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Wayback...
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Consumer Gene Testing Service is Coming From UK’s Sciona Ltd

August 15 2001
BioWorld International
by Muala Moran

LOMDOMN - Sciona Ltd. says it will be the first company to offer a consumer gene testing service, screening
fnr smgle nuclentlde polymorphisms affecting metabolism and providing personalized nutrition and dietary

SEIDHE.I has had discussions with the UK government advisory body, the Human Genetics Advisory
Commission, and the Medical Device Agency about the launch of the service, and the need to create a
regulatory framework for such testing services. "We want to be regulated, as we believe this will help to
improve public confidence in our service,” Martin said.
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Administrative Information

!
Project Acronym: EUROGENE ]

Project Title: An integrated high secure cross-border
platform for the delivery of optimal personalized lifestyle
recommendations based on genetic analysis

Contract: eTen Market Validation: 046310

Budget: € 1,730,335

Starting date: 1°t January 2008

Ending date: 30%June-2009 December 2009
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The consortium...

E Administrative Coordinator

Customisations - Technology (ES
Scientific and Pilot Coordinator -Service Provider Sciona
NB: SCIONA is not active in the project since Feb 2009
Pilot — Focus: CVD
(~75 patients) Mondo
o
E_J_\;JE Business & Market Opportunities INI
IFINCYATION
m : , .
universitits P Pilot — Focus: Qbesity Bonn
Klinikumbonn (~100 patients, 50 obese vs. 50 lean)
Pilot — Focus: Type Il Diabetes & CVD BHCA

(~75 patients)
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* Project Acronym: EUROGENE
— Ethics
— Regulations L
— Privacy
— Validity
— Code of Practice (model is HGC UK)
— Utility

e Common SNPs

e Documented effect
 Demonstrated efficacy of intervention
e Gene X Environment

 Work with industry - best practice in genetics
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Eurogene

Bio-
i The Eurogene Kit markers |
# The multilingual and highly secured portal | -
The reports to the individual

Making sense of complex
data

r O-o curogene
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Issues...

e DTC vs. via Practitioner
 Lack of clear regulation throughout Europe

« Market Claims: “We are finally able to
decode our body's own manual for healthy
living".

 Infrastructure (systems and software) to
Incorporate PG in healthcare
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Personal Genetics in Practice

Nutritionists, Dieticians, Medical doctors:

Easy

Fast

Evidence

Useful / effective

- O curogene
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Clinical decision structure

» Research results ... average of 17 years to be implemented in
clinical practice

e Critical component ... centrally managed repositories of
authoritative, computer-processable knowledge on how
genetic and genomic interventions should be utilized clinically

Most significant features:

1. Automatic ... part of clinician workflow
2. Recommendations not just assessments
3. Provide at the time and location of decision making

Kawamoto K, Lobach DF, Willard HF, Ginsburg GS.
A national clinical decision support infrastructure to enable the widespread and consistent

practice of genomic and personalized medicine.
BMC Med Inform Decis Mak. 2009 Mar 23,9:17
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Patient—A122334
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[ 5] A177334
ate of Birth 14.05.107E
Current Age 31
Gender Male

@ Arelyse i [P==re>

Exkitggificus Mormalrange | Result | Status

* C [hegmt 163 om P

|| Analyse Weight 7e.5kg N

EMI 18.5-25 23.7 Mormal n
Waist-Circumference Male: < 102 cm BE Cm Mormal N

19 5

Tnfiorm;
an

HomeAnalysis

Klienten- und P
(A500140)
Persénliche Inforn el = 2y
Letzte Analyse
Alle Analysen ans: f
Summary Prafile
Arztliche Anwe:
X ) NMAIDR RIEE COMEBIATIONS
Patientenliste
Patienten anleger — = =
Patienten suchen Gene Mutrition Ri= Current Status Recommendation
Low dietary folic High Homacysteine Hee 12 pmallL Increase the nutritional
Patient zu meiner  (MTHFR T Folate: 13 gafmi components ta reach
Username: CES :n:IfBIE with CVD and ather BE: 5.2 pafl recommendad goals, retest Hay
Password: conditions B12:125 u=iL rezularly until stable
Although nutrition indicates lass
I than ade=quate vitamin D intake the
Decreased bane tami e = withi
VDR High caffeine .Cr a5 .I1 250H Y D: 24 gg/mi plasma vitamin D lewvels are within
i COLLAL Leows witamin D mineral density f acalcin: 17 nef In:rrn:lr:n;: at present. Check
h o asteoparasis Csdnaralein: 2. ne/m distary intaks and sunlight
exposure and retest 250H Y D
rexularly to answre stable lawals
BIO-AMALYSIS: AMBEYTE LWEWVELS OUTSIDE OF WORMAL RANGE
Analte Result Mormal Range
Total Cholesterol 356 mg/dl < 200 mg/fdl
LOL-Cholesterol 245 mg/fdl 100 — 122 mg/dl
Trighyoerides 160 mg/dl < 200 mg/dl
Homooysteine 12 pmolyL 5 — 10 pmaolfL
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Eurogene Portal

» Rules Toolset: editors, webservices, databases,
secure communications etc

o * Highly flexible system for creating “models”
patent 122331 which generate the patient recommendations

» Flexible: any data (genes, diet, biomarkers,
omics) in = Delivery of recommendations

e Data: secure storage, anonymous

« Continual data analysis and discovery
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Model Editor

o SafeCape Modeller v.1.0.0.0 - EuroGENE.en-US

Rules Toolset® -

NuGOweek

Eile  Quality Control  Report
& EH
Mode! | Sample Input | Edemal Input | Output |

2= 4l | E

(]

-- Biomarker_text MTHFR_677_CC

- Biomanker_text MTHFR_677_CT

- Biomarker_tesd MTHFR_B77_TT

- Biomarker_text MTHFR_1258_AA

- Biomarker_text MTHFR_1258_AC

- Biomarker_text MTHFR_1258_CC

- Biomarker_text MS_MTRE_&6_AA

- Biomarker_text MS_MTRE_86_AG

- Biomarker_text MS_MTRR_B6_GG

- Biomarker_text MTR_2756_AA

- Biomarker_text MTR_2756_AG

- Biomarker_text MTR_2756_GG

- Biomanker_text CBS_695_CC

- Biomarker_text CBS_639_CT

text CBS_633_TT

ltext Sat_Fat_Above_risk

ltent Sat_Fat_Above_norisk
ltext Sat_Fat_at_below_nisk
ltend Sat_Fat_at_below_norisk
teadt OliveCil_above_risk

[text Omegal_above_risk
text Omega3_above_male_norisk
ltext Omegal_above_female_risk

ltead Omega3_at_risk

text. Omegald_at_male_norisk
[tead Omega3_at_female_norisk

text Omegald_below_risk

tead Omega3_below_male_norisk
text Omegal_below_female_norisk
ltend exercise_above _risk

ltext exercise_above_norisk
[tend exencize_at_risk
ltext exercise_at_norisk

[tendt ize_below_risk
ltext exercise_below_norisk

1T ¢ omanker_text smoking_above

=) EuroGENE.en-US B General
-] Constarts Description
|- Questionnaire Handle Text
|- Substitution Text Name SatFat recc
Type Formula
Visibility inherit {(published)
El Misc
ChicAll True
ChkResutt
Dependencies Model DependencyList
Extemalkey
FullMame EuroGEMNE.en-US Biomarker_formulas SatFat_recc
Total_chol_level [Too high] Handle nomal
LDL_chol_level [Toa high] InvolvedVariables Variable[] Amay
HDL_chol_level [Nomal] _ -
1 if (( Risk Goal.Sat_Fat.Risk = "True" ) and ( Risk Goal.5at_F « E|- Biomarker_formulas. SatFat_recc [=Reducing saturated
Iz Biomarker text.SatFat_reduce Risk_Goal.Sat_Fat.Risk [=True]
I3 } else { Risk_Goal.5at_Fat. Threshold [=Exceeding]
la m d Biomarker_text SatFat_reduce [=Reducing saturste
|5 }
n 3
=]
q I | 3
Result: Reducing saturated fat and triglycerides in the diet -
if (( Risk Goal.Sat_Fat.Risk = "True" ) and ( Risk Goal.Sat_Fat.Th
LDijph_mark_m [i] 1:1:1;::):?1'_1:&};: .5atFat_reduce
[ | Biomarker_text ww
N -
a [ 1 3
oK Cancel
[
Name

: Biomarier_text smoking_below
= IIIegaI name characters

m
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Rules Toolset® - NuGOweek

Report template editor

H'mlre ]rrsr_[l Paquq]mu‘t Reh'*_r.eptes Mqil'u:fgs Ripﬂqw \;.lﬂl‘l' A('Lﬂl?ai Repu,:l_ﬁdilul Drs.'u?n
(=] B (5] M) (RJ=—={wj=—={8} (V] (1)
EQ Report Editor v X
5 Add Version Tag [Corrb'md Version Tag ']
| Bindings | Mode! | Fomulas |
----- L_ | PON1_Leu55Met [Yes] ~
----- bf PPARQg [es]
----- bf MnSOD_C_28T [Yes]
BMi=237 Bl | S0D3_C760G [No]
----- | TNFa_G_308A [No]
----- ;:r VDR _Bsm [Yes]
Summary Profile — EElll o L[ VDR_Taq [Yes]
----- L} VDR_FokI [No]
- Articxidarts
MAJOR RISK COMBINATIONS B[ VitD_Calcium
e 1 | || R _ [ VitaminD_1
— = = =l -
Gene Nutrition Risk Current Status Recommendation [ B || i 0 il J;‘r VitaminD_2
Low dietary folic High Homocysteine Hgy: 12 pmal/L m ----- J;[ ‘u"rtaminD_S
MTHFR id vitamins BE levels — associated Folate: 13 ng/ml Bviamns 1] | BBl 0 L[ VitaminD_4
CBS ::Id E\.;:mlns with CVD and ather BA: 5.2 pg/L = == | el i i e J;‘f VitaminD_5 [Based on the [VDR] variations in your genes
conditions B12:125pg/l | M P e J;‘r VitaminD_&
) ) Decreased bone gl | el i i E,r VitaminD_7
zgilhl ::hgh E:HE.IHED mineral density / Z50R YL F)._g,ggg;mll VitaminD 5 | @RS E'r VitaminD_8
ow vitamin osteoporosis Qsigesalein: 3Zng/m | — | @S L Calcium_1
----- | Caleium_2
----- LJ Calcium_3
BIO-ANALYSIS: ANALYTE LEVELS OUTSIDE OF NORMAL RANGE  Ee.| L/ Calcium_4
----- LI Calcium_5 [Based on your genetic vaniations in the [VDR]
Analyte Result Normal Range *2{ g::ﬁ;—g g
Total Cholesterol 356 mg/dl <200mg/al | B tr Calcium. 8
LDL-Cholesterol 245 mg/dl wo-129mgfadl | B L[ Vit_D_texic [Importart Note: Based on your questionnairs
Triglycerides 180 mg/dl < 200 mg/dl [+ Chrom_Salt
Homocysteine 12 pmol/L 5—10 pmol/L ([ Macronutrierts
Vitamin B12 125 pg/L 200 — 1000 pg/L B Lfestyle
(-] Graphs
-] AddressLabel
-] POR i
L B L e e
4 3

Page:1 of 5 | Words: 690 | @ English {United Kingdom) |

» SAFECAPE
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Regulations

Eurapean Journal of Human Genetiee (2011) 18, 382-388

£ 2011 Macmilian Foolenss Limned Al nghie resnsl] L01SS813/11

e AT Comae | ng

Personal genetics: regulatory framework in Europe
from a service provider’s perspective

Keith A Grimaldi*!, Markus P Look?, G Antonio Scioli?, Juan Coll Clavero*, Stathis Marinos®
and Tassos Tagaris'
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Marketing

“...use Genetics as the credibility tool ... to
lose weight. Focus on the initial naivety of
the individual in believing in the way things
work. Similar to most gimmicky weight
loss marketing programs.”

Email from XXXX to me

NuGOweek — Sept 2011
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Clinically shown to imj
weight loss by over 2.1

Peso forma
per sempre

Now you can o
supplem

Genetic Test

for your genes.
DNA will be thrilled!

Personalizza

la tua alimentazione,
raggiungi il peso forma
e mantienilo per sempre.

ceur ogene
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Nutrigenetics & weight loss?

Low calorie, low y high carb, low
fat, etc... accordi your genes???

1%

B
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Code of Practice i

http://eurogene.biomed.ntua.gr

Claims must be accurate L
Evidence & methods transparent

Scientific validation

Privacy and use of customer’s DNA

Full and clear information for the customer to
understand the test including accuracy and limitations

Recommendations to purchase follow-on
products/services (e.qg. diets, supplements) must be fully
supported by scientific evidence O EN

[T
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Collaborations

SAFE

B[ T'sorrware soLurions
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Biohellenika

Epyaotipio
Biotlatpikng

‘Texvoloyiag

DNALYSIS

ECHMNDLOGY

http://eurogene.biomed.ntua.gr

Spin off
www.safecape.qr

Neonatal — CD and LCT

NTUA
Euthenics — Greek sponsored NewCo

Nutrigenomics in South Africa
http://www.dnadiet.co.za/

NuGOweek — Sept 2011
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Collaborations

[ www.iabc.ch
Biomarkers & genetics

NewCo - Canada

Personalised genetics — DTC, Italy

66° CONGRESSO FIMMG-METIS

M EC H N utrlgenomlcs ’ It medicina generale nel terzo millennio”

dal 3 all’8 ottobre 2011

Villasimius (CA) - Tanka Village

- T ——
O-o eurogene |
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UCD Institute of Food & Health
www,ucd.ie/foodandhealth

Food4me. 0rg
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SEVENTH FRAMEWORK
PROGRAMME

Proposal full title: European ResearcH on DevElopmentAL, BirTH and Genetic Determinants of Ageing
Proposal acronym: EurHEALTHAgeing

Proposal duration: 36 months

Type of funding scheme: Collaborative Project (Small or medium-scale focused research project)

Work programme topics addressed: HEALTH.2011.2.2.2-2: Linking human development and ageing.
Name of the coordinating person: Prof Tim Spector
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