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A twisted road to medical writing...

1984

Plymouth Poly - BSc (Hons), Biological Sciences

Various lab technician jobs in H H@
EE

=

London Hospital Medical College
— PhD: Development of a whole inactivated HIV vaccine

Team leader, Roche Products, WGC (3 yrs)
INSERM U13 (Bichat Hospital), Paris (2 yrs)

Co-founder, Viralliance, Paris (2 yrs) a7z B
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A trip through agency life

Where/what

m * Medical Writer
(Home/London)

MediTech Media”

(¥ e Chief Medical Writer

healthw)
interactions (Home/London)
Vv I * Untitled
(Oxford)

SEVEN POINT FOUR

e Scientific Advisor
(Oxford)

ART ,: CULATE

e C Direct
RacEditorialud (I_Cl)?rrl?:)ny rector

Learned/liked/disliked...

What Med Comms is about
Adapting to the audience

* Taking the s@*t (red pen and process)

Extending the message
The thrills and spills of on site
Conflict houses and company growing pains

The impact of a flat structure
New therapy areas are not difficult
What those client services people do

Big office/little office
Changing landscape of med comms
A corporate life is not for me

Freelance is much easier than you think
It’s a small world
When to say no
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What | do: STARTVerso4, from concept to
primary publication

PublMed 0. PubMed al

US National Library of Medicine
National Institutes of Health Advanced

Abstract + Send to: +

AIDS. 2015 Mar 13;29(5):571-81. doi: 10.1097/QAD.0000000000000579.
Faldaprevir and pegylated interferon a-2a/ribavirin in individuals co-infected with hepatitis C virus genotype-1

and HIV.

Dieterich D', Nelson M, Soriano V., Arastéh K. Guardiola JM, Rockstroh JK. Bhagani S, Laguno M, Tural C. Ingiliz P, Jain MK, Stern JO, Manero M, ViniskoR.| 1D NaA med
Kort J; STARTVerso4 study aroup.
authors

® Author information

Abstract
OBJECTIVE: Faldaprevir is a potent, once-daily hepatitis C virus (HCV) NS3/4A protease inhibitor. STARTVersod assessed the efficacy and safety
of faldaprevir and response-guided pegylated interferon a-2alribavirin (PeglFN/RBV) in individuals with HCV/HIV co-infection.

DESIGN: A phase 3 open-label study (NCT01399619).

METHODS: Individuals (N=308) co-infected with HCV genotype 1 (treatment-naive or prior interferon relapsers) and HIV [96% on antiretroviral
therapy (ART)] received faldaprevir 120mg (N=123) or 240mg (N=185) and PeglFN/RBV. Those receiving a protease inhibitor or efavirenz ART were
assigned to faldaprevir 120 or 240mg, respectively. Individuals achieving early treatment success (ETS; HCV RNA <25IU/ml at week 4 and
undetectable at week 8) were randomized to 24 or 48 weeks of PeglFN/RBV. The primary endpoint was sustained virclogic response 12 weeks after
treatment (SVR12).

RESULTS: SVR12 was achieved in 221 (72%) individuals, and the rates were comparable across faldaprevir doses. ETS was achieved in 80%, and
of these 86% achieved SVR12, with comparable rates with 24 and 48 weeks of PeglFN/RBV (87 and 94%, respectively). In multivariate analysis,
age below 40 years, IL28B CC genotype, and baseline HCV RNA below 8000001U/ml were associated with SVR12 (P=0.027, P<0.0001, and P=
0.0002, respectively), whereas treatment (ART regimen and faldaprevir dose), liver cirrhosis, and genotype 1 subtype were not. The safety profile
was comparable to that of faldaprevir in HCV-monoinfected individuals.

CONCLUSIONS: High SVR12 rates were achieved with faldaprevir and PeglFN/RBV in HIV/HCV co-infected individuals, regardless of faldaprevir
dose and background ART, HCV genotype 1 subtype, or cirrhosis status. SVR rates mirrored those obtained with similar regimens in HCV
monoinfected individuals.



STARTVerso4

From concept to primary publication

Clinical Trial Report
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3857 pages
(without appendices)

BI Trial No.:

EudraCT No.:

Test Substance:

Doc. No.: U13-5108-01
1220.19
2010-021734-59

Faldaprevir, BI 201335

Title:

Clinical Phase:
GCP Compliance:

Safety and Efficacy of 120 mg and 240 mg BI 201335 once daily in
combination with pegylated interferon alpha 2a and ribavirin for
treatment of chronic Hepatitis C (HCV) genotype | infection in
HIV/HCV-co-infected patients. A multinational, randomised, parallel
group, open-label trial.

11
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Authors: Montserrat Manero, M.D., Trial Clinical Monitor
Prat de la Riba 50
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Barcelona-Spain
Richard Vinisko, Trial Statistician
Fenglei Huang, Ph.D., Trial Pharmacokineticist
Lisa A. Cass, Ph.D., Trial Medical Writer
Coordinating Douglas T. Dieterich, M.D.
Investigator:
Institute/ Mount Sinai School of Medicine
Department: Director of Outpatient Hepatology

Division of Liver Diseases

Date of Report:
Date of Revision:
Dates of Trial:

Additional Reports:
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@ 2014 Boehringer Ingelheim International GmbH or one or more of its affiliated companies. All rights reserved.
This document may not - in full or in part - be passed on, reproduced. published or otherwise used without prior written permission.
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* Data review meeting

* Abstracts (interim analysis, final
analysis, subanalyses..)

* Kick-off meeting

= Contact-report:-{|
. AASLD-2013,-STARTVerso-4-Poster-kick-off{|

k|
Meeting-details:= 14:00-14:30-CEST, " September-2013(]
fn
Bartidpantss T e
Senior authors
Company authors
Client services
Writer
“Actiony H i Responsibilityx
General= i ‘
1
e— Updated-data-expected-on16™-September.-JE toinform-about the-data-updateq] ! JE
o—-+ Existing-data-to-be-used-in-meantime®
e JRonvacation1g™ Septemberto 6% October—to be takenintoaccountwith- | #
development-of future-draftsH
*— JR-not-attending-GASL-2014;-JE-to-discuss-presentation-options-at-GASL= JER
Postertt H
o—+ Changes-and-additions-to-be-donefollowing-on-JR's-comments{] ERH
o-+ Patient-disposition-table-(slide-4) to-be-adapted to-a-diagram*
o-» Baseline-datato beseparated-into three sections:q n
=— Demographic-baselineq
=— HCV-specificbaselineq
= HIV-related-baselineq
o (Dg+nadirto-be checked-and-included-in-baseline-data-if-
possibleq]
#—» Detailsto-be-added-about-HIV-RNA-data (please see-
additional-questionin-slides/email )4
n—s Racalinadata.andraatmant.naiveandrslancarctnhaincarnaratadd

H
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* Draft, review, submission

-
Wbstract-for-AA SLD-2013§

Proposed-abstract-category:-SO8-HCV - Therapy-and-Trials:‘New-Agents-(phase 2-—39

Word-limits: Title=-255-characters-(currently-171).-Main-body-=-2700-characters, -including-
spaces-(currently-2675{Table-counted-as-50-characters-per-row-=-300]) 9

STARTVerso-4-Phase-ll-trial-of faldaprevir-plus-peg-interferon-alfa-2a-and-ribavirin-(PR)-
in-patients-with-HIV-and-HCV-genotype-GT1-goinfection;-end-of treatment-response§

Jirgen-Kurt-Rockstroh', ‘Mark-Nelson? Vicznte-Soriano®, KeikawyaArasteh® -Jasap:Guardiola® -
Sanjay-Bhagani®, Jgsep-Mallolas’, Cristina-Tural®,-Massimo-Puoti® -Patrick-Ingiliz'®,-Manuel-
Battepay™',-Mamta;K.-Jain'® -Marina-Nunez ,-Kristen-Marks'* -Jens-Kort"®, -Jerry-Stern™® -
Richard-Vinisko'®,-Montserrat-Manero'®,-Douglas-Disterich '™

b §

University-of-Bonn, Bonn,-Gemany; “Chelses-and-Westminster Hospital -London, UK, *Hospital-
Carlos 1li, adrid, -Spain; “EPIMED, Vivantes Auguste-Vikicna Hospital, Berlin,-Gemany; «
*Hospital-de1s-Santa-Greu {-Sant:Pau, Barcelons, -Spain; “Royal Free -Hospital,-London, -UK;
Hospital-Clinjc, Barcelona, -Spain; *Hospital Lipiversitan-Gemans Tiss { Swol -Barcelona, -
Spain; A0 Qspedals Mausms.Ga Grands, Milan, -italy;*“Medizinisches-Infektiologiezeninim;
Beriin-(MIB),-Beriin, -Germany; "' Division of Infectious Diseases-and Hospital Epidemiology, -
Basel -Switzeriand, - *UT-Southwestern-Medical Center, ‘Dallas, TX,-USA;-?Wake Forest-
University, Winston-Salem, NC, -USA;-"“Weill Comel-Medicsl-College, New-York, N, USA;-
**Boehringer ingelheim Phar ticals-Inc.,-Ridgefield, -CT,-USA;-"*Boehringer{ngelheim;
Espana;S.A., Barcelona, Spain; - "Mount-Sinai-School-of Medicine, New-York, NY, -USAT

1

Background§

Faldaprevir-(FDV)-is-a-potent, -once-daily- HCV-NS3/4A protease-inhibitor. - The-objective-of the-
STARTVerso4-(SV4) study-isto-assess-efficacy-and-safety-of FOV-plus-PR,-and-evaluate-a-24-
week-(W).-shortzned- treatment-duration-in-HIV-patients-cojnfected with-chronic-HCV-genotype:
(GT)I1.g

MethodsT

SV4-is-an-open-label,-sponsor-blinded-study-in-HCV/HIV-coinfected patients who-were-HCV-
treatment-naive-(TN)-or-relapsed-after previous-HCV therapy.-Arm-A:-patients received FOV-
120-mg-QD-and-PR for-24W;-Arm-B:-patients received -FOV-240-mg-QD-plus-PR-for-12W-and-
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STARTVerso 4 Phase Il trial of faldaprevir
once-daily plus peg interferon a-2a and
ribavirin (PR) in patients with HIV and HCV
genotype-1 co-infection
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STARTVERSO4 PHASE lll TRIAL OF FALDAPREVIR PLUS PEGYLATED INTERFERON a-2A
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* Manuscript
* QOutline
* First draft
e Second draft......... xth draft......copy edit, data check....
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* Manuscript

* Submission draft (formatting, figures, reference updates)
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Clinical study publications:
more than just a manuscript

Clinical Study Protocol
* Advisory boards

* Clinical study kit

* Investigator meetings

* |Investigator updates

Results

* Internal data review
e Abstract

e Poster/oral

* Manuscript

Internal communications
* Internal news letters
Internal Q & A

Objection handler

Training slides

e-learning

Wider external communications

* Press release

Conference materials/symposia

Review papers

Slide kits/meeting in a box

Patient education
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Attend a meeting

Medical writers:
ore than just writers symposium
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Two sides to every story

Rewards Challenges
e Used my science * Keeping up to date
* Pleasure of writing * Writers block
* Variety * Variety
* Field, project, client * Speed learning
* Successfully completed * Endless projects
projects
* Interesting people * Difficult people
* (Travel) e (Travel)
* Freelance option - * Freelance option -

flexibility flexibility
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