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A best integrated
solution for your
IND-enabling
studies package

Oncodesign Services provides, with the support

))\ of dedicated partners for the GLP in-life phase,

'/’ non-GLP and GLP studies to assess the safety of
your medicine.




PRECLINICAL
TOXICOLOGY STUDIES

Toxicology studies provide essential
data on the potential safety and toxicity
of a drug candidate, prior to First-In-
Human (FIH) administration.

Oncodesign Services has the capabilities
to move a step forward your Pre-Clinical
Candidate to the US IND (Investigational
New Drug) or to the European IMPD
(Investigational Medicinal Product
Dossier) by providing guidance in
building the right IND enabling studies
package.

Moreover, early regulatory engagement
with Health Authorities (HA) such as
EMA/FDA is always recommended.

Regardless of the therapeutic modality
or new therapeutic entity (NTE),
Oncodesign Services has the expertise
to provide you insights regarding the
building of IND enabling studies
package for NBE or NCE. Such package
is completely customizable following
your scientific and regulatory inputs.

OUR SERVICES

Development and validation of
analytical method for formulation

Dose formulation analysis (GLP)

Development and validation of
bioanalytical method (ICH M10)

Development and validation of
ADA screening method

In vivo toxicology


https://www.oncodesign-services.com/drive-idds/drive-sm/drug-candidate-selection/
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TYPICAL EXAMPLE OF GENERIC
IND ENABLING STUDIES FOR
NEW CHEMICAL ENTITIES (NCE)

Considering that clinical relevance is the driving force for a non-clinical program, the
generic example below for NCE is based on regulatory applications being made
within Europe or USA; rest of World has not been taken into consideration.

Month
01 02 03 04 05 06 07
Dev./Val. Of LC-UV Dose Formulation Analytical Method (one vehicle) for Test Article (TA) (Whitmire et al.,2010)
I
Formulation: LTS 2/3W +4*C/-20°C (Whitmire et al., 2010)
] . )
Dev./ Val, Of LC-MS/MS Bioanalytical Method for determination of concentration of TA in Rodent Plasma (ICH M10) Timelines can be
— flexible according to
Rodent Plasima: LTS 1M -20°C/-80°C (ICH M10) your
Rodent Plasma LTS 3M -20°C/-80°C (ICH M 10]
— o ) ! l ) compound/target
Dev./Val. Of LC-M5/MS Bioanalytical Method for determination of concentration of TA in N 1t Plasma (ICH M10)
I

Non-redent Plasma LTS 1M -20°C/-80°C (ICH M10)

] B Non-rodent Plasma LTS 3M -20°C/-80°C(ICH M10)
MTD and 7-Days DRF TK-study in Redent (Non-GLP)
| S

Assays of rodents plasma samples [Non-GLP)
I—

MTD and 7-Days DRF TK study in nen-redent (Non-GLP)

Assays of non rodents plasma samples (Non-GLP)
——

4-weeksrepeat Dose Toxicity and TK study in Rodent with 4-weeks recovery Period (GLP)
I

Assays of rodent plasma samples + ISR [GLP)
]
Assays of Dose formulation (GLP)
il B Assays of Dose formulation (GLP)

d-weeks repeat Dose Toxicity and TK study in non Rodent with 4-weeks recovery Period (GLP)
i

Assays of non rodent plasma samples + ISR (GLP)
]
Assays of Dose formulation (GLP)
]

Assays of Dose formulation (GLP)
CNS Safety Pharmacology Study in Rodent (GLP)

Cardiovascular and respiratory Safety Pharmacology Study in non-rodent (GLP)

SEND Dataset Package

Oncodg§ ign Services Subcontracted part
capabilities
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TYPICAL EXAMPLE OF GENERIC
IND ENABLING STUDIES FOR
NEW BIOLOGICAL ENTITIES (NBE)
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This generic example is based on regulatory applications being made within Europe
or USA only. All bioanalytical/formulation/immunogenicity/biomarkers will be taken
over by Oncodesign Services in our GLP test facility site at Paris Saclay (France). The

other parts of studies (mostly GLP in life phases) will be subcontracted to dedicated
partners.

Month

01 02 03 04 05 06 07 08

ELISA Method Dev.& Val.for Determination of Test Article (TA) in Rodent Plasma (ICH M10)
I —

Rodent Plasma LTS 1M -20°C/-80°C(ICH M10)
[ ]

B Rodent Plasma LTS 3M -20°C/-80°C
ELISA Method Dev.&Val.for Determination of TA in NHP Plasma (ICH M10)
—

Timelines can be

NHP Plasma LTS 1M -20°C/-80°C [ICH M10) flexible according to

| — your
NHP Plasma LTS 3M -20°C/-80°C (ICH M10) d/
Method Dev.& GLP-compliantVal. Of UV method (one vehicle) to Determine TA in Dose Formulation (Whitmire et al., 2010) compolind/target
I ]

Formulation: LTS 2/3W+4°C/-20*C (Whitmire et al.,2010)
Positive control production in rabbits and purification
s |

Immunogenicity: Method Dev in Rodent Serum
|

Immunogenicity: Method Val. in Rodent
Immunogenicity:Method Devin NHP Serum
]

Immunogenicity: Method Val. In NHP Serum

Immunogenicity: Method Val. In NHP Serum

Assays of Dose formulations (GLP) Assays rodent plasma samples (GLP)
— | [

ADA screening assays of rodent serum samples [GLP)
Single Dose in Rodent [GLP)

Assays of Dose formulations (GLP) Assays of MHP plasma samples [GLP)
— — L
ADA screening assays of rodent serum samples [GLP)
4-week Repeat Dose in Rodent [4 weekly Doses) with 4-week Recovery (GLP)

Assays of Dose formulations (GLP)

Assays of Dose formulations (GLP)
B —

Assays rodent plasma samples [GLP) ADA screening assays of rodent serum samples [GLP)
— R |
4-week Repeat Dose in MHP (4 weekly Doses) with 4-week Recovery (GLP)
Assays of NHP plasma samples (GLP)
|

Assays of NHP plasma samples [GLP)
I—

SEND Dataset Package

Oncod.e.s ign Services Subcontracted part
capabilities
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Oncodesign Services is a Contract Research Organization
(CRO) specializing in drug discovery and preclinical services.

From target identification to IND filing, the company
contributes to the development of innovative therapies in

oncology, inflammation and infectious diseases, where there
is unmet medical needs for patients.

CONTACTUS

Oncodesign Services

20 rue Jeanh Mazen
FR-21000 Dijon

+33(0)380 788 260

contact@oncodesign-services.com

oncodesign-services.com




