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Luke’s Story

e Born with CHD

e Open heart
surgery at 2 weeks
old, further two
before the age of
3 and another at 8

e Tube fed his whole
ife




Patient involvement in medicines R&D
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Article 12 - every
child and young
person has the right
to express his or her
views freely in all
matters affecting
them
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” You have the right to
be involved in
discussions about your
healthcare and to be
given information to
enable you to do this”
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Assent & Consent Materials

O

O OO OO0 OO

Information is too long
(18+ pages in some

cases for children 7 It’s all

years 0.0) ‘Gobbledegook’ -
Repetitive il
Too much jargon communicating

Too complex

Too technical in parts
Lacks colour

Looks dull and uninviting
Often patronising

health research to
young people

February 26, 2018

http://bit.ly/2BTKyQO
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Developing guidance & tools o T

w. National Institute for Guidance Document for Researchers designing
GenerationR Health Research - - -
: Patient Information Leaflets for Children and

Participating in health research: What young people want to know
Young People

This guidance document was designed by the National
Institute for Health Research (NIHR) GenerationR Young
A5 | . Person's Advisory Group www.generationr.org.uk

eaflets;

Male it ool The guidance is aimed at researchers to help design better

Relevant Pictures, = 2 - ) ;
Not too much Patient Information Leaflets for children and young people

writing, . invited fo participate in health research.
Break it down into

small paragraphs, It is important for researchers to provide children and

Don't use

i young people with enough comprehensible information to

allow them to make a fully informed decision to take part in
a study.

What are the side effects? I it safe?

Well-designed Patient Information Leaflets may also help
* ~ 7~ ) Sl researchers recruit and retain more children and young
Improve recruitment rea t . - peaple into studies

tO trialS . R SI10| ; 1| Here are some top tips for designing patient information

leaflets for children and young people:
@ NIHR GenerationR Young Person's Advisory Group 2018

Retention ﬁ ? {;F-‘;‘: EnpﬁMA NETWORK,

rervil et B ; . " T 0 EUROPEAN MEDICINES AGENCY

------ SCIENCE MEDICINES HEALTH

Developing and evaluating multimedia information resources to improve engagement of children,
adolescents and their parents with trials (TRECA study): Study Protocol for a series of linked
randomised controlled trials. Trials
https:.//www.ncbi.nim.nih.gov/pubmed/28595613
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Lay writing: Strategies for improving
assent forms for children and adolescent
participation in health research
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Abstract

Writmg for by andiences is recogueed asa
difficmbk task for medical writers, whose
speaded mowledge cn often hinder
effecave by cammanscaion Thistask & even

hal hen preparmg

imonmation for 3 peduttc populiton
larvabvn g advisar y greaeps o the development
of dmical tnal materuk mproves thew
quany and ensures thar they are it for
parpose. Ths artck: desonbes how medacal
writens can budd sces ] pannerships with
advisary graups m developmg asserd forms
i dhil dren being approached to purticpar
m dmcal wak

Rescrch mvabmg dulren bas mare camples
consderations than rescarch with adulix

Akhough childsen are dependenton
thear parens | )/ legal gmardian ta
provds wnen  miarmed
comsent for their pastici
pation in clirmaal triak,
they shanld  be
imvalved in e
decision

making

pracess  they have the capacity 1o assen !4
Assent & therebore, given by children with
capacty, i addition te comsent by the legal
representative(s], and mdicates fieir unsder.
standing of the trial procedures and willingness
to participate? In #e Earopean Unian, while
there is consensas segasding the need far assent
forms w1 be adapied in accardance withthe age
and level of understmding of the children

targeted for mchson, there & disardince

regarding the appraprate age af meent and the
requEanent of a chikd agnamre ta @nfim fer
agresment ta ;!m:r.v::-:." A medial writer
tasked with develaping aseent furm emplates far
e aros mukple connes and mulnpls tmals
&, therefore, presented wih chullenges o
negmutmg natanal bws and local pragtices, =
well as trying ta ensare the me of appropriate
binguage o 2 a2 chlds mderstandmg of a
clmicalermal

We advocae pannenmg with children’s
advmary groups to overcome same of the
chulenges of wramg for ppedancpopakzans;
sach panmermg & a conept thut & newly

emergmg in the pharmacentical indostry and
aften diumting for medaca w nters 10 andertake
Thixarch describes the processaf assess my the
smtbiity of assent farms and haw the sppart
af advisary grogps can aid medical writers in
preparsing chinical trnl materiak tha ase fit far
parpase.

Where to start

As medsal wrters, how do we wite assent forms.
o adeqmitely minrm chiidren of differmg levels
of menrey shout pamicgution @ cimalmas?
Howdo weknowtha whatwe produce provides
adequate miormasan to enabie achidsomake 2
chaoice? The mierret & an abondam soure of
information, and there are several examples of
ethically approved informed assemt

farmsg, which medscal wrsers

could nee to develap thew An
own  compuny-speciic

templates.  Mast  of omportant
thess examples, haw. element of
ever, are amtdazed involving lay

and da not describe  groupsin clinical

the mvalvement af research is

iMen il prig acknowledging
peapk = ther
development. i
Wi asmed o develap TEVICWETS
twe mew ament fam input.
templites for me in oW
pasdistnc chimicaltaals tat provids
suficent miormas an for chidren and wung

thevalue of the

peaplc b muks miamed decswmns dont
paticEp atian.

O arigmal sscnt form femplates (caie
garmed a bemg stable for ponnger children
and oldes childsen) had been developed i 2013
when we mnducted onr first climical trial in
pacdiaine patienis Omn review i 318, we
desermined that there was scape to
mpmve the deagnand averall com.
pechenshility of the emplates
Havang praarexper nce with
by writmg and the
mwalvement of patient

and pubbic gramps

ch 2018 | 51

rmaceuticals

Gené&:ﬁonR

young people improving Research

http://journal.emwa.org/vaccines-and-immunotherapies/lay-writing-strateqies-for-improving-

assent-forms/
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Developing medicines that
are acceptable to children

The European Medicine

Agency (EMA) guidance
states that patient

acceptability must be an
iIntegral part of paediatric
formulation development

https://jennyprestonblog.com/2017/09/02/improving-medicines-for-children-part-2-
what-is-important-to-children-and-younqg-people/
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Developing the tools
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Feedback from researchers

“Generation R is a particularly valuable resource for
any researchers involving young people...| was not
aware of them prior to recommendations by the
research ethics committee. | will certainly hope to
seek their support in future studies”

“The group were instrumental in
ensuring that the study
outcomes were valid, important

and meaningful for young
people and parents”
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“What you
children do
today will
Impact on
children who
have not
been born”
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Thank you for listening

Jenny Preston ea Hons)

jennifer.preston@liverpool.ac.uk
https://jennyprestonblog.com
@GenrYPAGs @jen_prestonl
https.//www.linkedin.com/in/jenny-preston

eypagnet@sjdhospitalbarcelona.org

Please follow us on Twitter
@eYPAGnhet
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