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Merry Christmas and thanks to everyone who has supported EFSPI in 2018

In this newsletter:

Regulatory — draft regulatory guideline under review

Scientific — decision making in clinical development, 2019 meetings

EFSPI Special Interest Group — 1-day HTA SIG meeting, process for setting up a new SIG
Country news - IBIG (Italy), PSI (UK)

Job opportunities — Biostatistician Project Leaders in Early Phases and Medical Affairs,
Principal and Senior Statisticians, Principal and Senior Modelling and Simulation
Statisticians

The World of Statistics

Follow us on Twitter and Linkedin

And finally...

Regulatory

The FDA have released a draft guidance on Meta-Analyses of Randomized Controlled Clinical Trials
to Evaluate the Safety of Human Drugs or Biological Products. Please send comments to Anna
Berglind (Anna.Berglind@astrazeneca.com) by the 18" January 2019.



https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM625241.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM625241.pdf
mailto:Anna.Berglind@astrazeneca.com

Please send your comments on EMA's draft Questions and answers on Data Monitoring
Committees issues to Anna Berglind (Anna.Berglind@astrazeneca.com) by 28 February 2019.

The FDA released a draft guidance on Presenting Quantitative Efficacy and Risk Information in
Direct-to-Consumer Promotional Labeling and Advertisements. The deadline for comments was
the end of December.

back to top

Scientific

Decision making in Clinical Development, December 12

On December 12 EFSPI held a scientific meeting on Decision making in drug development at Servier in
Suresnes, near Paris. This event was co-organized with the Special Interest Group on Decision Making.
With almost 60 attendees, a poster session, and high-quality presentations, it was a very successful
event. Slides of the presentations will be made available on the EFSPI website.

2019

The Scientific Committee is planning for three 1-day scientific meetings for 2018. The first one day
meeting will be on “Recent developments in biomarkers and subgroups in drug development”, which
will take place in March hosted by Astra Zenaca in Goteborg, Sweden. The most likely date will be
March 20, but formal confirmation will follow soon. In addition, we are starting with planning two
additional 1-day events, one before summer, one after. More information will follow.

back to top

EFSPI SIGs

HTA 1-day Meeting

A 1-day HTA meeting will take place on Friday 15 February 2019 hosted by MSD in Berlin, Germany.
This 1-day scientific meeting organised by the EFSPI/PSI HTA SIG will provide an update on latest trends
in HTA in Europe. HTA research methods will provide insights on topics such as meta-analyses and
evidence synthesis with few studies, estimands in oncology, analysing adverse events with varying
follow-up times, handling missing data in real world data, and subgroup analyses. Industry HTA case
studies will also be presented. To view the flyer click here and to register for this event visit the EFSPI
website.

Setting up a new SIG

Special Interest Groups are important to EFSPI as they allow a dedicated group of experts and
individuals to collaborate and discuss across a range of stakeholders and organisations a specific area
or key topic of interest. If anyone is interested in setting up a new SIG, please click here to see a
summary of the existing SIGs and to access slides describing how to set up a new SIG.

For further information on existing SIGs please contact Anne Danniau


http://r20.rs6.net/tn.jsp?f=0013J1lGt5liu09lxy5qJImTPWsVxBiNB8FBuXeOnpY4u2paCAK66ScFeBNtkXIbELhR0ftXD7VnzJ_gdfxpBZNbLN5pH-BcEievYsJC6aVGoFuSO3RL_e_yag5e8KGlOckRqx7B8stfsdd1BLa_JaYD121uaqPWO0irwsmGe_lppFqWnEmYtHORe3z2DDtPXdzuhspVyQAWDBr6zNx9JOnXq1sIkjVRUqlu3aWP6L-TsoRvNNs_qABcDYy4KzdQg-yJXxqqYbYdbrq5Sz6rFP6mkbno2bU62kjX0okKEocQ4N6Bl9Rg-ksGkE8r3J6ZhNys81DFshmdCUR24KoqoM1q1NMuL-XBE3UHiAy7YgMn0W-Ym3t7taF8h8c_LSqUdfGPr6bEr84ubsIBJdZ8Ugaqs5np8g5Q-h8mbUuLW15oMPSi9Ke1fdt3h1-z8_eiCXWnz1iRMYccYOiB-ToDToWBQRsVYSPcBz9hTGI-mbpblOgrsVNmXiq_ZclFWVWdzvjJNHDGm5lzrl0meYXWLwJO2HWzV0plNaEaiDV79-4fl2hrfPcwie6spTs07kvxhtsOXbjuI2ftcw4tP66UWAO8UNbmSuFVlweftktbBQd_5Th91cHE_A0YDPlnTSKDt0kMLzg2f2QXqmO07rmYy-aVA==&c=oPbZhmPkqTnlgPf8z0tl6DCD1lR5z9RFm0wB-Fqi6ca49YpMVv7RRQ==&ch=3oS5lWpocVU9qer1pta2fB0vzXXBh0JMUfN3LdWKpbHxLWF-PUfYgw==
http://r20.rs6.net/tn.jsp?f=0013J1lGt5liu09lxy5qJImTPWsVxBiNB8FBuXeOnpY4u2paCAK66ScFeBNtkXIbELhR0ftXD7VnzJ_gdfxpBZNbLN5pH-BcEievYsJC6aVGoFuSO3RL_e_yag5e8KGlOckRqx7B8stfsdd1BLa_JaYD121uaqPWO0irwsmGe_lppFqWnEmYtHORe3z2DDtPXdzuhspVyQAWDBr6zNx9JOnXq1sIkjVRUqlu3aWP6L-TsoRvNNs_qABcDYy4KzdQg-yJXxqqYbYdbrq5Sz6rFP6mkbno2bU62kjX0okKEocQ4N6Bl9Rg-ksGkE8r3J6ZhNys81DFshmdCUR24KoqoM1q1NMuL-XBE3UHiAy7YgMn0W-Ym3t7taF8h8c_LSqUdfGPr6bEr84ubsIBJdZ8Ugaqs5np8g5Q-h8mbUuLW15oMPSi9Ke1fdt3h1-z8_eiCXWnz1iRMYccYOiB-ToDToWBQRsVYSPcBz9hTGI-mbpblOgrsVNmXiq_ZclFWVWdzvjJNHDGm5lzrl0meYXWLwJO2HWzV0plNaEaiDV79-4fl2hrfPcwie6spTs07kvxhtsOXbjuI2ftcw4tP66UWAO8UNbmSuFVlweftktbBQd_5Th91cHE_A0YDPlnTSKDt0kMLzg2f2QXqmO07rmYy-aVA==&c=oPbZhmPkqTnlgPf8z0tl6DCD1lR5z9RFm0wB-Fqi6ca49YpMVv7RRQ==&ch=3oS5lWpocVU9qer1pta2fB0vzXXBh0JMUfN3LdWKpbHxLWF-PUfYgw==
mailto:Anna.Berglind@astrazeneca.com
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM623515.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM623515.pdf
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.efspi.org_EFSPI_Events_Past-5FEvents.aspx-3F-26WebsiteKey-3D0b28fec8-2Dfcd6-2D4283-2Db360-2D0c689a893140-26hkey-3Db7986104-2Dffab-2D4402-2Da8f6-2D7621742dcdb1&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=6VuyKDZ1xEK6iBfe4qjEmDE9R8tM65IiXmZjjd6gWVo&s=puuovfdkb04Vkp9di9JVAyO0MNT0lZgHRVajxuzJors&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.efspi.org_documents_events_Events-25202019_HTA-5FFeb-5F19_EFSPI-2520HTA-2520Flyer-2520Feb-25202019-2520draft-2520updated-2Dconverted.pdf&d=DwMGaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=zNFOidnEJPe7ZCyAl8ILgfGOmfFAciWKBajpbicEhLY&s=_bInolGPKyruWKcginNMvjlAoMXhzFy3efP5ivAQshc&e=
https://www.efspi.org/EFSPI/Events/Events.aspx?&WebsiteKey=0b28fec8-fcd6-4283-b360-0c689a893140&hkey=888f2437-6b5b-47bf-9e84-ba838022ef42
https://www.efspi.org/EFSPI/Events/Events.aspx?&WebsiteKey=0b28fec8-fcd6-4283-b360-0c689a893140&hkey=888f2437-6b5b-47bf-9e84-ba838022ef42
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.efspi.org_EFSPI_Special-5FInterest-5FGroups_Special-5FInterest-5FGroups.aspx-3F-26WebsiteKey-3D0b28fec8-2Dfcd6-2D4283-2Db360-2D0c689a893140-26hkey-3Dcdf51c97-2Df552-2D45d9-2D9aef-2D672830f3aad2&d=DwMGaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=REgKrFEbB0twPwOi3gbOhCcsp38tRA2kJCZG_lv5lxI&s=Jc4AS70aYqBI6FFag_v-1xitHx9jrqn0fou_j6PtegM&e=

(Anne.Danniau@grunenthal.com) or Maylis Coste (maylis.coste@servier.com) who oversee the SIGs
for EFSPI.

back to top
Country News
IBIG (Italy)

In May 2019 IBIG will launch the Italian Bayesian Day that will take place in Turin. Collaboration
between IBIG and University of Padua for the Advanced Master in Biostatistics was confirmed also for
2019.

PSI (UK)

2019 PSI CONFERENCE: 2 - 5 June, London
Data Driven Decision Making in Medical Research

For those of you who are interested in attending, but may be challenged by your manager why you
should attend the PSI conference, have a look at this article on “10 reasons for your supervisor to
approve your attendance at the PSI conference 2018” and consider bolstering up your arguments with
the submission of a poster to show that you’ll be an active contributor to the conference. You can
download the abstract template here, up to the 28th February 2019.

Act now and click here to register to receive the early bird fee, up to the 20th March 2019!

Visit the Video-on-Demand Platform here! P ]

FEATURED VIDEO: PSI Conference 2018: Preference elicitation strategies in
drug development

Achieving reimbursement has become increasingly challenging due to resource limitations and
the emergence of novel, often costly, medicines. At the same time, policy makers have
encouraged patient involvement in clinical decision making. Embedding preference elicitation
activities within drug development is becoming increasingly important for pharmaceutical
companies to ensure that the right medicines are progressed, and that the value of these new
medicines are better represented. This talk presents the rationale and strategies for including
preference elicitation activities within drug development and will present case studies where drug
development questions have been addressed using preference elicitation methods.

The Effective Statistician - The past, presence and future of estimands!
Interview with Chrissie Fletcher and Mouna Akacha

If you ask someone within the pharma world of statisticians on what is the hottest topic, you most
likely will just get: Estimands! Many scientific events, conference sessions, publications and
presentations are organized around this topic. Thus, I'm super happy, that we have Mouna and


mailto:Anne.Danniau@grunenthal.com
mailto:maylis.coste@servier.com
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https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001xqjC2dZqVn1zSEwvIlUmtgjxPj0yQXE5RkRvvZDrRzjGtPLHrNN-2DpjFtpesb4-2DNyNduBl5ChvB343mT7oWw020CYUoXIzrvcwwczt0waAj0ppVhM0O0evqdxksChDVkvbNP4wq8STgEgjHbRD-5F7DNry0tmhx95ucr05V09-5FhaKPkAr3BSdxb-5Fvnm0e6bAY8bVjR0EL3MXhFtqiJi-5FG3Ukn7e2hkqf5fgmXtSqvo6TOC211xmp0BPmA-3D-3D-26c-3D94IOp9ljnVG6wl6Zcacw1JAC6X3RCDBnd2aKI0vuwHJZ91l7qYrGBA-3D-3D-26ch-3DBaWDqp8sAZncL-2DiVd4MU-5FvL4f4lAvsZHDFQAi8lis5RBcrTMYYQ-2DSw-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=wIugs0rXSeRoUtRU7NXKsM1IySdgXrpLicyOT4STetk&s=51kYEKoNGK0VGbeRX1lDvsh66IlTS2vD_o62mhqmnpk&e=
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https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001xqjC2dZqVn1zSEwvIlUmtgjxPj0yQXE5RkRvvZDrRzjGtPLHrNN-2Dpg-2DFi1wGrD2lH1eN8RDtyA0L9blfAMwr5iKgLi9AwIUC2avJ4ZSq9vTrSK1jIywYnJcwfTMvXnc9d-2Dk3WhRgmk2n7mfPFY1PIjkLKJcWJ6M7qHUHXg-2DMjunZIC3OFZ101w-3D-3D-26c-3D94IOp9ljnVG6wl6Zcacw1JAC6X3RCDBnd2aKI0vuwHJZ91l7qYrGBA-3D-3D-26ch-3DBaWDqp8sAZncL-2DiVd4MU-5FvL4f4lAvsZHDFQAi8lis5RBcrTMYYQ-2DSw-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=wIugs0rXSeRoUtRU7NXKsM1IySdgXrpLicyOT4STetk&s=hVwuRNUQjGEW_XD56QpuVEhMdInUWbZ-GIL-Dv7w1Yk&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001pBfEMOCJmrBXH-5F1zpQsAqQQ2B2sLzLPckTlFenCIncbrgU8uF1T8ICgOTd0CnBQiBhieZzgd1IO3ZsQuk-5F4J0BiW0X3hn36yisdcjk5ZKzDzslPt2Abq4hP8esLZx7A8Wva15dcMzsxOsixWUePNYsX10f3dNxeifqWgtAswrRUvUzux9IZwwpeV87t0-2DCkQH-2D26Px86lQi1fOUPi3mcCQWD1JKBOdbWeU3CqQmfQOsKSMOXFFOd9LNy0OAr-5FRJD3KolpJUXS4E1GSnT1eIHUocYuGMcc87SvGPREjyz7XPMeiVHgx6bjt71aMw783kkwreFc-5FtVQCtwif70CvvYEi1-5FSda3zInvrWiLkh9lVt9ITSsOLZApSFBKcvLwDzXW-26c-3DeW-2D47e9zPgoGdj3CCW8kagNNa8CIR9BBBerJXFFCy4wgK-5FsS7K6Zrw-3D-3D-26ch-3DhlkZowwl4wZKEzi4gsdO1g8pjHkfLgnW-5FhKnHE4PWx7gLyS1YjDBSA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=C4LLVdBJWnuEKZ5xFXVPJvakqfE-R7xCYIhYlWmMQ40&s=3f0P10cdueqfyV-rKMYR7KKaEdMX8nfi501ZJONqi00&e=
https://theeffectivestatistician.com/the-past-presence-and-future-of-estimands-interview-with-chrissie-fletcher-and-mouna-akacha/
https://theeffectivestatistician.com/the-past-presence-and-future-of-estimands-interview-with-chrissie-fletcher-and-mouna-akacha/

Chrissie on the podcast as they have presented about this topic at various occasions. In this episode,
you will learn about

o the importance of the concept itself and its implications
o the terminology of the estimand framework
o and how it relates to missing data terminology

The episode covers the following questions and gives some examples on the different parts of the
framework:

o What is the history of the estimands and how is it related to missing data?

o What is ICH E9 and why does it need an update now?

o What are the different parts of an estimand and how do they relate to each other?

o Is the estimand framework only applicable to clinical trials in the regulatory setting or is this
something to be considered beyond the regulatory approval of new medications?

Listen to the episode here: https://theeffectivestatistician.com/the-past-presence-and-future-of-
estimands-interview-with-chrissie-fletcher-and-mouna-akacha/

PSI Webinar: HTA Submissions in the UK

Date: Monday 21st January 2019

Time: 10:00 — 12:00 (UK time)

Presenters: Jessica Purchase, Group Health Economics Manager (F. Hoffmann-La Roche Ltd,
Welwyn) and Monica Daigl, HTA Statistician and Health Economist (F. Hoffmann-La Roche Ltd,
Basel)

This webinar focuses on the National Reimbursement side: the National Institute for Health and
Care Excellence (NICE) - who they are, what is involved in the Health Technology Appraisal (HTA)
assessment, how they make decisions. We’ll also review where the devolved nations come in:
how do the Scottish Medicines Consortium (SMC) and All Wales Medicines Strategy Group
(AWMSG) differ from NICE in decision making? Finally, through the use of a real world example,
we’ll explore the key drivers and barriers experienced in decision making: specifically, the
challenges associated with correct comparators and predicting of long term outcomes.

This will lead to the second part of the webinar. We will focus on two advanced statistical
techniques to inform health economic models: modelling of time to event endpoints such as
progression free and overall survival beyond the duration of a clinical study to predict long-term
outcomes; and network meta analyses to estimate the value of a drug in the absence of direct
comparative evidence. Finally, we provide our key recommendations for the future of clinical
trial design, to support access for the UK market. Click here to register.

One-Day Event: New Emerging Topics around Estimands and ICH
Addendum

Tuesday 29th January 2019, IQVIA, Reading, UK


https://theeffectivestatistician.com/the-past-presence-and-future-of-estimands-interview-with-chrissie-fletcher-and-mouna-akacha/
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The draft ICH E9 addendum on estimands and sensitivity analysis was released back in July 2017
and (more than 1000) comments are back. All stakeholders are gaining the necessary experience
and familiarity with estimands along with the associated challenges and methodologies. The
language and thinking behind causal inference is well suited to this area.

The PSI Scientific Committee have put together this one-day meeting to share and discuss new
emerging topics around estimands and the ICH addendum. The aims of the event are to:

e Share the feedback from the public consultation on the draft ICH E9 addendum

e Explore the estimand concept within health technology assessments

e Describe how casual inference fits into the area of estimands

e Present case studies illustrating the implementation of the estimand framework and the
use of causal inference methodology

Click here to register.

Toxicology Special Interest Group Free Webinars

The Toxicology Special Interest Group holds quarterly free webinars. Our upcoming webinars are on
the following topics:

Tuesday 19th February 2019 - Professor Malcolm Macleod on Data Quality and Pre-Clinical Research
Tuesday 16th April 2019 - TBC
Tuesday 18th June 2019 - TBC

All take place at 14:00 UK time. Full details will be released closer to each webinar, or contact Gareth
Thomas (gareth.thomas@envigo.com) to be kept up to date on all ToxSIG activities.

back to top

Job Opportunities

Opportunities exist for Biostatistician Project Leaders — Early Phases, and Medical Affairs, and for
Principal and Senior Statisticians, and Principal and Senior Modelling and Simulation Statisticians.

For all current recruitment adverts and more information on how to submit recruitment adverts,
please visit the EFSPI website: Job postings. If you are currently seeking to hire a statistician and wish
to post a job advert, EFSPI are offering one free advert for every 3 adverts posted on the website.

back to top
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mailto:gareth.thomas@envigo.com
https://www.efspi.org/documents/advertisements/jobs/Biostatistician%20Project%20Leader%20Early%20phasess.pdf
https://www.efspi.org/documents/advertisements/jobs/Biostatistician%20Project%20Leader%20-%20Global%20medical%20Affairs.pdf
https://www.efspi.org/documents/advertisements/jobs/Amgen%20Stats%20-%20Job%20Advertisement.pdf
https://www.efspi.org/EFSPI/Advertisements/Job_Postings.aspx?&WebsiteKey=0b28fec8-fcd6-4283-b360-0c689a893140&hkey=df6d8219-6d64-4558-a79b-e8584079ff57
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The World of Statistics

The World of Statistics is comprised of 2, 360 organisations across the globe. Participating
organizations in The World of Statistics include national and international professional statistical
societies, colleges and universities, primary and secondary schools, businesses, government
statistical agencies, and research institutes. You can view the current participant and country lists
involved in the World of Statistics by going to The World of Statistics website.
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Follow us on Twitter and LinkedIn

Get the latest news and updates about EFSPI by following us on Twitter at @EFSPItweet. Also, when
you use Twitter to spread the word about EFSPI, be sure to use the hashtag “#EFSPI”. You also can
follow developments in EFSPI via LinkedIn.
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And finally.....

To add your e-mail address to the EFSPI mailing list, click on "Sign up to our newsletter" on the
homepage of the EFSPI website.

To view previous newsletters please see the EFSPI website in the “News” area.
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Chrissie Fletcher
EFSPI Communications Officer
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http://www.worldofstatistics.org/
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