £ 1) } °
N :::. E-ﬂi- f
O 2004 % E g B
E ) ’ OIU 0I2 014 0I6 018 1‘0
(D ﬂﬁg;g SigPCa g:gg;ga SigPFCa
- GOAT levels positively correlates with % .
Gleason Score =
Potential utility as Prognostic value - 024 P~ 0001

T T T T
GS6 GS 7(3+4) GS 7(4+3) G58 GS9-10

Gleason score (GS)
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2. The Product: d) Current status of development

1) GOAT outperforms the capacity of the actual gold-standar
(PSA) to predict the presence of PCa, specially in the case of

those patients in the so-called grey-zone
2) that GOAT levels also may also be used as a prognostic
tool of PCa agresiveness

Therefore, GOAT levels could represent a
novel PCa biomarker that can complement, or
even substitute, PSA for PCa detection.

Egﬁg s?%%m‘g%mn | (1) vebcawevOswOWDORES gy g e P farmarndusma
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2 The Product: d\ Current status of developnment

LI | N~

il b

Eladio Crego Gil

Consultant at EFT Consulting

Santiago de Compostela, Galicia, Espana
Servicios financieros

Educacion ESADE

[
Proyectos de desarrollo

' GOBERNG  HINSTIND ‘ .h
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. Ce Sakd

1 Cartoalil

Instituto de Salud Carlos Il - Acuse de recibo

DATOS GENERALES

Actual EFT Consulting, Mtrap Inc, Nasasbiotech
Anterior UNINVEST, Unirisco Galicia, Hijos ¢
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Regulatory strategy roadmap for the diagnostic

kit for GOAT Project
Roadmap report
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"GHRELINA-O-ACIL TRANSFERASA (GOAT) Y SUS USOS"

Oficina Espaiiola
de Patentes y Marcas

- Spanish Patent (P201531731) was requested on December 27, 2015

Numero de solicitud:
Fecha de recepcion:

Oficina receptora:

P201531731
27 noviembre 2015, 15:41 (CET)

OEPM Madrid

Su referencia:

Solicitante:

Numero de solicitantes:

Pais:

Titulo:

901 049

Universidad de Cdrdoba

2

ES

Ghrelina-O-acil transferasa (GOAT) y sus usos

- Patent extension to PCT was carried out on November 28th, 20186,

patent number: PCT/ES2016/070844.,

Numero de presentacion
Solicitud Nimero PCT
Fecha de recepcion

Oficina Receptora

300214586

PCT/ES2016/070844

28 noviembre 2016

Oficina Espanola de Patentes y Marcas, Madrid

Referencia del expediente
del solicitante o
mandatario

Solicitante

Numero de solicitantes

Pais
somerno | MnisTERD
%ﬁ DEES ECONOMIA
e MPETITIVIDAD Titulo de la invencién

901 871

UNIVERSIDAD DE CORDOBA
2

ES

Ghrelina-O-acil transferasa (GOAT) y sus usos
;

Europe
USA

Canada
Australia
Brasil

farmaindustria

UNIVERSIDAD B CORDOBA
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2. The Product: f) Pitfalls & Risks to be considered
Risk Plan
KOLs: key opinion leaders
POSITIVE NEGATIVE
HIGH IMPORTANCE HIGH IMPORTANCE
NA - Appearance of a good novel biomarker

- KOLs negative opinion of the asset
MEDIUM IMPORTANCE MEDIUM IMPORTANCE
- Industry not interested in GOAT after valorization
- Negative Market Research or Budget Impact study
LOW IMPORTANCE LOW IMPORTANCE

NA NA

- Early licensing of the asset

Contingency Plan (two main risks)

- Negative Market Research or Budget Impact study:
- To implement methodological improvements
- To explore putative combinations with other markers in order to increase the power of the asset.
- KOLs negative opinion of GOAT.
- To prepare scientific papers and documents comparing PSA with GOAT in order to convince
scientific society of GOAT abilities and possible impact.

MEDICAMENTOS INNOVADORES  |MIIBIC @ 125 % farmaindustria
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1. The Institution and the team

2. The Product
a) Target Indications
b) Innovative mechanisms of action
c) Differential features facing the market

d) Current status of development
e) IPR protection
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3. Partnering Opportunities

“COLLABORATION is the best way to became the
traslational research into reality.”

i i We are looking for an collaboration
Licensing strategy agreement with the industry which
allows:

We are looking for an early
license to a company that can Analysis of combination of

finance the clinical ‘ ' GOAT with other biomarkers
development

Development of a new
ELISA kit

We offer you the
opportunity to participate
in the development,
manufacturing and
explotation of an
strategic opportunity in
prostate cancer

Commercialization
We are looking for a company

. that would also carry out the
biomarker area. market launch

farmaindustria
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Proyectos Avanzados

GOAT (Ghrelina-O-aciltransferasa), nuevo biomarcador en
orina para el diagnostico de cancer de prostata

pI—

UNIVERSIDAD B CORDOBA

Madrid, 28th November, 2018
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