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 Traditionally medicine was marketed based on efficacy and safety.

Why does the Pharma Sector need 

Sensory & Consumer Research?

https://ec.europa.eu/health/human-use_en



Sensory science is not well established within the 

pharmaceutical industry

However, since the introduction of the Paediatric Investigation 

Plan (PIP) requirement, it is now mandatory to investigate 

patient acceptability of medicine for paediatric use

The regulation aims, are to ensure that medicines for use in 

children are of high quality, ethically researched, authorised 

appropriately, and suitable for children

Paediatric Investigation Plan (PIP)



 Compliance rates in children can be low

WHY?

 Children do not think that the worse a medicine tastes, the better it works!!  

 Medicines designed for children and the elderly are often the most sensitive to 

the ‘bad taste’ of their active medicinal ingredient - formulations can be bitter and 

unpalatable

 Formulations - likely to be in a liquid form as tablet/capsules can be difficult to 

swallow

 Orally disintegrating dosage forms - easy ingestion and absorption - ‘good taste’ 

is vital to ensure patient compliance

 This, along with the relatively recent implementation of paediatric regulations and 

the requirement for a Paediatric Investigation Plan (PIP) for all new drug 

registrations has challenged the industry, who are now more than ever, expected 

to develop relevant and acceptable “age-appropriate” formulations

Challenges in Developing 

Medicine for Children



How?

 Early stages of formulation development should consider the bitterness of the active 
pharmaceutical ingredient (API), the selection of the appropriate dosage form and 
route of administration

 Palatability and taste - a neutral or a specific and generally acceptable taste is 
required

 Formulators tend towards the addition of sweeteners to reduce the bitter taste of 
drugs – time consuming, trial and error approach, that can be further complicated by 
the variable taste preferences of the patients, the risk of overconsumption, dental 
diseases or distaste for the sweetened medicine upon chronic intake

 Pharmaceutical excipients which are mostly used as bulk carriers providing 
sweetness, taste, texture and aftertaste that can suppress the bitterness of the API.

 Fixed dose and flexible solid oral dosage forms are most appropriate for children -
novel formulations for children such as flavored granules and sachets

 It is therefore highly desirable to investigate alternative taste masking strategies 
that provide, safe dosing and independency of the patients’ individual taste 
preferences

 Taste masking through lipid coating/encapsulation

Challenges in Developing 

Medicine for Children



https://en.wikipedia.org/wiki/Phas

es_of_clinical_research



‘Evaluating the Sensory Properties 

of Medicinal Products’

How



How is it carried out?

 WHERE? The facilities ✓

 WHO? The team ✓

 HOW? What steps need to be carried out✓



WHERE? The facilities 

What support and infrastructure is required
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WHO? The team 



HOW? What steps need to be carried out



Ethical Approval 

Preparation & Submission

Project protocol to include all 

details required for 

recruitment and execution of 

project

Application

• Protocol signed by Sponsor

• Informed Consent

• Example of ballot sheet

• Insurance

• Study recruitment advertisement

• CV of Chief investigator

HOW? Ethical approval

A range of docs must then be prepared for study to include:

• Case Report Form (CRF)

• SOPs for every step of the process TIME!



Good clinical practice (GCP) - An international quality standard that is 

provided by ICH (International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use)

..... defines a set of standards, which governments can then transpose into 

regulations for clinical trials involving human subjects

….. GCP enforces tight guidelines on ethical aspects of a clinical study

….. GCP guidelines include protection of human rights for the subjects and 

volunteers in a clinical trial.

….. It also provides assurance of the safety and efficacy of the newly 

developed compounds

….. GCP guidelines include standards on how clinical trials should be 

conducted, define the roles and responsibilities of clinical trial sponsors, clinical 

research investigators, and monitors



HOW? What steps need to be carried out

Sensory panels may be classified into either ‘trained’ or ‘consumer’ panels

 Trained panels are comprised of people who have 

been screened for their sensory acuity, trained on 

tasting principles and methods, and make 

objective measurements of the sensory 

characteristics of products.

 Consumer panels have no experience of sensory 

analysis and make subjective measurements of the 

sensory characteristics of products.  They are 

“untrained” and provide a hedonic reaction to the 

test product.



HOW? What steps need to be carried out

Follow-up GP Letter

Eligible volunteers attend the CRF-C 

for the tasting visit
V. controlled 

Recruited volunteers attend the 

CRF-C – Mercy Hospital for Medical 

screening

ICF explained and signed 

Medical assessment carried out



FINALLY !

• Input the date

• QC DATA

• DATA analysis

• Write the report – must be ICH GCP
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Why

 Recognising sensory research as a critical 

component in the development of medicine

 Integrating sensory evaluation in 

pharmaceutical development

 A better understanding of the sensory 

characteristics of medicinal products 

throughout their development, allowing the 

production medicine with enhanced sensory 

appeal to help increase patient compliance


