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Today's talk

Uptimizing the presentation of recommendations for different target groups
e Three trials: adults, parents and youth (13 - 24 yrs)
e [verall results



Background

 We typically develop guidelines for people
like us:

Health professionals

 And that is reflected in how we present and
word the recommendations

* |n the context of the COVID-19 pandemic
and in general it became obvious that that’s
a problem!

 Had done trials to present summaries of
systematic reviews to the general
population, but not recommendations

* Indeed, very little work on that




Plain Language Recommen

This is a recommendation by:
World Health Organization (WHO)

Should people with at least one health condition (comorbidities) that
increases their risk for severe COVID-19 get the Pfizer-BioNTech
COVID-19 vaccine?

Please note that this information could have changed since its publication date.

Who is this for?
o You have at least one health condition that increases the risk for severe itiness when infected with COVID-19

* You are S years of age or older
» You do 002 have a0 active Cisa of COVID-19

Recommendation

The Wortd Health Organization (WHO) suggests that peopie with comorbidities that increase their risk for
severe iliness when infected with COVID-19 should take the Pfizec-BioNTech vaccine to protect against COVID-
19. (Published 2022)

[Clich, hare o 308 whern T3 recommaendaton came from)

Recommendation strength
Conditional for Pfizer-BioNTech BNT162b2 vaccine

A recommendation can be strong or conditional. When a recommendation is conditional, the majority
of people want to foliow It, but they may want ta talk with their health care professional first.

CONDITIONAL

Fig. 3 Example of a plain language recommendation summary format for adult participants

dation

Standard Language Version

Interim recommendations for use of the Pfizer-BioNTech
COVID-19 vaccine, BNT162b2, under Emergency Use

Listing

Interim guidance

First Issued 8 January 2021
Updatad 15 June 2021
Updated 19 November 2021
Updated 21 January 2022
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Fig_ 2 SLY format for youth and adult participants

The Advisory Committee on Immunization Practices’ Interim Recommendation
for Use of Pfizer-BioNTech COVID-19 Vaccine in Children Aged 5-11 Years —
United States, November 2021
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[oals

Assess the effects of plain language recommendations (PLRs) compared with a standard language
versions (SLVs) of COVID-19 recommendations in different age groups and people with different
health literacy:

 lnderstanding
o [sability ;

il =

_EP@M_ m.sr?vlm

e Satisfaction ey conmnsans

L)
ly.

A multistakeholder development process to prioritize and translate
Focus groups and interviews with the public led to the development of COVID-19 health recommendations for patients, caregivers and the

a template for a GRADE Plain Language Recommendation (PLR) pabilic: A caii: sy o the COVID-): sectimesdabion mag
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Methods:

e Mixed methods of registered RCTs and qualitative in three populations
Adults, parents & youth, careful development of protocol with lay people

Charide et al. Trials (2023) 24:27

Page 50of 13
Invitation to Participate in Study
Study Enrolment (Screen for !agsﬂf N
ligibili I R
eligibility and bta n consent) PLR: Plain Language R
Stratification by Region SLV: Standard Language Version
Recommendation 1 Understaning
° Accessibility & Usability ¢
' & 1 Satisfaction ]
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| l Intended Behavior i i
Disclosure of the other recommendation format
¢ $ ! 4
Preference
+ + | } c .
Demographics and health literacy background Qua | Itative

study
Invitation to optional qualitative Interview

Fig. 1 RCT flow diagram



3 trials completed

|

A multimethods randomized trial found that plain language versions improved adults

understanding of health r
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A multimethods randomized trial found that plain language versions
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Online trials:
adults

( Enroliment ]

Assessed for eligibility
(n=1.842)

Excluded (n= 1,070)

+ Not meeting inclusion criteria (n=
104)

+ Declined to participate (n= 525)

+ Other reasons (n= 441)

Randomized (n= 772)

S

Allocation | v

Allocated to intervention (n= 423)
+ Received allocated intervention (n= 423)
+ Did not receive allocated intervention (n= 0)

|

Lost to follow-up (give reasons) (n=0)

Discontinued intervention (drop-out post
randomization) (n= 17)

)
Allocated to comparison (n= 349)
+ Received allocated comparison (n= 349)
+ Did not receive allocated comparison (n= 0)

Follow-Up ] y

Lost to follow-up (give reasons) (n=0)

Discontinued comparison (drop-out post
randomization) (n= 11)

Analysed (n= 257)
«+ Excluded from analysis (speeding, straight-
lining, duplicate IP address) (n= 149)

 —

Analysis | l

Analysed (n= 231)
+ Excluded from analysis (speeding, straight-
lining, duplicate IP address) (n= 107)
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S.A. Elliotr et al. / Journal of Clinical Epidemiology 161 (2023) 819

Understanding for Vaccine Recommendation, by Question
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Fig. 2. Results for understanding questions by recommendation: (A) vaccine, (B) rooming-in, Abbreviations: SLY, standard language version; PLR,
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Table 2. Primary and Secondary Qutcomes

Outcome” PLR" mean (SD) SLV" mean (SD) Difference (95% CI) P value
Understanding (primary outcome)
Total correct answers (0-7) 3.96 (2.02) 3.33(1.88) 0.63 (0.131t0 1.12) 0.014
Accessibility/usability
Q1. It was easy to find the information | needed, 4,76 (1.59) 415(1.71) 0.61 (0.19 to 1.03) 0.005
Q2. It was easy to understand the information. 5.02 (1.54) 4.28 (1.52) 0.74 (0.35 10 1.13) 0.0002
Q3, The information could heip people make a decision. 5.10 (1.49) 4,73 (1.59) 0.37 (-0.02 to 0.76) 0.07
Q4, The order/format of the presented information made 5.09 (1,54) 4.23 (1.60) 0.86 (0.46 to 1.26) <(.0001
it easy to understand the recommendation.
Q5. Peopie could use and apply this information, 5.07 (1.52) 462 (1.52) 0.46 (0.07 to 0.84) 0.02
Q6. | can use this information without additionat 4.86 (1.66) 4.67 (1.45) 0.19 (-0.20 to 0.59) 0.34

instructions or help.

P a re n t S Accessibility/Usability: Total Mean Score 4,98 (1.32) 4.45 (1.29) 0.54 (0.21 to 0.87) 0.002

Satisfaction

Q1. How satisfied are you with the presentation of the 5.03 (1.43) 4.37 (1.56) 0.67 (0.29 to 1.05) 0.0006
information (e.g., order of information, location of
information, etc.)?

Q2, How satisfied are you with the length of the 5.19 (1.39) 4.49 (1.48) 0.70 (0.33 to 1.06) 0.0002
document?

Q3. How satisfied are you with the design of the 5.00 (1.52) 428 (1.54) 0.73 (0.34to 1.11) 0.0003
document {e.g., colors, font, etc.)?

Satisfaction: Total mean score 5.07 (1.31) 4,38 (1.37) 0.70 (0.35 to 1.04) <0.0001

Behavior

Have you already followed this recommendation in any 717121 (59%) 781120 (65%) -6.3(-186105.9) 0.31
way?

If you have not followed this recommendation, how likely 4.75 (1.65) 5.04 (1.61) -0.29 (-0.81 to 0.24) 0.28
is it that you would follow it now?

How likely is it that you would share this 5.29 (1.61) 5.16 (1.63) 0.13 (--0.28 to 0.54) 0.53

recommendation with other people you know?
Preference 493 (1.96) 5.17 (1.80)' -0.23 (-0.71 to 0.24) 0.34

4 . R T ‘ ‘i o



Adults

Figure 2. Risk Differences (%) and 95% Cls for correct responses to 7 questions
measuring understanding, and Total difference * for WHO recommendation.
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Figure 3. Risk Differences (%) and 95% Cls for correct responses to 7 questions
measuring understanding, and Total difference * for CDC recommendation.
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*Paositive Risk Difference scores indicate greater understanding for the PLR over SLV



Figure 2. Risk Differences and Total Mean Difference for Correct
Responses to 7 Questions Measuring Understanding

Table 2. Results of Secondary Outcomes Comparing Mean Score
Difference of PLR With SLV

Risk difference, %

Question (95% CI)

11.6 (-0.02 t0 23.29)
11.1(0.08 to 22.11)
-5.7(-17.61 10 6.16)
2.1(-9.87 to 14.01)
6.2 (-5.4310 17.80)
9.6 (-2.331t021.47)
1.5(-7.26t0 10.30)
5.2(0.52t09.87)

NN s W N

Total

r T T T
-20 -10 0 10 20 30

Greater
understanding
of PLR

Lesser
understanding
of PLR

_ .
_ .,
__._
__._
— e
+

Risk difference, % (95% Cl)

Squares represent risk differences, and horizonal lines represent 95% Cls.
PLR indicates plain language recommendation.

Group score,

mean (SD)?

PLR SLV Mean difference
Secondary outcomes (n=137) (n=131) (95%Cl)
Accessibility and usability 5.12(1.1) 4.78(1.3) 0.34(0.05t00.63)
Satisfaction 5.24(1.3) 4.85(1.5) 0.39(0.06t00.73)
Intended behavior® 5.24(1.6) 5.02(1.7) 0.22(-0.20t00.74)

Abbreviations: PLR, plain language recommendation; SLV, standard language
version.

2 Scores were 1to 7 based on the number of correct responses.
P Denominator for the SLV arm was 92 and for the PLR arm was 90.

our ability to observe the expected difference in understand-
ing between groups but also suggests that there is room for
improvement and that we made some progress in communi-
cation of recommendations. While the 5.2% improvement in

» Baseline understanding: about 45% complete correct answers, increase about 5%



Preplanned IPD meta-analysis

997 participants : =
488 adults, 268 youth & 241 parents 65 i viog 50 5l S0 WD R B B D
515 (52%) PLR format & 482 (48%) Risk Difference 04)

SLV format

Lower English proficiency correlated -

with lower understanding
Otherwise, no major subgroup effects
(interaction with one rec)

Accessibility

Other outcomes: mean scores of questions with 7 point score
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Table 3. Themes from parent interviews

Theme/Element Definition Attributes Supportive participant quotes
Findability and  What boundaries prevent - Strong marketing campaigns are *'Some of the coloring lon SLV] like it was hard to
accesstbility users from accessing required read for me because | have some sensory
information? - Colors, highlighting, and device differ- difficulties, so | found like the highlighting and

Usefulness and
value

What information has
practical application for
the user?

Usability What components improve
or impede the ease of

use?

Credibility What elements contribute

to appearing trustworthy?

Desirability What components do end
users want, or have a

positive response to?

ences impact accessibility
Should be hosted somewhere with high
traffic

Format preferences are based on cul-
tural context

- Information for decision-making is

helpful

Journal articles/scientific layouts are
only helpful for those with a science
background

Appearance differs on computers vs.
mobile device

Citations in footnotes, consistent
branding, and visible logos from health
agencies improve credibility

mmandhstsmmed
Shottpamgmp!nplefqmd

the red lettering tricky for me.'” Participant 001
““I'll go to the websites of some of like you know, the

more credible organizations like John Hopkins or
the Mayo clinic, or CDC." Participant_003

"You don't want to go to a committee and you start
talking about effect size of this if you would
understand what that, that will translate to."
Participant_012

I would definitely share the [PLR] with friends or
colleagues that might not have a science
background but if | knew for sure that they had
that background I'd probably give them [the
SLVI." Participant_011

“[the PLR] On the phone it didn't display it very
good. | had to move around my device a lot to try
toand then a few times | turned it around so it was
horizontal, that was better, but | stiil had to scroll
over," Participant_002

“I'm not sure who's presenting the information to
me which might be nice to have just even like an
emblem [on PLR1." Participant_010

“I'm curious to know where [the PLR]
recommendations are coming from right, so that |
know whether to follow them or not but | want to
see how that data came about.” Participant_001

'l wouldn't want to go into long details [llke SLV),

qxp!ain W‘P‘B 'you Wa_‘“

SLV, standard language version; PLR, plain language recommendation; COC, Centers for Disease Control and Prevention,

Qualitative findings

Pain Language vs Standard Format for Youth Lindk dng af COMD 19 Rec Ongesal investigation  Research

Tabie 3. Themes and Concepts Tmerging From 14 Participants From the Qualitative Study

Thesme, concap® Participant perception® ROpeFLenLItve QUOTALIoN

Presomtatam

Arsibetics Arost all feln than the PLR wars more aesthatically pheasing  “[The PLR] b easanr 10 read and it 1wowmngmmom
and friandly for the Lay poblic ratative to the SEV, 1 [ike the coler, and the fant s is Digger *
COMMenting on the vissal Jopai of the FLA formm

Formatting AN stated that the PLR format was sasier to understand and  “The colors [of the PLE) are beasttful, bus the thing | like the
mt&mmmmuummmwum maost i that It 15 Like in bedlet form (ke | inow what 1's going to
the PLR's formattng and Lpout vmmtmm-wwm&mlmgongtumlnmlvme.

0 that's the thing 1 liked the most.”
Leagth The majer ity of particnants commented on the lengeh of  “TThe SLY] & Just words and words and wards, and | feed (ke '
the SLY farmat, which was cverwhelming for many In like my research course and I'm reading a lot, but in the [PLR)
there's 2 bot of, . whise space which [ Thee and_it's jsst moce clesr
and neat *
Ceotom
Understangatitity A fait that the PLR format gave tham 3 bettar w;mmuu_ummunm
of the Fealth recommendation ke there are Mnﬂ.lmm-m

: : ) ; ~ nnppnnmm

Compratiins emess Abmost all yourtts belt than the PLR proveded a {etv PUR] was much mere conelse and clise wist they
comprehenalye owerview of the topic 10 Comvey, and | think it was more tafiored to the reader

nmdmwmmbmwn

Complexity mmusw mmdwmmu “The sentunces are hard 10 understand with a ot of sclantific

the compirxty of the [aaguage and nformation  farnon, even for someone Uke myseir, like 'm going into my
third year of medicsl school *

Usabilny

Norvhgation When uskig the formats 1o bocate bey informaion, imost  “'m booking for msomartion that's rebevast 10 me and thiegs |
allparmmummmmnnnamwwmu N questions abow, but the [PLR] jest makes It 2 lat saver™
s, Pt pants tssues with flading
ktmatio 11 5LV foat, nchocng 3 ow o Gucided :‘mﬁ o mcara e the
TROSR I S atrasmy o e et Td 5298 fiave to road 3 lok, Because the
. reosmEEntaticn word comes vp 66 a ot of page.

EHficency For the magotny of participarts, the efficiency of the PLR =1k Tquickness] defintely s Important because people Gon't
foemat made i more 3ppaating 10 use Wart t0 pare! 3 fot of time

MMkMrmmmmmnm
reatly quich *

Formatting Semoioumwubemdmmmmmmm 'Onmummmm). ther#'s the legerd and thes, whes yoo

technoiogical Seatures of the PLR press on it, then Il ntomatically scroll down to the
um)mm-mmmmmumnwmmw
COMPAnd 10 the test of the font undemeath o i stanss at
more. and | can fisd 2 quickly*

Credibiity

Triatworthiness mmmmuvmxmmom *1 just feed like the [PLR] jost doesn’t fook o credbile, you
PR for the maority of youths knaw,. Sechuse it it locks ke aybody wrote & of lke | wote
mmmauum:wny ncumgun n*

Wrving the SV would fmprowe she overal credbility | woslil sary (1 Wouls uses the PLR], because | mean It seems Ve
U [PLR, 0% wery organized and s sasier and faster to find the
arswers that you're keaking for, and # it IS couplod with like
references and e that source (SLV) | iniek | would probabty use
the [FLRL."

Sharing Admost all participants sspgested that toe PLR format I mould share the PLR] just because ft's guicker and not
wauld be more spprogriaste 1o share with their friends, everyone's imerested In knowing, ke S the oetalls, tut agan,
fammiily, 300 the general youth audonce s enly ¥ the Tikon £ wonld ordy fesl comfortatie shanng with my famsily and
nformation & tristworthy Srieds If | new It was Uve Jegit, bl of it was real*

Decaton-making Hai? of the participants stated that If they had to choose “io that case, # [ want to have Bke 23 mach nformation a3
008 10 make decions 2baut thelr health, they weald rather pmlﬂuym | wousid eso the [SLV], mmmlnmm
wso the SLV 2= it seemed more credible and detatled redabie and It has lke kind of more information, even thaugh &t's

ke the same thing, but yes In that case | would use the [SLY],
e thoogn It's kiz of boring.*

Suggeited impeorements

Aesthtics Several participants ssypested o for =1 Nk #'s good, | thisk the font siie & 3 Bt bit timy for me.
the format Mayte not necessarily tiny, but & soems to be ot of progortion

Decause the subtitles are 50 Large and thes the actal blurts are
fisier. Maybe t's 2lto becaume the coloes are differcnt, ke the
headngy’ o the background, that is 2 Uttle tex different, so
) there 15 3 Uttle bot of CoBrans there, Dt 1S not 3 Dig desd *
Acressitdity A few participants segoested Lo ensure that the PLR hes “The only mher thooght thae J wosld have & just from Bhe an

accessibifity features consdstent with any refevast reglonal
o natkonal accessiblity guidoines

ity for bath Just making sere
that I they're ke caling that they'to xcessile for peopte with
Uke screen readers and stuff Bke that so xaving those open
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Summary

 PLRs improved understanding and other key outcomes

* Further optimization possible = qualitative study lots of
suggestions for improvement

* Future: Wording issues, address real decisions or health
outcomes

* One version for all target audiences!



