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Medical writing is misunderstood (D) oroisenes’s
and sometimes gets bad press
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There are no rules against this, just traditions, good faith, and leaky regulations




Our industry bodies say ...

“Involving medical writers may
therefore raise the standard of
publications and accelerate the
writing and publication process™

European
Medical Writers
Association

“... medical writers can often improve the

£ Imernational s . .
B, Society efficiency and effectiveness of manuscript
E for Medical preparation by working with the research
¢ 2 Publication team to develop clear and concise

=== . Professionals

manuscripts in a timely fashion?

... but is there any evidence to support these statements?

1. Jacobs A, Wager E. Curr Med Res Opin 2005;21:317-22; 2. Norris R et al. Curr Med Res Opin 2007;23:1837-40 4
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Available evidence

“When professional medical writers help authors prepare manuscripts,
these manuscripts are less likely to be retracted for misconduct,?? are
more compliant with best-practice reporting guidelines,?® and are
accepted more quickly for publication?*”

Woolley KL et al. Poor compliance with reporting research
results — we know it's a problem ... how do we fix it?
Curr Med Res Opin 2012;28:1857-60

22. Woolley KL et al. Lack of involvement of medical writers and the pharmaceutical
industry in publications retracted for misconduct: a systematic, controlled, retrospective
study. Curr Med Res Opin 2011;27:1175-82

[23. Jacobs A. Adherence to the CONSORT guideline in papers written by professional ]

medical writers. The Write Stuff 2010;19:196-200

24. Bailey M. Science editing and its effect on manuscript acceptance time.
AMWA Journal 2011;26:147-52



Peer-reviewed evidence of

the value of medica

| writing support

Open Access Research
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ABSTRACT

Objectives: Authors may choose 1o work vith
professional medical wrilers when writing up their
research for publication. We examined te relabonship
between medical wriing support and the quality and
timeliness of reporting of the results of randomised
controlled trials (RCTs).

Design: Cross-sectional study.

Study sample: Primary reports of RCTs published in
BioMed Central journals from 2000 o 16 July 2014,
subdivided into those with medical writing support
(n=110) and hose without medical writing support
(n=123)

Main outcome measures: Proportion of ilems thal
were completely reported from a predefined subset of e
Consolidated Stndards of Reporing Trials (CONSORT)
checkist (12 items known 1o be commonly poorly
reported), overall acceptance me (1om manuscript
submission b editorial acceptance) and quality of writien
English as assessed by peer reviewers. The effect of
funding source and publication year was examined.
Resulfs: The number of atticles hat completely e ported
atleast 50% of the CONSORT items assessed was higher
for those with dectared medical writing support (39.1%
(43/110 articles); 95% C129.9% 10 48.9%) than for
those without (21.1% (26/128 articks); %% C1 14.3%
1029.4%). Arbces with dectard medical writing support
‘were more likely than articles without such suppont 1
have acceptable writien English (81.1% (4353 arbcles);
95% C167.6% 10 90.1% vs 47.9% (23/48 articles),

95% C133.5% 10 62.7%). The median time of overall
acceptance was longer for articles with declared medical
writing support than for those without (167 days (IQR
114.5-231 days) vs 136 days (10R 77-193 days)).

@

for numbemd afilitions see

In this sampk: of ope: mals,
declard pofessional medical wriing support vas
associaled with more complete reporting of clinical trial
results and higher quality of written English. Medical
writing Support may play an important role in raising the
quality of clinical vl reporting.

Strengths and imitations of this study

w First study to eamine the value that professional

:
|
!

E
%
E

Articles that met the inclusion criteria were from
74 different journals, but it remains 1o be seen
whether the findings are applicable b journals
other than those published by BioMed Central.

clinical smdy results, but it has been esti-
mated that only about half of biomedical
research is published in full, and failure to
publish is associated with negative study find-
ings.! The pharmaceutical industry in par-
ticular has been criticised for incomplete
reporting of dinical studies® The complete
and transparent reporting of clinical smudies
is important to allow others 10 appraise and
interpret the results fully® Researchers and
clinicians can misjudge the benefits or risks
of therapies when study details are not fully
disclosed.

Reporting guidelines provide advice on how
to disdose research methods u\d findings.*
The Consoli

end of article.

Trials (CONSORT) checklist dt«nbﬂ the
pr————— information that shoukd be included when
Or Wikem T Gt INTRODUCTION ) ) reporting randomised smdies®  Although
wigara@pnamagenss.  Publication in a  peerseviewed journal  the adoption of the CONSORT checklist by
com remains the gold sandard for disclosing journals has improved the reporting of
BM) Gamwell W, et &L BMJ Open 201662010329, doc10.1136bmopen-201 5010329 1

e Collaboration with experts in
publications ethics and reporting
standards

— Liz Wager (author of GPP1 and
GPP3, COPE)

Sally Hopewell (Oxford Clinical
Trials Unit, CONSORT)

Awarded best research prize at
Annual and European meetings
of ISMPP in 2015

Published in BMJ Open in
February 2016

— Impact factor: 2.3

Gattrell WT et al. BMJ Open 2016 21;6:e010329



. pha
Study design \
Medical writing BioMed Central No medical
support articles describing RCTs UL RISy

(n = 110)

\ 4

BMC Psychiatry ——
[  open ccas |

itanserin as an adjunct to lithium and haloperidol for the
et o B » r o T

(n = 123)

Quality of
reporting?-2

Randomized phase Il study of pemetrexed/cisplatin
with or without axitinib for non-squamous
non-small-cell lung cancer

Quality of
written English

Speed of
acceptance

.

|s there a difference?
RCT, randomized controlled trial

1. Jacobs A. The Write Stuff 2010;19:196-200; 2. Hopewell S et al. BMJ 2010;340:¢723




Higher rate of reporting of CONSORT (D) ougigeness

items with medical writing support P
CONSORT item (number) Relative risk (95% CI)
Pre-defined primary outcome (6a) i 1.77 (1.47-2.13)
How sample size was determined (7a) - 1.39 (1.10-1.75)
Method used to generate random allocation (8a) Ha— 0.97 (0.72-1.32)
Type of randomization (8b) b = = 2.03 (1.17-3.53)
Mechanism to implement random allocation sequence (9) H%*— 0.99 (0.60-1.63)
Who generated the allocation sequence (10) g
Who was blinded (11a) - 1.16 (0.72-1.88)
Description of similarity of interventions (11b) N Bl 1.24 (0.84—1.84)
Participant flow diagram (13) —a— 1.96 (1.48-2.61)
Dates defining recruitment and follow-up (14a) : = ! 2.04 (1.32-3.17)
Trial registration (23) - 1.64 (1.34-2.01)
Access to study protocol (24) = 7/ ®— 7.83(0.98-62.62)

| | T /1 |

. 1. 2. . 4. 7. :

Items were chosen that - 0.0 0 0 30 0 0 - 8.0
avours avours
are often poorly reported no MW support MW support

Cl, confidence interval; CONSORT, Consolidated Standards of Reporting Trials; MW, medical writer 8



... irrespective of funding source

e Medical writing support
was associated with
enhanced reporting of
CONSORT checklist
items (= 50%) versus
no medical writing support

50

D
o

Proportion of articles reporting
> 50% of items completely (%)

e |rrespective of industry
funding
0

NS, not significant

w
o
1

N
o
1

-
o
1

Industry- Industry- Non-/part-
funded, funded, industry-funded,
MW support no MW  no MW support
support
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Improved quality of written English \
e Medical writing support . | p <0.05 |

was associated with

significantly better written c 8 811

English, as judged by =L

peer reviewers S3 60

— Acceptable ‘gg 47.9

- Needs some language g % 40

corrections before ;91 o

being published

— Not suitable for publication
unless extensively revised

N
o

support

No MW
support

10



Slight reduction in speed (D) sasienes™
of acceptance \

e Median time from submission to acceptance was
longer for articles with medical writing support than

for those without
— 23.9 versus 19.4 weeks (p < 0.01)

— Attributable to increased time for peer review and responding to
reviewers

Medical writing support
(n=55)

No medical writing support
(n=064)

0 50 100 150 200
Time (days)

B Peerreview ™ Responding to reviewers ™ Editorial acceptance »
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Accepted in higher impact journals ... \

e Also true for the subgroup
of industry-sponsored
articles with (n = 108)
and without medical writing
support (n = 39)

3 1 p < 0.001

N
1

e Mean impact factor:
2.6 vs 1.8; p <0.001

Impact factor

-_—

MW support No MW support

Secondary analysis presented at ISMPP 2016 12



... and receive an increased number O cxenes™
of citations in the first year \

e For the subgroup of p =0.042
industry-sponsored |
articles with and without
medical writing support,
mean number of citations

within the first year:
2.9vs 1.9; p=0.542

N
1

-_—

Number of citations within
the first year of publication

MW support No MW support

Secondary analysis presented at ISMPP 2016 13



No significant differences in other (D) soreness
measures of article impact

MW support No MW support

Article views per year (mean) 1946 2107 p=0.84

Citation rate per year (mean)

Secondary analysis presented at ISMPP 2016 14
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Study conclusions
e Declared medical writing e First study to demonstrate
support is associated with convincingly the value of
higher quality reporting of medical writing support

RCTs, compared with no
writing support
— Other differences between

the study groups do not
explain findings

e Further research is warranted

e Secondary analyses suggest
that articles with medical writing
support are accepted in higher
impact journals
— Atrticles with medical writing

support were published
more recently

15



e |[SMPP posters
e News article

e Twitter direct messages to
influential tweeters

e Twitter take-over
® Press release
e Author videos

e \With support from

— Peter Llewellyn
(MedComms Networking)

- Ryan Woodrow
(The Publication Plan)

Professional medical writing support improves the quality
but not the speed of reporting of randomized controlled trials

Wiia 1 * Kate Young,* * Pasl * Richard -
Wil Gattrll,- Sally Hopewsl,* Kot Young,* Stophen Lang, Farrow, Whits,

£ o 5 e ke POE

Professional medical writing support increases the impact
of articles reporting randomized controlled trials

William Gattrell,* Paul Farrow;! Hizabeth Costigan,' Catherine Sheard,” Richard White'>
and Christopher Winchester'*
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BACKGROUND Figers 1. (a) Bumber of ardce vt wn verses chostams d 5] Al 1o vsrmns @t wews par o
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Oxford PharmaGenesis study shows that

professional medical writers strengthen H
research reporting & =

22 February 2016

i medical writing support improves the quality of

EMBARGOED

Not for publication before 00:01 hours on 22 February 2016

a
New study reveals that pr i ical writers strengthen research reporting
<+, Award-winning research published in BMJ Open
e U

g9
» Press release '

keep comments on our @BMJ_Open article comingl!

Thanks to everyone for your support and participation today. Please
tinyurl.com/jh49d5z l

Richard White talks about the Oxford PharmaGenesis Will Gattrell talks about our new study published today in
BMJ Open article BMJ Open
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The warm reaction

Trish Groves (irished - Feb 29
@OxPharmaGenesis @BM.J_Open Nice video about your paper, too

youtu.be/4MIrZ6HCm2M Th e P U b | | C at| on P | an T ponsercd by

. . 6.5¢ A central online news resource for professionals aspifé‘
! '_“Chf"! f""th 2 involved in the development of medical publications

81% of studies with medical writers have "acceptable English” compared with 48% withot
https://t.co/8NUrgdZxzC

HOME LINKEDIN FORUM PUBLICATION RESOURCES PUBLICATION-RELATED JOBS SPONSORSHIP
75 Cah 2N1A 4. Denhs  #1Daramar o Cgy
Adam Jacobs @ statsguyuk - Feb 23 amouT
Well deserved: it's an important paper. #medcomms #alltrials #medicalwriting
Oxford PharmaGenesis @0xPharmaGenesis New study revgals that professional medical writers strengthen search gl
. o . research reporting
Very excited that our article in @BMJ_Open has had 902 downloads in 2 Posted on February 22. 2016 by Aspire Scientific Ltd

days! Take a look: tinyurl.com/jjexy6q #pubplan #medcomms #ismpp

3 1

News of interest to Medical Writers: BMJ Open
l peter llewellyn ©networkpharma - Feb 23 paper on medical ertlng

IMO #medcomms needs more of this type of activity!

EMWA would like to draw your attention to the recently published BMJ Open paper titled, "Professional medical
Oxford PharmaGenesis @0xPharmaGenesis writing support and the quality of randomised controlled trial reporting: a cross-sectional study.”
Thanks to all of you, our research has reached 40 000 foll

ton 5% of research scored bv @Altmetric #pubplan #med
Official_EMWA () Official EMWA - Feb 22

Professional medical writing support improves the quality of clinical trial reporting, ace
award-winning research shows that compliance with reporting guidelines in medical jo
doubles when medical writers are involved. The quality of written English is also signific

p Award-winning study @BMJ_Open medical writing support.
reveals that professional #medlcalwrltlng Read the paper in full by clicking here.
strengthens research reporting Blogged by 1
OW. |y/YAWVh If you spot any future stories of interest and relevance to EMWA members, please forwat 8 Tweeted by 88
webmanager@emwa.org. . On 4 Facebook pages
- T ————— Gk v il

So far, Altmetric has seen 154 tweets from 88 users, with an upper bound of 86,957
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(journal browsing)  (article reads) - Research:Bicycling injury
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and mode share (2 Nov 2015)

1200

» Research:Registered nurse,
healthcare support worker, medical
staffing levels and mortality in English
hospital trusts: a cross-sectional
study (9 Feb 2016)

800

» Research:Professional medical writing
400 support and the quality of randomised

controlled trial reporting: a cross-
sectional study (21 Feb 2016)

» Research:Social group memberships

O in retirement are associated with
reduced risk of premature death:

Altm etr‘IC ‘ ¢ ' evidence from a longitudinal cohort
Score | 88 | | ‘ study (16 Feb 2016)

Lopez et al. Mekonnen et al. Gattrell et al.
BMJ Open BMdJ Open BMJ Open
2016;6:€009288 2016;6:e010003 2016;6:e010329
Published 23/02/2016 Published 23/02/2016 Published 22/03/2016

3497 full-text views so far
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How can our evidence be used?

e 87% positive impact, ~75% had or would use this evidence

ACCOUNTABILITY IN RESEARCH
2016 VOL 23, NO. 3, 178-194

http/dx dol.org/10.1080/08989621 2015.1088788

Taylor & Francis
Tayhor s Francs Group

Mythbusting Medical Writing: Goodbye, Ghosts! Hello,

Help!

Cindy W. Hamilton, Ph
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and Karen Woolley, Ph
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ABSTRACT
To meet ethical and sci

AU 3012251 $TI2 cot 10.1136brm{ 23703 (Psbilatac | Ady 2015) Page 142

EDITORIALS

Are prolific authors too much of a good thing?
Dominant authors can lead to an Imbalance of power within an evidence base
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What's this?

Responses to this article

Response to Gattrell et al., Professional Medical Writing Support and the Quality of
Randomised Controlled Trial Reporting: A Cross-Sectional Study

Thomas A Lang

EMJ Open published online Agril 1, 2016

[Full text]

Dear Colleagues,

As many of you are aware, late last year the China Association for Science and Technology (CAST) and seven
leading scientific organizations and ministries, including the Chinese Academy of Sciences, the Chinese Academy
~f Enninaarinn tha Minictns of Crianra and Tarhnalnm and tha Minictry of Fduration ininths annauncad a

wfu
nthi

EvidencelLive

University of Oxford June 22 -24 2016

Authors

AA

Critics
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Hamilton CW et al. Account Res 2016;23:178-94; Wager E. BMJ 2015;351:h2782
ISMPP: An Important Announcement about the CAST directive (31 March 2016).
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&

gappteam.org
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