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INTRODUCTION

« What do we mean by ‘non-food sector’?
« Medicinal product development — why use sensory science now?

« Challenges relating to using sensory in medicinal product development



NON-FOOD PRODUCTS CAN BE ANYTHING!

e
—

A product is defined
as “matter, edible

or otherwise, which
can be evaluated by
sensory analysis” (ISO
5492:2008)
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OTC (Over the counter)
Prescription

Controlled

Medical devices
Generic

Orphan

Authorized

Off label

Compounded/
extemporaneously
prepared




Why Now?

Regulation
The European Medicines Agency

Pharma companies
need to prove that
medicines that are

designed for children
are acceptable and
palatable




Why Now?

Patients are the most

Patient centric approach critical factor in the

to medicine development effectiveness of
treatment




KEY MILESTONES FOR TASTE ASSESSMENT IN
PHARMACEUTICAL PRODUCT DEVELOPMENT

EMA (Paediatric Implementation Partnering with the Clinical Collaborations and their
Plan (PIP) and the FDA Research Facility at the Mercy resultant publications to
(Paediatric Study Plan (PSP)) Hospital Cork establish a framework for
« Aims to safeguard patients (https://www.ucc.ie/en/crfc/)) has sensory science in
against unacceptable tasting or allowed research involving APIs to medicinal product
unpalatable medicine be conducted in a suitable development

environment and to ICH-GCP
(Good Clinical Practice)
standards

* Acceptability must be assessed
during the development of a
paediatric product

» Acceptability evaluation should
be included in the studies
outlined in Paediatric
Investigation Plans (PIPs) and
Paediatric Study Plans (PSPs)



ESTABLISHING A FRAMEWORK FOR SENSORY SCIENCE IN
MEDICINAL PRODUCT DEVELOPMENT

E3S - Beyond Food Group
https://www.e3sensory.eu/

EUROSENSE 2024: A Sense of
Global Culture

'WOODHEAD PUBLISHING SERIES IN FOOD SCIENCE, TECHNOLOGY AND NUTRITIO|

Sensory Practices

Anne-Marie Pensé-Lhéritier,
Iréne Bacle, Julien Delarue

The Patient Centric Medicine
Initiative (PaCeMe)

A multidisciplinary stakeholder group of
academic and industrial individuals with
specific expertise covering various
aspects of drug development and the
interface of patients with their medical
products

Rational and practical considerations to
guide a target product profile for patient-
centric drug product development with
measurable patient outcomes — A
proposed roadmap (2022)

Sven Stegemann, Liz Sheehan, Alessandra Rossi, Andrew
Barrett, Amrit Paudel, Abina Crean, Fabrice Ruiz, Massimo
Bresciani, Fang Liu, Zakia Shariff, Margarete Shine, Christel
Schmelzer, Anne-Marie Pense-Lheritie.

European Journal of Pharmaceutics and Biopharmaceutics 177
(2022) 81-88.

The EuPFI Taste Assessment and
Taste Masking (TATM) workstream

A team of experts to use their knowledge
and experience to offer guidance on best
practices that may be employed when
assessing the sensory aspects of medicinal
products

A Guide to Best Practice in Sensory
Analysis of Pharmaceutical Formulations

Clapham D, Belissa E, InghelbrechtS, Pensé-Lhéritier AM,
Ruiz F, Sheehan L, Shine M, Vallet T, Walsh J, Tuleu C..

Pharmaceutics (2023) Sep 14;15(9):2319. doi:
10.3390/pharmaceutics15092319. PMID: 37765288;
PMCID: PMC10535428.




Regulatory guidelines
HPRA

Ethical Approval
GCP

EMA/EDA Terminology not commonly

Health Products Regulatory in the ‘SENSORY’ world

Authority Ireland
Required for all research involving interaction with human participants

Good Clinical Practice (international ethical and scientific quality standard for designing,
recording and reporting trials that involve the participation of human subjects)

Drug product
API

Excipient

The finished dosage form
Active pharmaceutical ingredient

Ingredients other than the API present in the drug product




‘the overall ability and willingness of the patient to use and

. . re o, . \ Acceptability
its caregiver to administer the medicine as intended’ (EMA)

Palatability,

* age,
Swallowability,

« ability,
« disease type
- disease state

Appearance,

Complexity of modification before administration,

Required dose,
Container or administration device use and

Mode of administration




UNIQUENESS OF CHALLENGES

guestions do we need Understand the process —
to answer and ? medicinal development




JA UNIQUENESS OF CHALLENGES

* Analytical or hedonic/ palatability — or hybrid?

. the Panels chosen depends on the objective of the research

and on Imposed by the product itself

 What scales to use and how to interpret the results?



— MEDICINAL PRODUCT DEVELOPMENT

Drug Characteristics

Patient Characteristics

Product characteristics

Design input

Design input

Design input

* Drug profile
* Clinical efficacy
* Drug Safety

Step1

Investigational
attribute

Step 2

Consequence of
attribute

p

.

* Medical conditions/criteria
* Patient conditions
* Therapeutic conditions/criteria

Step 3

Area of attribute
impact

* Product requirements

* Manufacturing requirements

* Supply chain requisites

* Market Access
criteria/regulatory

Step 4

Priority level 1 (low) to
10 (high) scale

Step 5

Derived requirements
and options for TPP
(Design output)

Rational and practical considerations to
guide a target product profile for patient-
centric drug product development with
measurable patient outcomes — A
proposed roadmap (2022)

Target
Product
Profile




E MEDICINAL PRODUCT DEVELOPMENT
»

Clinical Market
research Authorization

Discovery and

Preclinical
development eciinica

 Phase |, II, I  Phase IV



Yes

Determine appropriate & safe human sensory study to design and execute Can the required sensorydatabe B2 __}  Perform valid non-
l obtained using non-human-methods? human sensory study
Prior to First Human Clinical development phase

Clinical Trials Trial (FTIH) | (post FTIH), 11, 1, & IV
1
|
|
|
|
I __________________
1 J !
1 ‘ No 1 Are legall regulatory !
: ! issuescleared? !

1
1 b e i
L
Non tasting human Yes
- 18
studies only Add-on to 15. in
(smell & visual, concept human studies
testing, packaging)

1
1
| Buccal/
I .
] Ab;s:rmtion _ Is therapeutic
! P Low | AP| & metabolite Short Therapeutic Wide [ Rick & severity | Low effect fully
: half-life "1 window "| of side effects »| toleratedby a
I healthy volunteer
I Unusually Very long Narrow High
1 high l g No Yes
i Y \ ¥
|
| -
1 Consider
1 matched placebo
: v v v (topical)
I Design & perform Design & perform Design & perform as a 1
: taste study in a taste study in a stand alone sensory study S - Consider
I clinical setting clinical setting sip & expectorate sub-dose (oral)
I Analytical/hedonic/hybrid
1 Hedonic only Analytical/ hedonic/hybrid
I S t
1

A Guide to Best Practice in Sensory
Analysis of Pharmaceutical Formulations



SUMMARY

Uniqueness of challenges

 Needs new ‘adapted methods’
* Innovative thinking
« Standards specific to Pharma
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