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Today’s snapshot

- Opportunities for sensory analysis during the
development of (paediatric) medicines

- The EU paediatric medicine regulation: 9
years down the line

- Acceptability and
- Palatability of medicines

-Methodological similarity/differences with food sensory research
a case study: 'to select or not to select’
- Moving towards non human tools?



Official (regulatory) definitions

« Acceptability is an overall ability of the patient and caregiver
(defined as ‘user’) to use a medicinal product as intended (or
authorised).

VS

* Acceptability of a medicinal product is likely to have a significant
Impact on the patient’s adherence and consequently is likely to
have an impact on safety and efficacy of the product.



Characteristics of medicinal product

Palatability (one of the main but not exclusive elements)
« appearance (e.g. colour, shape, embossing, etc.)
« swallowability (size/shape, integrity of dosage form (e.g. coating)

Required dose (e.g. dosing volume, number of tablets, break marks,
etc.)

Required dosing frequency and duration of treatment

Actual mode of administration
« Complexity of modification prior to administration (if required)
+ Selected administration device (if any)

Container closure system (primary and secondary)

(physical and behavioural) age appropriate / clinically relevant



- Palatability is defined as the overall appreciation of a (often oral) medicine by
organoleptic properties such as vision (appearance), smell, taste, aftertaste
and mouth feel (e.g. texture, cooling, heating, trigeminal response), and possibly
also sound (auditory clues).

« Itis determined by the characteristics of the components (Active Substance and
Excipients) and the way the active substance is formulated into a medicine.

« Palatability is also relevant for other routes of administration e.g. buccal, nasal,
inhalation use, and whenever the product may contact the taste receptors
indirectly e.q. by deposition in the throat, post nasal run off, etc.




Children DO NOT think that the worse
a medication taste, the better it works!

1icK §

A survey of over 800 paediatricians on FACTOR
barriers to treatment completion for
children with acute/chronic illnesses:
Frequency of dosing (96%/91%)
Unpleasant taste (91%/84%)

Side effects of medication (88%/88%)

American Society of Pediatrics; 2000

O

survey of 500 parents [Ascent Pediatrics,\ :

Inc.] indicated that ~50% of children refuse ng:imsr:ggl(’:‘:‘:esst ;’O‘I’r'r']‘i:]'i‘;:‘;{i;ﬁp°”ed
to take their medication at some time and ffecting 35% (188/542) of all prescribed
that, for the 75% of those who were ariecting o7 " presct
noncompliant, the reason reported was oral formulations, and associated with 64%
lated to a drua's tast (54/85) of formulations that were refused.
rela e ©a . rug S laste. Venables, R., Int J Pharm, 480 (2015) 55-62.
kC.-P. Milne et al, Clin Ther 2008 30 (11) 2133-2145 / k /

Palatability remains one of the key reasons
for rejection of medication in young children.


http://www.pharmaquality.com/Media/PublicationsArticle/images/PFQ_09_1_02-03_2007_06_img001.jpg
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Is the future bright?
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Since January 2007 the Paediatric Regulation came into force
in EU and obliges pharmaceutical companies to develop
paediatric medicines
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A system of OBLIGATIONS and INCENTIVES




PIP

Part D - Paediatric investigation plan........ccccciiiimseeiissccsssssssssssnsnnassnnnns :
D.1. Existing data and overall strategy proposed for the paediatric development..............
D.1.1. Paediatric investigation plan indication .....ccviiiiiiiiiii i i
D.1.2. Selected paediatric SUDSEL(S) vttt iii it s s s s s aasssssaaaasassanrans
D.1.3. Information on the existing quality, non-clinical and clinical data ...........cccovvivvin
0 TG 0 R O 1 - | 1 2 -~ |~
D.1.3.2 NoN-CliniCal data.....coviiiiiiiiii i ettt s e e st ta s e e s e s et raaaees
D.1.3.2 Clinicaldata i iiiiiiis s s T T Tt
D.2 = L 18T = 1 5 = ot = T
2.1, Strategy in relation to quality @aspects ...cvviiiiiiiiiiii i i s N

D.2.2. Outline of each of the planned and/or ongoing, studies and steps in the
harmaceutical develoPmMENE ... ittt e e e e e st sl areaaaaeaaaaans

Early in development (end of phase 1 in adults)



SLUUIITU,.

Acceptability or
palatability testing

The acceptability, including palatability, of <specify the dosage
form, e.g. oral solution, oral suspension, etc.> should be
confirmed during the clinical trial with the target population.

or (if relevant)

Acceptability of <specify the dosage form, e.g. tablets,
capsules, etc.> should be tested during the clinical trial with
the target population.

Whenever an oral liquid formulation is proposed, it is
advisable to include a request for confirmation of acceptability
of this formulation during a trial with the target population. In
case of liquid formulations, acceptability includes palatability
testing (taste, texture, flavour, etc.).

In case of tablets, especially when proposed to the younger
subsets of paediatric patients (6 - 8 years of age), or when
the tablets size is large, their acceptability should be
investigated and confirmed. Usually palatability testing for
tablets is not needed.

Due dates for acceptability (palatability) testing should be
aligned with due dates for clinical studies during which the
testing takes place. Having different deadlines may result in
submission of the data as part of another application (due to
compliance check rule).

EMA/174403/2013

Examples of key binding elements in the PIP decisions
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“It is recommended that taste assessment is conducted hand-
iIn-hand with formulation development”...catch 22!

Development of adult dosage form Adult Program

Preclinica \P * Taste as criteria for
: .I = compound selection?
[ J

] * Phase | studies —
Exploratory Formulation
! : adult.
Commercial Formulation

e

First opportunity for
taste assessment in
paediatric population

PIP
Preclinica PK
I pop

Development of paediatric dosage form

Paediatric Program
* In vitro methods?
» Adult volunteers?
» Part of the pediatric
clinical studies.
mﬂ « Other means and
confirm post
marketing

Results &
Compliance

int J Pharm. 2009 Jan 5;365(1-2):1-3. doi: 10,1016/ .iipharm.2008.09.015. Epub 2008 Sep 19.

Challenges of developing palatable oral paediatric formulations.
Cram .#', Breitkreutz J, Desset-Bréthes 5, Munn T, Tuleu C; European Paediatric Formulation Initiative (EuPFI).




Taste Test in Adults
Adult perception of tasteis
different from children

Data transferable to
pediatrics / consider
bridging studies

Taste Test in Children
Targeted age group and
disease state.

Reliability of method

Ethics

15. Trials with healthy children

In principle. healthy children should not be enrolled as healthy volunteers. because they cannot
consent and are vulnerable like children with a disease or condition. Studies should not be performed
in children when they can be performed in adults. Exceptions could be where healthy children
participate in palatability testing such as swill and spit taste testing for a new flavoured medicine.

EMA, Ethical considerations for clinical trials on medicinal products conducted in pediatric population, 2008.

A. Cram et al, IntJ Pharm, 365 (2009) 1-3.; P. Kozarewicz, Int ] Pharm, 469 (2014) 245-248.



Later phase ‘panels’

Guinard FX. Sensory and consumer testing with children
Trends in Food Science & Technology 11 (2001) 273-283

@)

(b)

(c)

(C))
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Rcally Maybe Rcal ly Super
Good or
Maybe
Bad

Table lll. Measurement scale used with children in
relation to cohort age

Measurement tool Age group (years)

2-point Hedonic scale 3-5%
3-point hedonic scale 4-7%
L1334

4-paint Hadonle geale
3-12,*7 4-9,%° 5-8,%% 5.9
5-10,' 5-11,%% 6-11,”7

5-point Hedonlc scale

6-12%

Sex-specific 5-point Hedonic scale 4-8'¢

Sex-specific 5-point Hedonlc scale 4-8'7

10-point Hedonic scale 3-8*°

10-cm VAS (very bad to very good) 15-19*

10-cm VAS (really good to really bad) 8-17,*% 5-9,*7 4.2-11,%
4-775

Rank order in between 2 products 4-8%!

Rank order in between 3 products Not specified'”
Verbal response
Taste “good,”
“wvery bad:"

Converted to 1-3 scores

“not good,” or

Old enough for verbal
assessment (= 1)-7*

Converted to |-5 scores 3-10.°% 3-12%
Converted on scale | to 10 B-1745
No detalls 5-10%*

709-66G ‘€GL "SoUjelpad JO [euinor g00g ‘nenL e seireq




Regulatory expectations?

“The choice of the method and the acceptance criteria, as
proposed by the applicant, should be described and justified for the
intended aim. The suitability of the chosen method and the
appropriateness of the limits to be applied should be discussed and
justified in terms of benefit-risk considerations

...including risks at population level (e.g. emergence of resistance),
and should take account of the characteristics of the target age
group, the condition relevant to the medicine, incidental and multiple
use and co-medication”

2014 Aug 5;468(2):245-8. doi: 10.1016/}ijpharm.2014.03.057. Epub 2014 Apr 1.
Regulatory perspectives on acceptability testing of dosage forms in children.
Kozarewicz P".

=) Author information
1Specialised Scientific Disciplines Department, Quality of Medicines, European Medicines Agency (EMA), T Westferry Circus, Canary Wharf,
London E14 4HB, United Kingdom. Electronic address: piotr.kozarewicz@ema.europa.eu.



Several methods described in the literature

BUT knowledge still fragmented

» an internationally harmonized method has not yet been

developed
SPaeDD-UK:Smart Paediatric Drug Development - UK

> UK Accelerating paediatric formulation development
An open innovation R&D project-  http://www.paediatricscienceuk.com

@ @ @ @ @ The ambition of the Consortium is to establish an industry standard framework and suite of tools to develop

safe and efficacious paediatric dosage forms:

""""""""""""""""""" * Taste evaluation
P- R O . » Acceptability testing
201 6 » Prediction of human exposure in children
» Technology platforms for paediatric medicines

Numerous aspects need to be further explored, including:

« design of studies incl. number of subjects involved,
guestionnaires to patients and/or caregivers, type of scales used
etc.

« acceptance criteria
* eg 100% 80%7? What % is ‘acceptable’?



Production of Zinc Tablets and

Zinc Oral Solutions

Design of the acceptability study

Guidelines for Programme Managers and Pharmaceutical Manufacturers

Acceptability tests must be considered as clinical studies performed by qualified personnel with
Ethical Committes approval and informed consent from parents or guardians.

This acceptabilingy studies should be conducted in commuumities, in children with acute disrrhoea,
who have been prescribed dispersible zinc tablet {one 20-mg tablet per day for 10 days). Blister
packs of zinc tablets are given to selacted drug-sellers and healthcare providers in the compunity
Acvisit to the home of the children prescribed zinc dispersible tablets is arranged 2 wesks after to
assess aocepiability of and adherence to the instroctions for Zinc trextment.

y World Health un|cef @ ’k S USAID The study population should include children aged 3-59 months with an acute diarthoea

.~ Organization £ excra e avencan roms

episode, whose caretakers sought assistance from one of the selected drug-sellers or healthcare
gﬁ? :'_":';:ﬂ’ff_:“:m“:‘:: ]ﬁﬂ &3 ;\]ﬁ{g P[1 ,Er:gl providers and are provided with the zinc blister pack.
SCHCHOL PUBLIC HIEALTH
Sample size
To identify 2 = 7.3% minimal difference in acceptability between children aged over and below 18
Yy, World Health months with an anticipated 70% acceptability (»), setting the level of confidence at 95%
= Ofgaﬂllatlﬂﬂ [z = 1.95), the resulting sample size estimate is 140 children per group. To adjust for potential

drop-outs, it is necessary to add 10 children in each group, for 2 final target sample of 300 children
(130 in each age-group).
5.2 Evaluation of acceptability and adherence to treatment

Adherence to the treatment regimen for 10 to 14 days is essential to ensure the full effect of zinc t
for the prevention and treatment of diarrhoea. However, adherence to treatment can be obtained sed for acceptability and adherence are:
only if the zinc products promoted for use in the management of diarrhoea are acceptable to

Acceptability is measured on the basis of a caretaker's report of hisher child's
infants and young children.

behaviour when given the medicine. The caretakers are asked about their

So, it is strongly advised that all zinc products considered for use in the management of diarrhoea PEFception of taste of the zinc tablet given to their children compared to other
be tested for acceptability using a standard methodology. Such a methodology (Annex 8) should medicines. The respansa options are better, same, or worse than other medicines.
allow one to precisely determine the proportion of children receiving zinc for a duration considered Adherence iz defined in relation to the dose given, frequency of daily
satisfactory. As a general guideline, a treatment may be considered to have good acceptability if dministration. duration of reatment. and preparation (dispersion) of the tablets.
809% of the prescribed treatment is taken by at least 70% of the children.



EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

10 July 2014
EMA/CVMP/EWPR/206024/2011
Committee for Medicinal Products for Veterinary Use (CVMP)

Guideline on the demonstration of palatability of
veterinary medicinal products

‘...voluntary full consumption within the maximum offering time...’

7.4. Criteria to grant a palatability claim

To be granted a palatability claim, the overall voluntary acceptance rates should at least reach the
threshold of 80% in dogs and 70% in all other species. The threshold should be reached in a group of
at least 50 animals if the product is administered only once. The threshold should be reached in a
group of at least 25 animals if the product is for at least two administrations.

In cases where palatability is evaluated as part of clinical studies with similar testing conditions, none
of which have 25 or 50 animals treated with the investigational VMP, the results obtained could be
pooled to accumulate the required number of animals in the studies.



Formulation development - earlier phase
and panels of healthy adult volunteers

-
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What to learn from the modern sensory and
consumer science of food industry?



 The market
— Pharma (small) vs Food (Big)
— Global
— Development geared towards more developed countries where there is less
Kids
— Rx market not driven by competitive sales (excl. OTC)

Total Fertility Rates of All Religions, by Country

Number of children per woman, 2010-2015 estimate

[ In transition
[ Less devddoped
[ Least developed

Source: The Future of World Religions: Population Growth Proje:
Note: Only countries for which there are sufficient data are shown.

PEW RESEARCH CENTER

« Soft food to administer medicines (as administration vehicle/taste masking effect)?
» Flavouring? Level of sweetness acceptance...
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Pharma VS Food
« Start point....Endpoint

BAD (bitter, metallic...
AVERSIVE)

* Product attribute
— limited
— can't be attractive (Rx)

« Product quality for testing:
- GMP



Socio-
demographics

Age (direct vs proxi
measurement)

Environment
(parents) influence

gender, genetics

Panel healthy {sick)
volunteers)

Product develop

Methodology

Questionnaires/ Scale used
stats

Setting

isita CT

Methodology
- Swallow /swirl-spit
- 5ml?->15ml?
5sec?->15 sec?

- Single vs repeated
exposure(compliance

Aversiveness scale
Pain scale P.R.O.

00088 &
Wong & Baker, 1988 NN p=g | > _ 2016




This algorithm and its endnotes will help you answer that question. Please start in column A and follow the instructions. Additional information is provided in the notes at

IS IT A CLINICAL TRIAL OF A MEDICINAL PRODUCT?

the end of the table. If you have doubts about the answer to any of the questions contact the clinical trials unit of your competent authority.

A

c

D

E

A

CLINICAL TRIAL OF A MEDICINAL PRODUCT?

A NON-INTERVENTIONAL CLINICAL TRIAL?

Is it a medicinal product (MP)?'

Is it not a medicinal
product?

What effects of the
medicine
are you looking for?

Why are you looking
for those effects?

How are you looking
for those effects?

If you answer no to all the
questions in column A, the activity
is not a clinical trial on a MP.

If you answer yes to any of the
questions below go to column B.

If you answer yes to the
question below in column
B the activity is not a
clinical trial on a MP.

If you answer no to this
question below go to
colymn

A.1lsita substance” or
combination of substances
presented as having

YES (Phase 1 stud

A2 Does the substance function
as a medicine?

i.e. can it be administered to
human beings either with a
view to restoring, correcting
modifying physiological
functions by exerting a
pharmacological,
immunological or metabolic
action or to making a medical
diagnosis or is otherwise
administered for a medicinal
purpose?

or

A3 Is it an active substance in a
pharmaceutical form?

B.1

sSupplements) not
presented as a
medicine;
¢ A cosmetic product”
+ A medical device

If you answer no to all the
questions in column C the
activity is not a clinical trial
under the scope of
Directive 2001/20/EC.

If you answer yes to any of
the questions below go to
column D.

al

¢

C.4 To study or

verify/compare its

absorption, distribution,
metabolism or
excretion?

NO

If you answer no to all
the questions in
column D the activity is
not a clinical trial under
the scope of Directive
2001/20/EC.

If you answer yes to
any of the questions
below go to column E.

If you answer yes to all these questions the
activity is a non-interventional trial which is
outside the scope of Directive 2001/20/EC.

If your answers in columns A,B,C & D brought
you to column E and you answer no to any of
these questions the activity is a clinical trial within
the scope of the Directive.

ascertain or
fy/compare the

i

:acy” of the

NO

YL S U

ity of the
licine?

E.1 Is this a study of one or more medicinal
products, which have a marketing
authorisation in the Member State
concerned?

2 Are the products prescribed in the usual
manner in accordance with the terms of that
authorisation?

E.3 Does the assignment of any patient involved
in the study to a particular therapeutic
strategy fall within current practice and is not
decided in advance by a clinical trial
protocol™?

E .4 Is the decision to prescribe a particular
medicinal product clearly separated from the
decision to include the patient in the study?

E.5 Will no diagnostic or monitoring procedures
be applied to the patients included in the
study, other than those which are applied in
the course of current practice?

E.6 Will epidemiological methods be used for the
analysis of the data arising from the study?




ISO guideline on participant training(/selection?) methodology

Sample APls
. . . Study 1 N=21 males and females Quinine hydrochloride
Retrospective analysis of 3 studies Caffeine citrate
selection on quinine Diclofenac sodium
Sildenafil citrate
Paracetamol
Study 2 n=48 males and females Quinine hydrochloride
Study 3 n=48 males Quinine hydrochloride
1 2 3 4
/' 1
vV,
~— 6 t* —_——————
5 6 7 8
. Study
Intra-individual Variability ¢ St A b AN
] 10 1"
2 = | 3
[3 / ¥
- —4—¥

Concentration



To select or not to select...

T

811 421 817 415

inter-individual variability E/ ° /

o
o o
o o .

- -
Low-sensitivitv+ —+  Hich-sensitivitys+~ -+  Lowwariability-+ - High-variability-9

Quinine Hydrochloride

L . , . * : : 5
. Y . < Y =5
¢ 2 y ; Rationale for selecting participants:
o o et -+ -For lowest [quinine] all ratings <25
SNES B7: EeZaES gl -For highest [quinine] all >75
e e -Range between two ratings of the same
) - i, 0 concentration no greater than 50
¥ o s/ ¢ ‘
i i ‘ . ¢!
1 e 6 participants “sensitive” (the first 6)
EEEEE the remaining 15 as “non-sensitive

Concentration



To select or not to select...

Quinine Hydrochloride

“sensitivity selection” to quinine did not

|
4 necessarily result in participants being
[\ significantly more sensitive to other APls
Caffeine Citrate Diclofenac Sodium Paracetamol
B I = 8 — N L

Concentration
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Need for screening tools for taste assessment at different stages of the drug
development process EARLY PHASE

Drug Discovery Today

Volume 21, Issue 7, July 2016, Pages 1170-1180

Revie
Non-human tools for the evaluation of bitter taste in the design
and development of medicines: a systematic review

Abeer H.A. Mohamed-Ahmed" ® - ™ jessica Soto’, Terry Ernest?, Catherine Tuleu’
+ Show more

doi:10.1016/j.drudis.2016.05.014 Get rights and conter

Highlights

* Electronic taste sensing systems give relative taste statement and should be
validated with human taste panel tests. Once validated, these sensors can be used
for early screening of taste of pure APIs and optimisation of taste masked preclinical
formulations in industry.

» Brief access taste aversion model, (mainly rats) have showed good correlation with
human taste data. This model can be used for early screening of taste of pure API
and formulated products.

* In vitro dissolution/release studies can be used to support other tools in early
screening of taste of APl/coated solid dosage forms where it is not feasible to test
non liquid forms.



Taste assessment 4T
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.And still smiling...
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3 pilars
— Obligation : data in children agreed as per binding
Paediatric Investigation Plan (PIP) A ICH E11

u End Of Dhase I r::{t;or;nn netb”(;n Infants and Children Adolescents

= Or Waiver from the requirement s s O

» Or Deferral of the timing of the studies . o ) 6 NN
mon years years ears ears ears

= Discuss all subsets =1 1 I 1T | —

Preterm Term
newbom newbom Infants and Preschool School

infants infants toddlers children children

Adolescents

B For formulators

—Paediatric Committee (PDCO) at the EMA
— FORMULATION WORKING GROUP

—Reward (incentives) for paediatric studies conducted

if information included in the product information
(SPC)

= even If clinical trial do not show efficacy




Solid dosage forms = smaller is nicer?

particulates

Dosage Swallow- Dosing Taste Modified Chemical | Excipients
forms ability flexibility masking release stability | tolerability
Liquids M M
Solids M M | M
Multi-

Powder
Granules
Pellets
Minitablets
1 to <4mm

Ready to use

(mono, multidose
Packaging -Device

Intermediate for SODF
(compaction, APl combination)

Require manipulation
(reconstitution, sprinkle)

34




Evaluation of palatability and acceptability of
multiparticulate formulations

Felipe L Lopez, Terry B. Emest, Mine Orlu-Gul and Catherine Tuleu_

Depariment of Pharmaceutics, UCL School of Pharmacy.

iUK
ACCEPT
MP
mouthfeel
Birmingham
Thinktank
(P Mistry, Dr
H Batchelor)

NTRODUCTION

Evaluation of the patient acceptability of paediatric formulations
should be an integral part of the pharmaceutical development [1].
Multiparticulates, in the form of pellets or beads, offer benefits
over conventional solid and liquid formulations (Figura 1) [2].

- -
r s

(=]
Lirnited dose flexdbility
Difficult to swallow

Poor palatability

Stability issues

Ease of dose titration w/

Fles administration (

Suitable for taste-masking (
Well-established manufacture

Figure 1. Benefits of multiparticulates ower corventional formulations.

Howewver, grittiness or rough mouth-feel could be a barrier to the
patient acceptability of multiparticulate formulations [3).

To evaluate overall palatability of multiparticulates and its influence
on the willingness to take the formulation by young adulis.

EXPERIMENTAL METHODS
Randemised single-blind sensory evaluation (UCL REC:4812/007).

Microorystalline  cellulose  pellets
(Cellets &, Pharmatrans Sanag,
Switzerland) were used as model
multiparticulates (Figure 2).

Figure 2. Photograph of Callets.  (a) 200-355 pm () 500-T10 pm

Samples were compesed of 250 or 500 mg of Cellets of either of
two particle size distibutions (Table 1). Dry samples administered
directly in the mouth followed by water (dry) were compared to
samples pre-dispersed in 10 ml of water {wet administration).

Table 1. Variahles considered [2 lzvels * 3 factors = 3 frmulations (F1-F).

- O =
==L = ==L - -

Evaluation toaol (Qualtrics.com, Utah, USA) Y

= Grittiness rated using 5-point hedonic scale l"‘m
(From 1 far "not gritty” to 5 for “very gritty”)
“Willingness to take sample’ in bipolar scale

= Qualitative feedback also recorded N=24 (21-33 yio)

LULTS AND DISCUSSION

Grittiness perception increased with increasing amount and
size of the multipatticulates (Figure 3). For the majority of the
formulations {8/8) at least 50% of the volunteers scored grittiness
4 and above. Voluntzers' comments are provided in Figure 4.
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Figure 3. Grittiness perception expressed as percentage of the total number
of responsas (n=24). Centre Fnes in black depict grittiness score £ 3.

Figure 4. Qualna‘nvefeedbadt abnmmulnpamcalaa provided by vohmtesrs.

Willingness to take multiparticulates: For 7 out of 8 samples
at least half of the volunteers would be wiling to take the
formulation ewery day (Figure 5). A correlation was found
between grttiness and willingness to take multiparticulates
(Tau = - 0.85), i.e. grittier formulations were less often accepted.
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Figure 5. Percentage of volunteers willing to take multiparticulates every day.

COMNCLUSIONS AND FUTURE WORK

Oral grittiness is an outsome of multiparticulates which hinders palatability and reduces the willingness of the patient to take the product.
Increasing the amowunt and size of multiparticulates exaggerates the issue, whilst pre-dispersion in water slightly improves acceptance.
Future work includes sensory evaluation of multiparticulates in children and investigation of formulation strategies to improve palatability.
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Acceptability of mouthfeel of
Multiparticulate study

1. Please rate the grittiness of the sample. 4. What did you think of the overall taste of the sample?

(Grittiness means that you can feel ‘bits” in the sample)

OO Voo

Mot Gritty Very Gritty
(Mo bits) {Lots of bits) 5. Can you still feel any of the ‘bits” in your mouth?
2. What did you think of the overall volume of the sample?
(Volume means the amount you had to take) Yes O No Q

fo other comments about this sample: \

3. What did you think of the overall mouthfeel of the sample?

(Mouthfeel means how the sample felt in your mouth)

OB




